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 Awdlvpa 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 AwdAvpa yia eniyvon og onueio yio okviovg 10.1-20.0 kg
Chanhold 240 mg AwdAvpa 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

2. MOIOTIKH KAI TIOXOTIKH XYNOEXH
Kdabe mhaotikd coinvapilo piag 66ong mepléyst:

ApooTiKé(G) 6VOTATIKO(G):

Chanhold 15 mg yio yéteg kot 6xdAovg dtlopo 6%w/v Selamectin 15 mg
Chanhold 30 mg yia oxbrovg dtdAvpa 12%wiv Selamectin 30 mg
Chanhold 45 mg yuwo ydrteg ddivpa 6%w/v Selamectin 45 mg
Chanhold 60 mg yio yéteg dtlopo 6%w/v Selamectin 60 mg
Chanhold 60 mg ywo oxbrovg ddAvpa 12%w/v Selamectin 60 mg
Chanhold 120 mg ywo oxbrovg didAvpa 12%w/v Selamectin 120 mg
Chanhold 240 mg yia oxvA0VG Stidopo 12%w/v Selamectin 240 mg
Chanhold 360 mg yia xvA0VG Stodopo 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 evocitelg mpoosodropilovrag to cion {dwv
I'dteg kol oxdron:

o Oepomeio Kot TPOANYN TNG TOPAGITOONG ATO YOALOLS, TOV TPOKAAEITOL OO TO
Ctenocephalides spp. yio éva piva petd and pio pdvo xopnynon. Avtd givol amoTéEAEGHO TG
O10TNTOG TOV TPOTOVTOG VAL POVEVEL TIG EVIIAKESG LOPPES, TIG TPOVOUPES KoL To. avYd. To mpoidv
£xel @okTdVo dpdom 3 efdopadeg petd tn yopnynon. E&attiag tng peioong tov mAnbucpod tov
YOAA®V, N unviaio xoprynon ota {oa katd T S1dpKELD TG EYKVHOCHVIG Kot TOL OnAacpov,
BonBd otnv mpootacio TG TOKETOOUADAG A0 TNV LOAVVGT ATtd TOVS WOAAOLG LEYPL TNV NAKia
v 7 efdopddwv To mpoldv pumopel va ypnotponombel cav pépog g Bepaneciog g
oAAEPYIKNG dEpUOTITIONG OO YOALOLG Kat, eEatTiag TG dPAGTC TOL EVAVTIOV TOV MOV KOl TOV



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 TpokaAeiton oo v Dirofilaria immitis.
To mpoidv umopei va yopnyndei axivévva oe {da Ta 0010 TAGYOLVY amd SipoPirapimon,
®6TOG0, GLVIGTATOL GOUPOVO LE TN CLVNON KTNVIKTPIKN TPOKTIKY, oA Ta {da NAKiag Gvm
TV 6 UNvaV ta ontoio {ouv og YMOPeg OTOL VTLAPYEL 0 EEVIOTNG, Vo e&eTalovTon Yo mhavn
Vrapén poAvveng omd Sipo@iddpileg mpv amd v Evapén g Bepamneiog pe o mpoidv. Emiong
GUVIGTATOL Y10 TOVG GKOAOVG, O TEPLOOIKOG EAEYYOG Y10 LOADVGELS Ot0 EVAMIKES O1POPILAPIES,
®G AVOTOGTOCTO LEPOG TNG CTPATIYIKNG TPOANYNG KATA TNG SpOoPIAapinoTg, AKOLO KOl OV TO
TPoiov yopnyeiton pnvicimg. To mpoidv dev etval ATOTELEGUATIKO KATH TOV EVIAIK®V HOPPOV
¢ D. immitis.

o  Ogpameio ™ wTOdNKTIKNS Yhpag (Otodectes cynotis).

Idrec:
e Ogpaneio g mapacitmong and apopvintikés yeipeg (Felicola subrostratus)
e Ogpancio ToV evAikov vnpatodov (Toxocara cati)
e Ogpomeio TV evnAikmv aykviootopwv (Ancylostoma tubaeforme).

XkOlou
e Qgpameio g Topacitmong and opopvintikég yeipeg (Trichodectes canis)
e Qgpameio TG COPKOKOTTIKNG YMOPag (Tov Tpokoeitar amd to Sarcoptes scabiei)
e Qgpameio TOV EVNAIKOV gvTepIKOVY vinatoddv ( Toxocara canis)

4.3  Avrevositeag

Na pn ypnoponoteital e {da nhikiog kdto tov 6 efdopddmv. No un ypnolonoleiton o€ YUTEG TOL
VTOPEPOVY TAVTOYPOVA 0O KATolo, achévela kabng kot eEacbevnuéveg | eAdimoPapeig (o€ oyéon ue
t0 péyefog Kot TNV nAkia).

Na pn ypnoiponoteital o€ mepintmon vaepevOcONGing 6T SPAcTIKY 0VGia 1| G KATO10 Ao TaL
£Kd0y0L.

4.4 Ewwkég Tpocldonou|oeis yio Ka0e gidog Loov

Ta {do umropoly va kdvouy pPrdvio 2 dpeg LETA TNV papuoyn ¢ Bepaneiog yopig peimon g
OTOTEAECLUATIKOTNTOG TOV TPOLOVTOG.

Na punv gpapuoletot to Tpoidv oe {do Tov omoiov 10 Tpiywpa eivar fpeyuévo. Qotdc0, N
OTOTEAECUATIKOTNTO TOL TPOIOVTOC OEV LEIMVETOL €AV dtafpayel 1| comovvioTel To (MO apov
mapEABoLY TOVAGYIGTOV 2 dpeg amd T Bepameio.

Koatd v Bepaneio TS @TOINKTIKNAG WDPAG TO TPOLOV dev TPEMEL Vo papUoleTat Katevbeiav oTov
O0KOVGTIKO TOPO.

Eivot onpovtikd 1o Tpotdv va yopnyeitol GOUPOVA [E TIC 001 YiEC ¥PONG Yo Vo eAayioTomomBei n
TOGOTNTO TOV POPLLAKOL oV TO (Mo umopel va yAeiyel. Eqv to {do yAelyel onuovtikn Tocdtnto
@opudxov, Tote oTavimg Pmopel va mapatnpndel otic ydreg chvioun mepiodog avénuévng
GLEAOPPOLOG.

4.5 Iowitepeg mPoPUAAEELS KATA TN Y p1joN)

Idwaitepeg mpoLAGELSIC 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 pakpud amd mnyég Oeppotnrag, omifes, Youveg
QOAOYEG 1 AAAEC TN YEC OVAPAEENC.

To mpoidv eivan epebioTikd yia to déppa kot To, patio. Mnv kamvilete Kot unv tpdTte M mivete KOTd T0
YEPLOUO TOV TPOLOHVTOG,.

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

Amoiyete v ena@n] pe To (D0 £0C OTOV GTEYVAOGEL 1) TEPLOYN EPAPLOYNS.. Tnv nuépa tng Bepameiog
T TOUdLA VoL Unv €pyovtal o€ emapn pe To {ma oTa omoia £yl Yivel Bepamneia, Kol vo PNy EMITPENETAL
va KOWnBovV Ue TOLG 1O10KTHTEG TOVG, 1OLETEPA LE TO TTOLDLAL.

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 evaicinoio Tov SEPUATOC I} LE 1OTOPIKO OAAEPYIOG GE TPOIOVTA 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 GUVOEDEL e TNV EUPAVIOT
NG TOPOSIKNG OAMTEKING GTO ONUEIO EQOPUOYNG. & OKOUN TLO CTAVIEC TEPITTOOELS, UTOPEL VOl
napoatnpndet eniong Tapodikdc eotiakds £pedionoc. Toco o epebiopog 6o kot 1 odorekio cuvnOwg
TAPEPYOVTOL, OAAG UTOPEL O LEPIKEG TTEPIMTMGELS VO amaltnOel cvuntopatiky Oepaneia.

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

Y& OTAVIEC TEPITTAOOELS,N (PNOT) TOV TPOLOVTOG UITOPEL VO TPOKAAEGEL TPOGMPIVA TOTIKN GLYKOAANOM
TOV TPLYMUOTOG GTO OTUEID TNG EPAPLOYNG KOUT, TEPICTACIUKA, ELPAVIOT) LKPTG TOGOTNTOG AGTPNG
oKOVNG. AT givar PUGLOAOYIKO, TAPEPYETOL TUTTIKG O€ 24 dpeg amd TV epapuroyn g Bepameiag Kot
dev emnpedlel 00Te TNV 0oPAAELD 0VTE TNV ATOTEAEGUATIKOTITO TOV TPOLOVTOC.

e eEAPETIKEG TEPIMTAGELG, OTMG KOl e OAAES LOKPOKVKAKEG AUKTOVEG, OVACTPEYILLO VEVPOLOYIKAL
GUUTTMOUOTO, CUUTEPILOUPBAVOUEV®Y TOV EXTIANTTIK®OV KpiGE®Y, Egovv Topatnpnel pLetd ™ ypnon
TOL TTPOTOVTOG.

H ocvyvémta tov avemBountov evepysidv kabopiletor og akolobbmg:

- oAV ouyvn (Teprocotepo amd 1 ota 10 {ma mapovoidlovy avemBOunTes evépyeles Katd T S1aprele
g Oepomeiog)

- ovyvn (mepiocdtepo amd 1 aAld Arydtepo amd 10 {da ota 100 vad Oepaneia {ma)

- un ocvvnOepévn (tepiocdtepo amd 1 ahid Atydtepo amd 10 {da ota 1000 vio Oepaneia {har)

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

- moAb omdvia (Atydtepo amd 1 ota 10.000 vrd Bepoaneio (oda)

4.7 Xpnon Katd TNV KONo1, TN YoAovyia 1] TNV ®OTOKid



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:

[areg (kg) | Mpoiov Xopnyovpeva mg | [eprektikotnra | Xopnyoduevn
GEMIPEKTIVIG (mg/ml) TOGOTITO.
(ovopooTtikd peyéon
coMvaopiov cg ml)

<25 1 mméro Chanhold 15 mg | 15 60 0,25
(0,25 ml) yio yéreg ko
okvhioug < 2,5 Kg

26-75 1 muméra Chanhold 45 mg | 45 60 0,75
(0,75 ml) ywo yéreg 2,6-
7,5 kg
7,6-10,0 1 muméra Chanhold 60 mg | 60 60 1,0
(1,0 ml) ywo ydrreg 7,6-
10,0 kg
> 10 KozaiAniog 60 KozaiAniog
GUVOLOCUOG GUVOLOCUOG

coAnvopiov coAnvopiov




YKvAoL Mpoidv Xopnyovpeva mg | [eprektikotnra | Xopnyoduevn
(kg) GEMIPEKTIVIG (mg/ml) TOGOTITO.
(ovopootikd peyéon
coMvaepiov cg ml)
<25 1 mméro Chanhold 15 mg | 15 60 0,25
(0,25 ml) yio yéreg ko
okvhioug < 2,5 Kg
26-50 1 muméra Chanhold 30 mg | 30 120 0,25
(0,25 ml) y1o oxdAovg
2,6-5,0 kg
5,1- 10,0 1 muméra Chanhold 60 mg | 60 120 0,5
(0,5 ml) yw oxvAovG 5,1-
10,0 kg
10,1-20,0 | 1 mméra Chanhold 120 120 120 1,0
mg (1,0 ml) ywo sxdrovg
10,1-20,0 kg
20,1-40,0 | 1 mméra Chanhold 240 240 120 2,0
mg (2,0 ml) ywo oxdrovg
20,1-40,0 kg
40,1 -60,0 | I mméro Chanhold 360 360 120 3,0
mg (3,0 ml) yio oxdAovg
40,1-60,0 kg
> 60 KartdAiniog 60/120 KatdAiniog
oVVOLAGIOC oLVVOLAGOC
coAnvopiov coAvopiov

Ogpaneio Ko TPOANYN TS TOPASITMOONG 06 YOALOVS (YATES KO GKVAOL).

Metd Vv YopNynomn Tov TPoidVTOg, Ol EVAAIKES HOPPES TV YOALMVY oL Ppickoviol Tave 610 (Do
Bavatwvovtat, dev Tapdyovtol PLcio avyd Kot ot TpovOuees (tov Bpickovial pévo 6To
nep1PaAlov) povevovtal. Avtd GTOUATA TNV VOTapAY®Y TV YOAAOV, odlel Tov KOk Ao (NG Tov
YOALOL Kot propet va fondnocet otov TepIaviolhoyikd EAeyyo TV LOADVEE®Y amd YOAAOVG, GE
TEPLOYEC 010V TOL LMl EYovV TPOGPao.

Mo v TpoAnyn g mapocitmong and YHAAovg, To Tpoldy Ba Tpémel va yopnyeital o pnvicia
Stotnuato Ko’ 0An T Slapkeln TG EToYNG TOV YOAL®Y, apyilovtag éva unva Ttpty ot YOAAOL Yivouy
gvepyol. H unviaia yopnynon oto {da katd T S1dpKeLd TG EYKLUOGUVNG Kot Tov Ondaouov, fonda
eEautiag g peimong tov mAnBvouoy TV YOALWOV, GTIV TPOCTOGI TNG TOKETOOUAONG OO TG
HOADVGELG amd TOVg WOAAOVG UéEYPL TNV NAikia TV 7 efdopddwy.

Ortav 1o mpodv ypnoonoteitor cav pépog g Bepaneiog tng arriepykng deppatitidog and YOHAAOLS,
Oo mpémel va yopnyeitat og unvicio StGTAHATO.

I poinyn g opoPrriapimong (YaTes Kol okOA0L)

IMa v TpoAnyn g dipoplapimong to Tpoldv o mpémet va yopmnyeitar Ko’ OAn tn Stdpkeld Tov
¥POVOV, 1] TOVAGYIGTOV UEGH GE VO, UNVO, LETA o TV TPpMTH €kBeom Tov {DOV GE KOLVOLTLA KOl OTT|
ouveéyela kaOe unva péypt 1o TEAOG TG EmoyNe TV kovvoumimy. H televtaia doon mpénetl va divetat
péca og éva punva LeTd TNV televtaia ékbeomn tov {dov e Kovvoumia. Av mapoarelpbei ) yopnynon
pag 8660mG, Kot T0 Aot avAUESH GE dVO JLUOOYIKES YOPNYNOELS Elval LEYOADTEPO TOV EVOG PV,
TOTE 1 GUECT] YOPTYTON TOL TPOLOVTOC Kot 1) EXAVEVOPEN TOL UNVINIOL TPOYPELLOTOS YOPIYNCNC
UELDVEL GTO EAAYIGTO TNV TOAVOTNTO AVATTVENG EVAMKOV LOPP®GY TOL Ttapacitov. Otav to {®o
Bpioketon 0N 68 KATO10 TPOYPOLLLL TPOANYNG TG dPOPIAapi®ong Le AALO TPOidV, Kol TO 0Toi0
npokettan va avtikoraotadel oo to Chanhold tote n mpdTn 8601 TOL TPOLOVTOC TPEMEL VaL Yop1 YN Oei
&vaL UNva LLETA TNV TEAELTALO YOPTYNOT) TOV TPOTYOVUEVOL QUPLAKOD.

Ogpaneio TAPAGITAOCE®V A6 VI|HATOON (YATES KAl GKVLOL)
®a wpénet va, xyopnynOel pio epdmral 666m Tov TPOIOVTOG.



Oepoancio amd TapacitOong omd arpopvinTiKES Weipes (YaTes Kol okvAoL).
®a mpénet va yopnynOel pio epdmal 666m Tov TPOiIOVTOG.

Oepomeio TS OTOINKTIKNG YOPUS (YATES)
®a pémet va yopnyeiton pia €@’ dmoé d661 Tov TPOIOVTOG.

Oepameio TN OTOONKTIKIG YO POS (6KOAOL)

®o mpémet va, yopnyeitatl pio uévo d66m tov Tpordvtog. [lpv amd kdbe Oepaneia, Oo Tpénet va
kaBapileton | TepLOYN TOV ££® WTOG OO TIC MTIKEG EKKPIGELG e N0 TPOTO. ZUVIGTATOL TEPOLTEPM
KAk e€étaon amd ktnviatpo 30 nuépeg petd amd t Oepaneia, Kobmg oe pepikd {ma amatteiton Kot
devtepn yoprynon.

Ogpaneio TAPASITAOCEMY and aykvAidoTona (YaTeg)
®o mpénet va, xopnynoel pio epdmal 666m Tov TPOIOVTOC.

Ogpameio TG CUPKOKOTTIKNG YAPOS (CKVAOL)
Mo v 7 pn e€dhetymn TV aKApEDV TS YOPOG TPETEL VO YopnyEiTal pia uévo d6cn yio dVo
GUVEYOUEVOLE UNVEC.

M£6060¢ ko 000¢ yoprynonc:
AldAvpo eniyvong o€ onpeio

Tpomog yoprynong:

Aaipéote T TIETO TOL TPOTOVTOC OO TNV TPOCGTATEVTIKT] GVCKEVAGIN TOV.

Kpoatiote ) muméta 6pOia.

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

Xopiote t0 Tpiypo TOL {HoLv 6T fACT TOV ANLLOD UTPOGTA OO TIG OUOTAATEG £ OTOV TO dEPLLL
glvon opato.

TomoBetnoTE TNV AKPT TNG TUTETAG GTO OEPLLA KOL TTEGTE APKETEG POPEG TNV TMETA Y10 VO AOELACETE
TO TTEPLEYOUEVO TNG EVTEADG Kt amevbeiog 610 dépua o€ éva onueio.

Epopuoote ato 6éppa otn fAcn Tov Aoy UTpootd amd TIG WUOTAGTES.
Amo@lyeTE TNV EXAPT TOV PAPUAKOV UE TO SAKTVAL GOG.

4,10 Ymepdocoloyia (COUTTOUATA, RETPO AVTIHETAOMLCNG, UVTIOOTA), EAV EiIVOL aTOPAITTO



Agv mapotnpnOnkay avemBountec evépyeleg petd ) yopniynon 10 opéc g cuvieT®dpevng 066MG,.
To mpo1dv yopnynOnNKe o€ dOCELS TPIMAACIEG TNG CLVICTAUEVIC GE CKOAOVG Kol YOTES TTOL
TOPUCITOOVTAY OO SPOPIAAPIES, Y®PIG Va mapatnpnbovv avemBounteg evépyeiec. To mpoidy
yopnyndnke emiong og d06G€IC 3-TAACIEG TNG CLUVIGTMOUEVNC GE OPCEVIKA Kot OnAvkd {oa
ovomapoy®yns (okOAOLS Kot Yateg) cvpmeptiapfoavouévav OnAvkadv (dmv Kotd Ty Kinor Kot Ty
yorovyia, Kabmg kot og d0oelC S-TAdoteg TG cvviotdpevng o€ Collies gvaicOnto otnv 1Pepuektivn,
yopic vo mapatnpnbovv avemBounteg evépyeies.

4.11 Xpovog(or) avapovig

Agv amartteitot.

5. OGAPMAKOAOTI'IKEX IAIOTHTEX

DoppokobepamenTikn OUdo: EVIOUOKTOVA KO EVIOUOUTMONTIKE, LaKPOKVKAIKES AakToveS. Kmdtkog
ATC: QP54A A05

51 ®@oppokodvvoptke 1010TNTEG

H oehapextivn etvon éva nui-cuvBetikd mopdywyo g opddos tev afeppektivav. Onmg kot ta GAla
UEAT] OLTNG TNG OULASOC 1| GEAQUEKTIVI TAPOUAVEL KAL) GKOTMVEL £VOL EVPV PAGLA AGTOVOVADY
TOPUCiTOV TapePPoivovtag GTNV ay@YOTNTO TOV SIA®DY YA®PIOV TOVG, KOl TPOKOADVTIG
dlTapayn oTnV UETAS00T TV VEVPIKAV CULATOV. AVTO £YEL GOV GUVETELN THV OVOGTOAN TNG
NAEKTPIKNG dPAGTNPLOTNTAG OTA VEVPIKE KOTTOPO TOV VIUATOOMV TOPAGIT®V Kol 6T HVTKE KOTTOPO
TOV apOpodmodmV LE AmOTEAEGLLO TNV TOPAALGT KOUT TOV BGvaTo TOVG.

H cehapextivn povevet Tig eVAAKES LOPPES, TA QLY KO TIS TPOVOUEES TV YOAA®V. 'ETol, omdlet
OUTOTEAECUATIKA TOV KOKAO {®1G TOV YOAAOL POVEDOVTAG TIC EVAMIKES LOPPES (emtl Tov {MDOV),
OTOTPETOVTOG TN EKKOANYT TOV VYDV (emdve oto {do Kot 610 TEPPEALOV TOV) Kot POVELOVTOGS TIG
TpovOUPeS (LOVO oto mepIPaiiov). Epmodilet v avdmtuén avydv amd YHAALOLS Kol TOV TPOVOUPDY
7OV OeV €Y0VV TPOcPuTo ekTEDEl 0T GEAAUEKTIVN Kot ETOUEVMG pmopel va fonBd otov
TePPavVTOAAOYIKO EAEYYO TV LOADVGE®DY AO YOAAOLC, G TEPLOYES OOV Ta LM £YOVV TPOGPaoT).

H cehapextivn emiong €xel omoderyOel amoTeAeGUOTIKY KATA TOV TPOVOUPDV TOV GIAOPLDV.
5.2 ®@appoxkokiviTiKd oTOLYEIN

Metd amd TomKn YOP1YNOT 1 CEAUUEKTIVI] ATOPPOPATOL OO TO OEPLLO. KOL EMTVYYAVEL TIC UEYIOTEG
GUYKEVTIPMGELS GTO TAAGLA TOL aipatog mepimov 1 kot 3 nuépeg LETA TNV XOPTYNOT OTNV YATA Kot
GTOV GKVAO avtioTotyo. Metd amd TV amoppOPNoN Ao TO OEPLLO 1) GEAULEKTIVY] KOTAVEUETOL
GLOTNHOTIKG Kot amofdAdeTon Bpodémc amd T0 TAACUO, OTMG AMOSEIKVIETAL OO TG AVIYXVEDGIUEG
GUYKEVTIPMGELS GTO TAAGLLO TOL GKOAOL Kot TG YaTog 30 nUéEPEg LETA TNV YOop1yNon Mog Hovo
Tomikng 60ong 6 mg/kg. H mapatetapévn mapoapovn g ceAaUEKTivG 6TO TAAGO Kot 1) Bpadeio
OmOPOAN TNG OTOJEIKVVETAL Kot 0t TNV TEMKT Nuimepiodo {ong mov givan 8 ko 11 nuépeg yia ) ydta
Kol T0 6KOAO avticTtoya. H cuotnuatikn Tapovsio g GEAQUEKTIVIG 6TO TAAGLLO €T LOKPOV KOL 1|
EMAEWYT] EKTETAUEVOL HETOPOAICHOD TNG TOPEYOVY AMOTEAECUATIKEG CUYKEVIPDOGELS TNG, Y10 TNV
KAAVY™ TOL HECOOIAGTHUATOC LETAED dVO Yopnynoewv (30 nuépeg)

6. DAPMAKEYTIKA XTOIXEIA
6.1 Katahloyog exddymv
Bovtolwpévo vdpo&vtorovoio (E321) 0,08%

Dipropylene glycol methyl ether
Isopropyl alcohol



6.2 Kopieg aocoppototnteg
Agv 1oy0eL.
6.3 Awdpkera Long

Avdpreta (NG TOL KTNVINTPIKOD QOPUAKEVTIKOD TPOIOVTOS COLPMVA LIE TI GVOKELOCIN TOANCONG: 3
£€m.

6.4 Iowitepeg TpoPuLAAEELS KOTA T PVLAEN TOV TPOIOVTOG

Agv vtapyovv 181KEG 0dNYieg S10THPNONG Y10 GVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

6.5 ®@Oon ko1 6HVOEGT TG GTOLYELDOOVS GVOKEVUGING

To KMVIATPIKO QAPUAKEVTIKO TPOTOV TapoLo1dleTol GE Lo AEVKT TAAGTIKY] TUTETOL TOV AITOTEAELTOL
OO £VO GTPAOUN GUUTOAVUEPOVS TOAVTPOTVAEVIOV / KUKAIKNG OAEQivC / TOAVTPOTTLAEVIOV pE Eva
oTpOUe ToAVaBVAEVioD / aBvudeviov firvolkng aAkoOAN G / moAvatBvieviov.

To mpoidv datifeTon oe cuokevOoieg Le TPELg MMETES (OAES TIG TEPLEKTIKOTNTES), &1 muméTeG (OAES TIg
TEPLEKTIKOTNTEG EKTOC 0O 15 MQ oghapektiving) N dexamévte mumetideg (LOvo yio v avroyn 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 Ewwkéc mpo@urdéerg amdppryng £vog pnopomot0£viog KTNVIATPIKOD QUPPOKEVTIKOD
TPOIOVTOG 1] GAA®V VMKAV TTOV TPOEPYOVTAL OTTO T1) YP1)O1] TOV TPOIOVTOG, AV VITAPYOLY

Ka0e un ypnoomonfév knviatpikd eoprokeVTIKO TPOIOV 1 1N XPNOUoTom0EvTo VTOAEIUUATE TOV
TPEMEL VO, ATOPPITTOVTOL COUPOVA LE TIG 1GYXVOVCES EBVIKEG OMALTIOELS.

To Chanhold propei va gival emikivévvo yia to yapio 1 opiopévovg vdpofiovg opyavicpove. Ot ddetot
TEPIEKTEG KOl TUYOV 0YPNCUOTOINTO TPo1dV Ba Tpémet va, amoppimTovTol Lall Le To oKloKd
amoppipata yio va amopevuyel Toxdv LOALVGT TV VOATIVOV PEVLATMV.

7. KATOXOZX AAEIAY KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea, Co. Galway, Ipiavdia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/2/19/236/001-016

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Hpepounvia 1" éykpiong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPOoQOpieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPOoidv dlatibevTol otov
diktvoko tono tov Evponaikod Opyaviouod @apudkov hitp://www.ema.europa.eu/.



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

AITIATI'OPEYXH IIQAHXHX, AIAOEXHX KAI/H XPHXHX

Agv 1oy0gt
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ITAPAPTHMA 11

HAPATI'QI'OX(OI) THE(TQN) BIOAOT'IKQX APAXTIKHE OYXIAX KAI
YIHHEY®OYNOZX(OI) I'TA THN AIIOAEXMEYZXZH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI IIOY A®OPOYN TH ATAGEXH KAI TH XPHXH
ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

AAAOI OPOI KAI ATAITHZEIX 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) TepacKeLOoT(MV) TOL givor VTENBVYOC(OL) Y10 TNV ATOOEGUEVCT] TOV
ToPTId®V

Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea, Co. Galway, Iplavdia

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

Na yopryeitar pOvov e KTNVIOTPIKT GLVTAYT).

I ENAEIEH TQN ANQTATQN OPIQN KATAAOIIQN (AOK)

Agv amaitodvrot.

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

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

12



ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXEQX

13



A. EINIIXHMANXH
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INAHPO®OPIEX I1OY 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(EIX)

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

Avdlopo exiyoong o€ onpeio.
AwBdote T0 PUALO 0NV YPAONG, TPV ATd TN YPNON.
Ekdveg yio Tpoa1peTikn EVEmUATOOT TPETEL VO, ETITPETOVY TO OLACTN L

15



| 8. XPONOX ANAMONHE |

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

AwofaoTe TO QUALO 0INYIOV XPNCEMG, TPV OO TN XPNON.

‘ 10. HMEPOMHNIA AHZHX

AH

[1]

H

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEX TIPO®YAAZEIX AITIOPPIYHX ENOX XPHEIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITIO 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, 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 dev Tpooeyyilovv Ta TALdd.

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

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

16. APIOMOZ(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 cminvapira)

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY 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 oxdrlovg 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.

Ewcoves yio TpooipeTikn EVOOUATOOT TPETEL VO, EXLTPETOVY TO OLAGTN L

‘ 8. XPONOX ANAMONHX

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

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

‘ 10. HMEPOMHNIA AHEHX

AHZEH

11. EIAIKEX XYNOHKEX AIATHPHXHX

12.  EIAIKEXZ TIPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY [MTPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AIIO TO MPOION,AN YITAPXOYN

Amopprym: PA.ecOKAEIGTO POAO OONYIDV YPNOTG.

13.  OI AEEEIX «-AITOKAEIZTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HOEPIOPIEMOI IIOY IZXXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
vrdpyovv

ATOKAEIGTIKG Y10 KTNVIOTPIKT ¥P1oN -Va d1aTifeTan LOVoVY e KTNVIOTPIKT GLVTOYY.

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

Na puAdooetol og 06om, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAYX 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
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IMAHPO®OPIEX I1OY 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 Bapovg 7.6—10.0 KIA®dV.

| 6. ENAEIZH(EIX)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Avdlopo exiyoong o€ onpeio.
AwBdote T0 POALO 0NV YPAONG, TPV ATd TN YPNON.
Ekdveg yio TpoalpeTikn eVemUATOOT TPETEL VO, ETITPETOVY TO SLACTN L
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‘ 8. XPONOX ANAMONHX

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

AwofaoTe TO QUALO 0INYIOV 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 Aidhvua 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

Ao eTiypong o onpeio

‘ 5. XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAOX

Moptida

‘ 7. HMEPOMHNIA AHEHX

AH

[1]

H

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

ATOKAEIOTIKA 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 71
Chanhold 45 mg d
Chanhold 60 mg 7}
Chanhold 60 mg 7
Chanhold 120 mg 7€
Chanhold 240 mg 7f
Chanhold 360 mg 71
Selamectin

| 2. TOZOTIKH YNOEXH 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

AH

[1]

H

8. OI AEZEEIX «ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH)»
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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 AAEIAY 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 emiyvon oe onpeio yio oxdrovg 2,6-5.0 kg
Chanhold 45 mg Awdlvpa yio eniypon og onueio yio yareg 2,6-7.5 kg

Chanhold 60 mg Awdvpa yio eniyvon og onueio yio yareg 7,6-10.0 kg
Chanhold 60 mg Awdlvpa 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 AwéAvpa yio 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

Telopektivn

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 i ydteg dtidopa 6%w/v Selamectin 45 mg
Chanhold 60 mg yio yéreg dtilopa 6%w/v Selamectin 60 mg
Chanhold 60 mg ywo 6xdAovg dtéAopa 12%w/v Selamectin 60 mg
Chanhold 120 mg yw oxvAoLG Stidhopa 12%w/v Selamectin 120 mg
Chanhold 240 mg yw oxvAoLG dhopa 12%w/v Selamectin 240 mg
Chanhold 360 mg yia oxvAovg dtddopa 12%w/v Selamectin 360 mg
"Exdoya:

Bovtolwuévo vdpo&utorovorto (E321) 0,08%
Aloyég dypopo £mg Kitptvo dtdAvua.

4. ENAEIZH(EIX)

I'étec kKo oxkvAOL:

o Ogpameio KoL TPOANYN TS TOPAGITOOGNG 00 YVALOVS TOL TPOKAAEITOL AT
Ctenocephalides spp. yio évo uiva petd omd pio Lovo xopnynom. Avtd givol omoTéAecsia TG

WO10TNTOG TOV TPOIOVTOG VO POVEVEL TIG EVIIAMKEG LOPPEG T, oY d Ko Tig Tpovopupes. To mpotov

£xel @oKTOVOo dpdiom Tpel EfOonadec LETA TN YOpyno.
H punviaio yopriynon ota {do KoTd T StdpKeLo TN EYKLUOGHVNG Kot Tov OnAacuon, Bonod

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

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

ypnoorondel 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 HOADVGE®Y amd YOAAOVC, GE TEPLOYEC OOV Ta, (MO
£yovv mpodcPaon

e Xopnyovpevo cg unviaio facm, yio TNV POy TG O1poPLAapimdcNS 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 COUPOVA LE TN CLVNON 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 Oepaneiag pe mpoiov. Emiong
GUVIGTATOL Y10 TOVG GKOAOVG, O TEPLOOIKOG EAEYYOG Y10 LOAVVGELS OO EVIAIKEG S1pOPILAPIES,
MG AVOTOGTOCTO LEPOG TNG CTPATIYIKNG TPOANYNG KATA TNG OpOPIANPInoTg, AKOHO KOl OV TO
TPOTOV yopnyeitan unvicimg. Avto To TPoidv deV €IVl ATOTEAEGLOTIKO KATA TOV EVAMK®OV
popedv tng D. immitis.

e  Ogpancio TS OTOINKTIKIG YAOpag (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)

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

5! ANTENAEIZEIX

Na un ypnoponoteital e (oo niikiog k4to tov 6 fdopddmv. No unv ¥pnoUoTolEiTol 68 YOUTEG TOL
ThoyovV TaVTOYPOVA 0o KAmola achévela kabng kot eEacBevnuévec | ehmoPapeig (o€ oyéon e TO
péyebog ko v nAkio)

Na pn ypnoiponoteital e mepintmon vrepevausnciog otn dpAcTIKN OVGia 1| G€ KATO10 amd To
£Kdoy0L.

6. ANEINNIOYMHTEX ENEPTEIEX

H xpnoyomoinon Tov mpotdviog 6€ YATEG G€ GMAVIEC TEPUTTAOCELS, EXEL GLVOEDEL Le TNV ERPAVIoT
NG TAPOSTIKNG OAMTEKING GTO OMUEI0 EQPOPUOYNG. € OKOUN O CTAVIEC TEPITTOCELS, UTOPEL VOl
napatnpndet eniong Tapodikds eoTIoKOG 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 UTOPEL GE UEPIKEG TEPUTTMGELS VO
amortnOetl copnTopatikng epaneia.

Y& OMAVIEC TEPIMTAOOELG G GKOAOVLG Kol YAUTEC, 1) YPTOT TOL TPOLOVTOG UTOPEL VO TPOKOAETEL
TPOCOPIVA TOTIKT GUYKOAANGT TOV TPLYDUATOS GTO GUEIO TNG EPAPUOYNG KAUT, TEPICTAGLOKA,
EUPAVIOT WIKPNG TOGOTNTOG AoTPNG OKOVNG. AVTO Elval PUGIOAOYIKO,TOPEPYETOL TUTIKG GE 24 MPEC
amo TV epappoy s Bepameiog Kot dev emnpedlet oLTE TNV ACPAAELN OVTE TNV ATOTEAEGUOTIKOTNTO
TOL TTPOIOVTOG.

[ToAV omdvia, OTmC Kot Pe AALEG LOKPOKVKAIKEG AMUKTOVES, UVASTPEY LN VEVPOAOYIKG GUUTTMLOTOL,
OT®G GTACLOL, EY0VV TapatnPNOEl LETA TN XPTOT TOV KINVINTPIKOD PUPUAKOL GE AUPOTEPOVS
GKOAOLG KOl YOTES.
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H ovyvotnta teov avemBdpntov evepyeldv kabopiletol g akoAovOmG:

- oA cuyvn (Teprocotepo amd 1 ota 10 vrd Bepancio (ma mapovcidlovy avemBOUNTES EVEPYELES)
- 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)

- onavia (meplocotepo amd 1 addd Aryotepo amd 10 {da ota 10.000 vid Bepomeia {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 ¥PNON G, 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 kabapdapes.

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
okvilovg 2.6-5.0 kg)

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

T'atec pe copatikd Papog 7,6-10.0 kg (Chanhold 60 mg Awdlvpa yio emiypon og onueio yio 6kOAOVE
7,6-10.0 kg)

YxvAol pe copotikd Bapog 5.1 kg-10.0 kg - (Chanhold 60 mg Awdlvpo 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 yio eniypon og onueio yia
okviovg 10.1-20.0 kg)

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

TkvAot pe copatiko Bapog 40.1 kg—60.0 kg - (Chanhold 360 mg Awdhvpa yio exiyvon o€ onpeio yio
okviovg 40.1-60.0 kg)

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

INo e€mtepkn ypnon povo.

Epappoletar tomikd oto 6€ppa,otny BAcT Tov TpaynAov UTPOCTE 0md TNV OUOTANTY.

To mpoidv yopnysiton pe pio eAmas TOMTKY EPAPUOYT LG HOOTG TTOL TaPEYEL TOLVAAYIoTOV 6 mg/kg
selamectin. Otav TpoKeLtal 610 1010 {dHO v AVTILETOMIGOOVY TOVTOYPOVA, LLE TO TPOLOV TEPIGGOTEPEC
oo pio GUVVTTAPYOVGES AOLUMDEELG 1] LOADVGELG, TOTE TPEMEL VoL YIVETOL ot LOVO TOTIKN EPAPHOYN TNG
oVVIoTOUEVNC 800 ¢ TV 6 MY/KY o€ omoladnmote otryun. H cuvietduevn dudpketo Oepaneiog yio
KGOe €100 mapacitov avapépeTol KOTMOL.
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Xopnyeital cOppova pe tov akdAovbo mivako:

[areg (kg) | Hpoiov Xopnyovpeva mg | [eprektikotnra | Xopnyoduevn
GEMIPEKTIVIG (mg/ml) TOGOTITO.
(ovopaoTikG peyéom
colvopiov eg ml)
<25 1 mméro Chanhold 15 mg | 15 60 0,25
(0,25 ml) ywo ydteg kon
okvlovg < 2,5 kg
26-75 1 munéra Chanhold 45 mg | 45 60 0,75
(0,75 ml) ywo ydreg 2,6-
7,5 kg
7,6-10,0 1 muréra Chanhold 60 mg | 60 60 1,0
(1,0 ml) yw ydreg 7,6-
10,0 kg
> 10 KozaiAniog 60 Kozaiiniog
oLVVOLAGOC oLVOLAGOC
cOANVapiov cOANVapiov
KO OL IIpoiov Xopnyovpeva mg | Ilegprektikéotnro | Xoprnyovpsvn
(kg) GEMIPEKTIVIG (mg/ml) TOGOTITO.
(ovopootikd peyéon
colvopiov eg ml)
<25 1 mméro Chanhold 15 mg | 15 60 0,25
(0,25 ml) ywo ydteg kon
okvlovg < 2,5 kg
2,6-50 1 muréra Chanhold 30 mg | 30 120 0,25
(0,25 ml) ywo oxdAOVG
2,6-5,0 kg
5,1-10,0 1 munéra Chanhold 60 mg | 60 120 0,5
(0,5 ml) ywa oxdAovg 5,1-
10,0 kg
10,1-20,0 | 1 mméra Chanhold 120 120 120 1,0
mg (1,0 ml) yio oxdAovg
10,1-20,0 kg
20,1-40,0 | 1 mméra Chanhold 240 240 120 2,0
mg (2,0 ml) ywo sxdAovg
20,1-40,0 kg
40,1 -60,0 | I mméro Chanhold 360 360 120 3,0
mg (3,0 ml) ywo oxdrovg
40,1-60,0 kg
> 60 KotdAiniog 60/120 KordAiniog
GUVOLOCUOG GUVOLOCUOG
coANVapiov cOANVapiov

Ogpomeio Kol TPOINYN TG TOPUGITOGNS 06 YOALOVS (YETES KOL GKUAOL).
Zoa peyarvtepa TV 6 foopadmv
Metd ™ yopnynon tov mpotdvtog 6To (D0, 01 EVAMKES LOPPES TMV YOALMY KOl TOV TPOVOUPDV
QOVELOVTAL KO OEV TTapayovTal TAEOV BLOGILO avYd. AVTO GTAUATE TNV OVOTOPUYWYN TOV YOAA®YV,
onalel tov kokAo {ong Tov YOHAAoL Kot puropel vo fondncetl otov mepPavtoiloyikd Eleyyo TV
HOAOVGE®DV amd YOALOLGS, 08 TEPLOYESG OOV TO. {DO £XOVV TPOSFaoT).

IMa v TpoAnyn g mapocitmong and yoArovg, 1o mpotdy Oa Tpémnetl va yopnysitor oto (Mo o€
unviaio dtaotipota ko’ oAn T Siipkeln TNG EXOYNG TOV WOAL®V, apyilovTog Eva pqva Tpv ot
yoALot Yivouv gvepyol. ‘Etot dtacpariletarl 6Tt ot ydALoL Tov poAbvouy 10 (Ho @ovebovTal, dev
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mopdyovtal TAEOV dALN PG aVYE, Kot o1 TPovOLPES (TTov Bpickovtal Lovo 6to meptPaAiov)
emiong povevoviat. Me tov tpdmo ovtd omalel o Poloyikdg KOKAOG TOL YOAAOL Kot TpoAapfdavovtal
0l OVOUOADVGELS.

Otav to mpo1dv ypnoomoleiton cov PEPOC TG Bepameiag g aALEPYIKNG depUaTITIONG amd YOAAOVC,
Oa mpémet va yopnyeiton o€ unviaio dl0GTHHATO

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

H pnviaia yopriynon ota (do KoTd T S1dpKELR TNG EYKVUOGUVNG Kot Tov OnAacpon, Bondd e&ontiog
g peimong tov TANBVGUOL TV YOAAWDVY, GTIV TPOCTAUGI TNG TOKETOOUAING ATd TV LOAVVEN amd
TOVG YOAAOVG, HEYPL TNV NAKia TV enTd fdoUddmy.

Mpéinyn g dpopriapimong (YaTeg Kot okvrot)

Mo v 7poAnyn g dipoprapimong to Tpoldv o mpémet va yopnyeitor Ko’ OAn 1 SLapKELN TOV
xPOVOUL, 1] TOVAGYIGTOV UEGH OE VO, UNVOL LETA 0o TNV TPp®TH EkBeom Tov {DOV GE KOLVOLTLA KOl OTN
ovvéyela kdOe pMva péxpt to T€hog TG EmoyNS TV Kovvouvmiwv. H televtaia d0om mpénet va diveton
uéca og Eva unva, LeTd v televtaia Ekbeomn tov (dov o€ KovvouTmia. Av TapalelpOel 1 yopnynon
UG 006N, Kot TO SAGTNIO AVAUESO, GE dVO JLAUOOYIKES YOPNYNOELS Elval LEYOADTEPO TOVL EVOC UNVa,
TOTE 1 GUECT) YOPTYNON TOL TPOLOVTOS Kot 1] EXAVEVOPET TOL UNVINIOL TPOYPALLOTOS YOPIYNONS
LLEWDVEL GTO EAAL0TO TNV TOAVOTNTO OVATTUEN S EVIAMK®OV HOPQ®V TOV Tapacitov. Otav to {do
Bpioketon NON 6€ KATOL0 TPOYPOUUO TPOANYNG TNG SPOPIAMPImGNC Le GALO TPOidV, Kal TO 07010
npoxkertan va avtikataotadei and to Chanhold, tote n tpdTy d60M ToL Chanhold npénet va yopnynOei
éva UNva LETA TNV TEAELTALN YOPTYNOT] TOV TPOTYOVLEVOL PUPUAKOV.

Oeponeio TUPACITOCEMV 00 VI|LOTAOO (YATES KOl GKVAOL)
®a mpémet va xopnynOel pio epdmas d66m Tov TPOidVTOG.

Oeponeio andnapacitmong amd opopvinTikéc Yeipes (YATES Kol oKVAOL).
®a mpémet va xopnynOel pio epdmas d66m Tov TPOidVTOGS.

Oepomeio TNG OTOINKTIKIG YOPOS (YATES)
®a mpémel va yopnyeitot pia €’ dmal 6661 Tov TPOLOVTOG.

Ogpomeia TNG OTOINKTIKIG YO POG (GKOAOL)

®a mpémel va, yopnyeital pia epamas 066m Tov Tpoldvtog. [lpv amd kdbe Oepaneia, Oo Tpénet va
kaBapiletan ) TepLoyN] TOL £E® OTOC, MO TIG WTIKEG EKKPICELS e IO TPOTO.

Yoviotdton mepattép® kKAvikn e€étaon amd ktnviatpo 30 nuépeg petd and ) Bepaneia, kabbg ot
pepka {ma omotteiton ko dgvTepPn YopNynon.

Ogpaneia TAPACITOCE®V and aykvAdoTopd. (YaTES)
®a mpénet va yopnynOel pio epdmal 566m Tov TPOIOVTOG.

Oepomeia TG GUPKOKOTTIKIG YOPUS (CKVAOL)
Mo v 7 pn e&dieyn TV aKAPEDV TNS YOPOG TPETEL VO YopNyEiTaL pia povo d66n Yo dVo
GUVEYOUEVOLG UNVEC.

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

Tpomog yoprynong:

Aoaipéote T mIETO TOL TPOTOVTOC OO TNV TPOCGTATEVTIKT] GVCKEVAGIN TOV.

Kpoatiote ) muméta 6pOia.

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

Xopiote t0 Tpiypo ToL {Hov 61N fACT TOV ANLLOD 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 dépua 61N fAcn Tov Aoov UapooTd amd TIG WUOTAATES.
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 ANAMONHZXZ

Agv 16y0gt

11. EIAIKEX YYNOHKEX AIATHPHXHX
Na puAdooetol og 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

Avdpxela {ong Letd To TPOTO AvoryUa TG GTOLEIDMOOVS GLCKELOCTING: 3 UNVES.
Na pn ypnoiponoteital HeTd amd v nuepounvio ANENG TOL aVayPAPETAL GTNV ETIKETA.

12. EIAIKH(EX) TPOEIAOIIOIHXH(EIX)

Ewdw| mpoedonoinon(eig) yio kabe gidoc {dov:

Ta {do pmopody va kdvouy Prdvio 2 dpeg LETA TNV papuoyn ¢ Bepaneiog yopig peimon g
OTOTEAEGLATIKOTITAG TOV TPOLOVTOG,.

Na punv epapuoletat to Tpoidv oe {do Tov omoiov 10 Tpiywpa eivar fpeyuévo. Qotdc0, N
OTOTEAECUATIKOTNTO TOL TPOIOVTOC OEV PEIDVETOL GV dtapayel 1| comovviotel To (Mo apov
mapéABovv TovAdylotov 2 mpeg amd T Bepamneia.

Kotd v Bepomeio TnC @TOIMKTIKNG YdPOG TO TPOLOV dev TTPEmeL vo. epapuoletal katevbeiov otov
O0KOVOTIKO TTOPO.

Eivar onpavtikd 1o mpotdv vo xopryeitor cOLe®va e TIg 00Myieg xpnong Yo va ehaylotonotn el n
TOGOTNTA TOL PAPUAKOV OV TO (DO Umopel vor YAETyEL.

Ewdumn wpo@draén yio ) yoprynon ota oo
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To wpoidv avtd eQapuOlETUL LOVO GTIV EMPAVELD TOL dEPUATOC. AEV TTPETEL VaL YopTYEiTal
TOPEVTEPIKE 1 0O TO GTOLLOL.

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

Ta {da oto onoia £xel yivel Oepameio,vo UAGGGOVTOL LOKPLA OO E0TIEG POTIAC 1) GAAEG TTNYEG
avaeAeENS Yo tovAdytotov 30 Aemtd, 1 PLEYPL VO OTEYVMGEL TO TPLYMUE TOVC.

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

Amoguyete TV ema@n| e T0 LMo pEYPL N EMPAvELD TOV ToTTOOETHONKE 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®G TOVC.

To wpoidv etvar epebioTikd yia 1o dEppa ko o pdtio. My komvilete uny TpoOTE KoL PNV mivete Katd
TO YEPIGUO TOV TPOIOVTOG,.

[TAdvete ta yépra petd amd Kabe ypnon ue vepd Kot 6omoHvt Kot EEMAVVETE OUESMG TVYOV
VTOAEIUUATO PAPUAKOL T oTToia £xovV £pBeL og emaEN UE TO dEPUA. XE TEPIMTWOOT TVUYOING ETAPNG
TOV PUPUAKOL UE T HATLO, EEMADVETE TO AUECHS [LE VEPO KOl GLUPOVAEVTEITE Y1IATPO EMOEIKVIOVTOG
TO KOUTI 1] TO PUALO OOMYIDV YPNCEMC.

Amo@iyete v emaen] pe to {do péxpt 1 emedvelo mov torofetOnKe T0 PApUAKo Vo oTEYVOoEL TN
nuépa g Bepomeiog Ta TodLd va, unv Epyovtal 6€ XA e To (Mo oTo onoia £yel yivel Oepameial, Kot
VO UNV ETTPENETAL VO, KOLUNOOUV LLE TOVE IOI0KTIHTESG TOVG , WOL0UTEPA. LLE TO, TOLOLAL.

Ebplexto — va dtatnpeitol pokpud omd mnyég Bepuotnrog, onibec, eAdyeg 1 GAAeg TyEC ovAQAEENC.
XpNOHOTOMUEVA TPOTOVTO TPEMEL VEL OTOPPITTOVTOL AUECH LakPLd amd TOL TOLdLd.

Atopo pe evaicinoia Tov dEpuatoc N e oAdepyio oe Tpoidvia T€To0V €idovg, Do Tpémel va
yepilovtal 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 yaiovyia.

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 (CUURTOUATA, LETPO AVTLLETATIONG, OVTIIO0TA):

Agv mopatnpnnioy avemBounteg evépyeleg petd tn yopnynon 10 popég e cvvietdpevng 66ong.To
TPOLOV YopnyNONKe G€ dOGELS TPIMAGCIEG TNG GLVIGTOUEVIG GE GKOAOVG KOl YUTES TOL TAPUGITOVVTOV
omd SpoPadpieg, ywpic va mapatnpndovv avemBounteg evépyetes. To mpoidv yopnyndnke emiong oe
800¢1g 3-TAAGIEG TNG CUVICTAOUEVNG O apoeviKd kot OnAvkd (do avamapaywyng (6KOAOLG Kol YATES)
ocopmepthappavouévev ONAvkdv (d®oVv KaTd TNV KONoT Kot TV Yoiovyia, Kobmg kot og d0GELS 5-
mAaoteg g ovvietopevng o€ Collies svaicnta oty Pepuektivn, yopic vo mapotnpndovv
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 LETE
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, YAPLH T} OPIGUEVOVLS VOPOPBLOVE OPYOVIGLOVG
pe ta omoia owtd tpépovtal. Ot doE10l TEPIEKTES KAl TUYOV OYPNCLOTOINTO TPO1OV Ba TPEmEL VoL
oamoppintovror pali Pe To oKlaKE omoppiplata yio vo omo@evydet Tuyov poélvven Tmv vOaTIVEV
pELUATOV.

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

Aentopepeic TANPOPOPIES Y100 TOV TOPOV KTNVIOTPIKO QOPUAKEVLTIKO TPOTOV dlaTifevTol 6ToV SIKTLAKO
om0 tov Evponaikod Opyaviopuod @apudkov ot dievboven hitp://www.ema.europa.eu/.

15. AAAEX ITAHPO®OPIEX

To mpoidv drotifeton oe cuokevaoieg pe Tpelg MTETeS (OAEG TIG MEPLEKTIKOTNTES), 61 TumETEC (OAEG TIG
TEPLEKTIKOTNTEG €KTOC ad 15 Mg celapektivng) 1| dekamévte TmETIOES (LOVO Yo TV TEPLEKTIKOTNTA
v 15 mg).

3, 6 ko1 15 mimétec oe Egyplotd pakeldKio pakélov péca og £va E@TePIKO KovTi. Mmopei va pnv
KUKAOQOPOUV OAEG 01 GLOKEVAGIES.

I"o omoladnmote TANPOPOPio GYETIKA HE TO TUPOV KTNVINTPLIKO PAPHOKEVLTIKO TPOioOV, TapaKoAeicOe
va omevfuvOeite GTOV TOTIKO AVTITPOGMITO TOV KOTOYOL TG AOELC KUKAOPOPING.

34


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

Belgié/Belgique/Belgien

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Peny06smmka bearapus

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

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Deutschland

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Eesti

AS Dimedium
Roheline 9, Tahtvere,
61410 Tartu, Estonia
Tel: +372 739 0660

EArada

Neocell E.ILE.

100 yAp. E6vikng Odov ABnvov- Aapiog
14451 Metouopewon, Adnva,

Tel: 210 2844333

Espaiia

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

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel/Tel: +353 91 841788

Magyarorszag
Magyarorszagi képviselet:
Orion Pharma Kft.

1139 Budapest,

Pap Kaéroly u. 4-6.,

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

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

Osterreich

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

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
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France

Laboratoire Perrigo France
200 Avenue De Paris
92320 Chatillon

France

Tél: +33 (0)1 55 48 18 00

Email : Chcifrlopfqualiteproduit@Perrigo.Com

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.I. s.r.1.
Via Emilia, 285

Ozzano dell'Emilia (BO),

Italia

Kvbmpog

Chanelle Pharmaceuticals Manufacturing Ltd.

Loughrea

Co. Galway

IE - Ireland

TnA: + 353 91 841788

Latvija

AS Dimedium Latvija

Ozolu iela 28, Jaunmarupe,
Marupes novads, LV-2166, Latvia
Tel: +371 67610001

Lietuva

Dimedium Lietuva UAB
Islandijos pl. 217-13, LT-49165
Kaunas, Lithuania

Tel: +370 615 64241
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Romania

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

Slovenska 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

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea

Co. Galway

IE - Ireland

Tel: + 353 91 841788

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

Co. Galway

IE - Ireland

Tel: + 353 91 841788



