ITAPAPTHMA 1

IEPIAHYH XAPAKTHPIETIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Prac-tic 56,25 mg dudAvpa yio exiyvon og onueio yio oA LKPOGMUOVE GKOAOVG
Prac-tic 137,5 mg dudAvpa yio emxiyvon o€ o1UeElo Y10 lUKPOSMUOVE GKVAOVG

Prac-tic 275 mg didAvpa yio emiypon oe onueio yio petpiov peyébovg okdAovg
Prac-tic 625 mg didAvpa yo emiypon oe onueio yio peydrov peyébovg okdAovg

2. MOIOTIKH KAI MIOXOTIKH XYN®EXH

‘Eva ml mepiéyet:

ApOOTIKO CVGTATIKO:

IMvpurpoin 125 mg

Mia mnéto mapéyet :

Movéoa Mvpurpoéin
d6ong
Prac-tic yio moA0 pikpdompovg okdrovg | 0,45 mi 56,25 mg
Prac-tic yio pikp6copovg GkhOAovg 1,1ml 137,5mg
Prac-tic yia petpiov peyébovg oxviovg | 2,2 ml 275 mg
Prac-tic yia ueydAov peyébovg oxdrovg | 5,0 ml 625 mg

"Exdoya :
0,1 % Bovtvioddpo&vtorovorio (E321)

T TAnpn Katdloyo twv exddymv, PAéne kepdhato 6.1

3. OGAPMAKOTEXNIKH MOP®H

Aypopo g kitpvo , dtowyEc dtdAvpa yio eiyvon o€ onueio yio eE@Tepikn xpnon.

4, KAINIKA XTOIXEIA

4.1 Eion ooV

2K0Aog

4.2 Ogpamevtikég evocitelg mpoodopilovrag to cion {hwv

Ogpaneio. kot TPOANYTN TOV mapocttocemy and yoilovg (Ctenocephalides canis kou C.felis) oe
okOAovg. H didpketo tng eviopoktdvov dpdomng Evavtl vEmV LOAOVGE®DY Ue YOAAOVG TTOPAUEVEL YO,
TOVAdYIGTOV 4 gfdOuadEC .

Ogpameio Kol TPOANYN TOV Tapacttoceny and kpdtwveg (Ixodes ricinus, Rhipicephalus sanguineus ,
Ixodes scapularis, Dermacentor reticulatus,Dermacentor variabilis, , Amblyomma americanum) ctovg
oKkOAovG. Etvar amoteleopotikd évavtt tov kpotdvev yio 4 efdouddec.

4.3  Avtevocigelg

Mnv 10 ypMolLOTOLEiTE GE GKOAOVG NALKIOG LKpOTEPNG T®V 8 gfdopadmv N pe copatikd Bapog
ukpotePO amod 2 Kg.



Mnv o {pNCLOTTOLEITE GE TEPIMTMOT YVMOTNE VIEPEVALCONGING GE EVADGELS TNG KT yopiog TV
@avYLAOTLPOLOADV 1] GE OTOLOONTOTE OO TA EKOYLL .

Mnv 10 %pMCILOTOLEITE GE APP®OTA (TTY. CLOTNHUOTIKEG VOGOLC, TUPETO) 1 VIO avdppwon {da.

AvT6 10 KTNVIOTPIKO POPUAKEVTIKO TPOIdV £xel avomTLyBEl E101KA Y10, GKOAOLG.
Mnv 10 %p1CILOTOLEITE GE YATES, KAOMG aVTO UTOPEL VoL 001 YT|OEL GE VTTEPSOGOAOYIAL.

Mnv o ¥pnoLonoLEiTE GE KOUVEALD.
4.4  Eidwkéc mpogrdomonoelg Yo kKa0e gid6og {Mov

AVT0 10 KTNVIOTPIKO PAPUAKELTIKO TPOidV glvar yio Tn Bepomeio T@V KPOTOVOV Kol TV EVNAIK®OV
yoAlmv. Olot o1 GKOAOL TOVL GTLTION TPENEL Vo, bToPdAlovTol og Bepoameia.

Y& mEPMTOGELG coPopnc mapacitmong mpty amd ) Bepaneia, To mepPdAlov Tov okOAoL Oa Tpénet va
kaBapiletar Kot vo yiveTal ypriorn Tov KOTAAANAOD EVIOLOKTOVOL.

Ot okOlol dev TTPEmeL va. KGvouy pmdvio 1| va Aovlovtal pe camobvi 48 dpeg mpv omd ™ Oepaneio.
Eppantion tov {dov o vepd N AOVGIUO Le camovvt LEca o€ 24 dpeg petd T Oepomeio, pmopei va
LLEWDGEL TNV OMOTELEGLOTIKOTNTO TOV KTVIATPIKOD PUPUOKELTIKOV TPoidvtog. Oume, n efdopadiaio
guPantion o€ vepd dgv ENEOPACE GTNV ATOTELEGOATIKOTITO EVAVTL TOV YOAAWDV KOl TOV KPOTOV®V.

45 Idwitepeg mpo@uiaters Katd TN yp1on

Idwitepeg mpoLAGESIC Kata T ¥pnon o (oo

Epappoocte 10 povo e abikto onpeio tng EMPAVELNG TOV SEPUATOG,.

AVT0 T0 KTNVIOTPIKO POPUOKEVTIKO TPOTOV vl Yio TOTIKN €EOTEPIKT ¥PNOT , Y10 ENLYVOT| GE GNUEID
uévov. Mnyv to yopnyeite amd to oTOH 1] 0O 0TOLdNTOTE AAAT 060 YOp1yNons.

Ot oxvrot mpémet va Quyilovton pe axpifeta Tpv 1 yoprynon Bepamneiog.

[Ipémel va divetal TPOGOYN OOTE VO ATOPEVYETOL 1) ETOQPT TOL KINVIOTPIKOD QUPUOKEVTIKOD
TPOIOVTOC e T HATIo TOV (MOov.

Eivar onpovtiké va gpappoletar 1 6061 o6& onueio mov 0 6KOLAOG 0V pumopel va yieiyer Ko
PBeparmwBeite 6T TOL LD D€V YAeiPoUV TO £va. TO GAAo peTd TN Ogpameia.

Metd ) Bepomeia, o1 kpdT®veg B amokoAAnBovv and To (Do péca oe 24 Emg 48 dpeg PeTd T
HOAVVOT) , OUOC LEPOVOUEVOL KPOTOVEG UTopel va mapapeivouy méve oto {do.

I't” owtd 10 AOYO0, N LETGOOGT) LOAVCUATIKMDY VOOV UE TOVG KPOTMOVEG 08V UTOPEL VO OTOKAELGTEL
EVIEAMG,.

Idwitepeg mpouAdEeic mov mpémel vo AopuBdvovTal ortd To TOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPUOKEVTIKO TTPOoidV oe (Mo

2o TPOPLAOKTIKO LETPO, Ol AVOP®TTOL TPEMEL VAL ATOPEVYOVY TNV EMOEN LE T, onpeia Bepaneiag tov
{odwv Kol dev TPEMEL Vo EMTPENETOL OTO. OO vo. moilovv pe ta vod Oepameio (oo péypt va
OTEYVAMGCEL 1] EMPAVELD EPAPUOYNS TOL Papudov. ' avtd To Adyo cuvictdtol Ta {da va Taipvovy
Oepancio To amdyevpo . Ta {da mwov Exovv TpodcPata VToPANOel o Bepameio va unv emTpémeTon vo
KOLoHVTOL 6TO 1010 KPERATL LE TOVG IOIOKTNATES , 1O10HTEPO. TO, TODLA.

Atopo pe yveoot vrepgvaicncio o1l EvAOoEl NG KotNnyopiog TOV  QavLAOTUPALOA®V 1)
0TO100NTTOTE AALO OO TOL KOO0 TPETEL VO ATOPEVYOLV TNV EXAPT| HE TO KTIVIOTPIKO QUPUAKEVTIKO
TPOIOV.



Amoguyete TV emOP TOL OEPUOTOG e TO Tepleyduevo ¢ mmétag. [TAvvete ta yépa 1 GAAQ
ektebeléva LEPT TOV CAONOTOC LETE amd TN XPNOoN KE comovvl Kot vepd. Av mapapével o epebiopog
TV opBaAipav, {nteiote 10Tpikn cupPovin kot dei&te 6To YLOTpd TNV 0dMYid XPNOEMG 1} TNV ETIKETAL.
Mnv xonvilete, TpdTE 1| TIVETE KOTA TN OLAPKELD EQAPUOYNG .

Xe mePImTOOoN EMAPNG LE TO TPOTOV UTOPEL VO ELPAVICTOVV HOVOLAGHO KOl EPEBIGLOC TOV dEPUATOC
Kot Tov fAEVVOYOVOD OV CLVINO®G TUPEPYOVTOL AT LOVA TOVG.

Allec TpoQLAGEELC

[Ipémel va divetan Tpocoyn Vo omoPeLYETAL TO VIEPPOALKO PPEELLO TOL TPIYMUOTOC TOV GKOAOL [LE TO
KTNVWOTPIKO QOPUOKEVTIKO TPOTOV EMEWON VTO LITOPEL VO TPOKAAEGEL KOAADON EUPAVIOT) TOV TPLYOV
o710 onueio epapproyns. Opwg, ov avtd cvuPei Bo Topérbel péca oe 24 dpeg LETA TNV EQAPUOYN.

O 10T g Tov Prac-tic umopei va Aekidoel cuYKEKPIUEVA VAKE OTwC dEpUa, DPAC U, TAUCTIKA KOl
AOKOPIOUEVES EMUPAVELEC. AQNGTE TO ONUEID EQAPLLOYNG VO CTEYVMOGEL TPV EMTPEYETE VoL £pBEL 6€
EMOQEN LE TETOLO VALK

4.6 AvemOounteg evépyseieg (ovyvotnTe* Kol cofapotnta)
Y& oD OTAVIEG TEPMTMCELS £XovV avapepOel To axdAovda

-Tomkég emdpdoelc oto oNUEID EPAPUOYNG KOl OEPUATIKEG avTIOpAcElS (Kvnoudg), aAAoyn oTo
Tpiyoua, deppotitida (eAeypovi Tov dépuatog), epifnua (Kokkvord dépua), alomekio (omdAeio
TPYDOUOTOC), ATOYPOUATICUOS TOV TPLYDUNTOC KoL ATOPT ELPAVION TOVL TPLYDUOTOC.

-Nevpoloyikég avtidpacelg : ataéio (EMAelyn GLVTOVIGUOD) KOl CTOGUOL.

-Zuotnuikég avtdpdoeic: AMBapyog (vvniior)

-AvTdpaoels amd 10 MENTIKO GUOTNUAL EUETOG Kot dtéppota

AVTA 10 CLUTTOUOTO EIVOL GLVNOMG TOPOSTKA Kot TOPEPYOVTAL LEGA GE 24 DPEG amd TNV EQUPLOYT.
Av mapateivoviot Yo TeptocoTEPO YPOVO, GLUPOVAELTEITE TOV KTNVINTPO GOG.

Mmropei vo, couPei pio cvvtoun mepiodog ciehdppoiag (Tpéxovv ta cdiia) ov to {dho yAeiyel to onpeio
EQUPUOYNG apécmc Letd tn Bepameia. Avtd dev ivarl onueio TOEIKOTNTOG Kol TOPEPYETOL LEGT GE
LEPIKA Aemtd ympic Bepamevtikn avipuetomion. H cwot epappoyn Ba elayiotonomoet to yAelypo
TOV OoNUEIOV EPAPLOYG.

H ocvyvémta tov avemBountov evepysidv kabopiletor og akolovbmg:

- TOAD ovyvn (mepiocodtepo and 1 ota 10 {da mapovctdlovy avemBdunteg evépyeieg)

- ovyvn (Teplocdtepo amd 1 aAld Aydtepo and 10 {da ota 100 vrd Bepaneia {da)

- un ovvnBwopévn (tepiocdtepo amd 1 alid Atydtepo amd 10 {da ota 1000 vo Bepaneio {dor)
- ondvia (mep1ocotepo amd 1 ahdd Arydtepo amo 10 {da ota 10.000 vd Bepoameio (Ho)

- ToAD omdvio (Ayotepo amd 1 oo 10.000 vid Bepaneio {da)

4.7 Xpion katd TNV KON 61, TN Yorovyic | TNV ®OTOKiA

H acpdieia tov ktviaTpikod OpUOKEVTIKOD TPOIOVTOG dev £XEl TEKUNPLOBOEL GE KVOPOPOVVTEG Kl
Onralovteg okvAovg, obte oe {da o PAoN avomapay®YNS, av Kol o HeAétes pe {da 6To EPYACTHPLO
dev mapatnpnOnkav evoeilelg Yo oyETIKEG EMOPACELS OTNV OVOTOPAY®YN N TNV avamTtuén Tov
euppvov.

Mnv 10 ypnowomoleite katd TN SldpkeEl TNG KONONG, N NG Yohovyiog 1 cvuPovievteite Tov
KTNvioTpo Yo eKTiunom ¢ ox€ong OEEAEG / Kvddvoy KOTG TNV JldpKeEl TG KONONG N TNg
yahovyiag.



4.8 AMNAETOPAGELS PHE GALN QUPUUKEVTIKG TPOTOVTO KUl GALES popPEg alinieniopaocng

Kopio yvoot. Xvviotdtor otovg 0oktiteg tov {dov va cvufovievoviar Tov KTnvioTpo ov
TPOKELTOL VO, YPTCLLOTOUGOVV TO TPOIOV G€ GKOAOVE TOV TAIPVOLV Kot AN TPOTOVTO/ PAP LK.

4.9 Aocoloyio Kol TPOTOS YOPNYNONG
Eriyvon oe onueio yio eEmtepikn ypnon.
IHivaxag docoloyiog

H cuvictdpevn ehdyiotn 86om givor 12,5 mg mopurpding avd Kg copotikod Papovg, 1coddvaun pe
0,1 ml dwdvporog emiyvong oe onpeio ava kg copatikod Bapovg.

Bapog oxvrov MéyeOog mumétag mov | Mio muwéto pe Mvpurpoéin

PN OLHOTOLEITAN owaivpa 12,5% (/o) (mg/ kg e.p.)
mapéys (ml)

2-4,5 kg [ToAb LKPOCOLOG 0,45 125-28,1
GKVAOG

>4,5-11 kg Mikpdo®uog oKOAOG 1,1 12,5-30,6

>11-22 kg Meztpiov ueyédoug 2,2 12,5-25,0
GKOAOG

>22 — 50 kg Meyordcmpog okOAOG 5,0 12,5-28/4

ueyaArvtepo and 50 kg | Xpnowonoeiote kKotdAAnio cuvdvaoud TRETOV Yo TNV EMITELEN
™G 6MGTNE O0OGNC

[Ipémel va ypnoytomoteitar 6o T0 TEPIEXOUEVO TOL KATUAANAOL peyéfovg miméTog yio Kabe Katnyopia
ovaioya pe to Bapoc.

Ogpaneio ko1 TPOANYN Yo YOALOVG
H mopimpoin orotdvel Toug yOAAoLG péoa o€ 24 dpeg petd v €kBeor. Mia Oepameio mpoAapfavet
™ woéAvven omd yoAlovug yio 4 efoouddsg.

Ozpaneio KoL TPOANYN Y0 KPOTOVESG
H mopumpdin oxotmvel toug kpdtoveg péoa o 48 dpec HETA TV epappoyn. Mio Bepameio Exet
dapKeln oKaPloKTOVOL dpaong yia 4 gfdopddec.

Tpomog yopfiymong
INa deppatikn xpnomn povo.

Avoovpate pio muéto omd to mokéto. Kpatote v oty 0pbia 0éom . Kaidyte to otevd pépog tng
TMETAG MOTE VA EEQCPAAIGETE OTL TO TEPIEXOUEVO TOPAUEVEL GTO KVPLO GO TNG TIMETOAS. LTACTE TNV

GKPT) TNG KOPLPNG TNG TIMETOS KOTA PUNKOG TNG OLUKEKOUUEVNG YPOUUNG.

Xwpiote 10 Tpiyope ot phyn tov {OOV avAuesa oTIC OUOTANTEC £mG OTOV TO dép givar opato.
TomoBeteiote TNV Akpn TNG TNETAG GTO EPLO KOL TEGTE OTAUAG LEPIKEG POPES GE £Vl LE OVO omueia
MOTE VO AOELICEL TO TEPIEYOUEVO TAV® 6TO 0éppa. BePfarmbeite 6TL 10 TPoidv £xel PTAGEL 6TO dEPLLO.
Egapudote v mméta tov 5 ml og 2-3 onueio wicom ot phyn tov peydlov pueyébovg okOA®Y MGTE va.
OmOPVYETE TNV ATOPPON.



4.10 Yrepdoooroyio (COUTTONATO, METPU AVTIUETATIGNGS, OVTIOOTA), EAV Elval aapaitTnTa

"Hmio veEupoAoyIKA CUUTTOUOTO OTIMG LKPT EAAEWYT] GLVTOVIGHOD Kol aotdfela Tapatnpndnkay ce
pepikad {ma mov toug xopnyndnke Bepomeio pio eopd o uvo pe 3 POPEG T GUVIGTMOUEVT LEYIOTN
560 v £EL cuveyeic LveS. AVTA TO GUUTTOLOTO, TOPEPYOVTIOL HEGH GE 3 MPEC LETA TN YOPNYNON.

Xe évav amd TOLg 8 GKLAOVG OV TOLG YopMynOnke emavoiapPavouevn Oepameio pe 5 @opég
GUVICTOUEVT] 066N, TapaTNPNONKOY 01 AKOAOVOEC TAPOSIKES AVETIBOUNTEG EVEPYELEC : PLVTKOC TPOLOG ,
otaéio (EAAEWYT GLVTOVIGHOV), AdYEVIOGHO KOl HUTKOL 6TTacol. AVTE T CUUTTOUOTO TOPEPYOVTIOL
péoa oe 18 wpeg petd m yopnynon.

Metd and vrepdocoroyia pe 10 popég tn uéylotn 6001 GE UEUOVMUEVT TEPITTO®ON TopaTPHONKOY
ol akoiovbeg avemBounteg evépyeieg : €uetog, ovopelia (amdieln 6peéng), HEIOUEVO COUOTIKO
Bapog, poikog tpdpog, amoninéia, aotddeia, Svokoiio oty avomvor. Ola ta copntopate TopnAdoy
uéca og 48 mpeg, pe e€aipeon TV omdAELR TNG OpEENG.

Y7repdocoroyio TOV KTNVIOTPIKOD (POPUOKEVTIKOD TPOTIOVTOG UMOPEL Vo TPOKOAESEL Lo KOAADON
EUQAVION TOV TPLYDOTOS GTO GNUEIO TNG EQPUPUOYNG Yo LEXPL 24 dpEC.

Xe TepInTon VIEPSOGOAOYING EMKOVOVIOTE LE TOV KTNVINTPO GOg.
4.11  Xpovog(or) avapovig

Agv gpapudletar.

5. OGAPMAKOAOI'IKEX IAIOTHTEX

Ddoppokobepanentin opudda : EEomapacitoktova yio eEmtepixn ypnon . Kwdikdc ATC vet:
QP53AX26.

51 DoPPOKOOIVVOULKEG LOLOTNTES

To KINVIATPIKO PAPUOKELTIKO TPOIOV VOl EVOL EVTOHOKTOVO KOl KAPLOKTOVO SIAALLL Y10 ETiYVOT GE
ONUELD, TOV TTEPIEYEL TVPUTPOAT (OC SPACTIKO GUGTUTIKO.

H mopmpoin elvar éva €VIOUOKTOVO KOL OKOPIOKTOVO 7OV OVAKEL OTNV  KoTnyopic TmV
Qavuromupalor®dv. Apo OAANAETIOPOVTOG LE TOVG SOAOVS YAMPIOL LE VTOKATAGTATY GLUTAOKOV,
1dlaitepa. Keivovg OV 1oEpYOovVTaL 0O TO VELPodofiBacty yaupa- apvofovtupikd oy (GABA),
Kot 81 ovToV eUmodifovy TNV TPOo- Kol HETA cuvamTik) Oafifacn Tov WvTev YA®piov KaTd URKog
TOV KLTTOPIKAOV PeUPpavdv. AVTO KOTAAYEL O AVEEEAEYKTN dPAGTNPLOTNTO TOV KEVIPIKOD VEVPLKOD
GLGTHNOTOG Kol 0EVaTO TOV YOAL®V Kol TOV KPOTOVOV.

2100¢ OKOAOVG, Ol OvemBOunteg evépyeleg oyetTilovtal HE TO VELPOAOYIKG GUUATMMUOTO TTOV
TPOKUAOVVTOL OO TOVG LETAPOAITEG TG OPACTIKNG OVGIOC.

Ta TapAcITo. GKOTMVOVTOL OO TNV EXOPT LOALOV TOPA A0 TV GUGTNUATIKN TOLG £kOeon.

H mopupdn okotdvel tovg yorlovg upéoca oe 24 dpec kot tovg kpdtoveg  (Ixodes ricinus,
Rhipicephalus sanguineus, Dermacentor reticulates, Ixodes scapularis, Dermacentor variabilis ,
Amblyomma americanum) péoa e 48 dpeg petd v Ekbeon.

Ot eviiAMkolr WYOAAOL GKOTMVOVTAL TPV YEVWNHGOLV avYd Yio. TovAdyiotov 4 efdopddeg petd
Oepaneio. Emedr] 10 ktvioTpikd @apuokevtikd mpoidv eEodeipel TANPOG TV TOpAy®Y LYV,
OlOKOTTTEL TO PLOAOYIKO KUKAO TOV YOAAOD.

52 ®uppoKoKivnTIKG cToLyEia

2T00¢ GKOAOVG, PETA OO JEPUOTIKN YOPNYNOT], 1| TUPUTPOAT ATOPPOPATAL OPYH OO TO OEPUM, TOV
odnyel oe cvoTnUaTIK) §KBeoM 6TOVG dVO KOPLOLE HEeTAPoAlTEG TNG.



Metd v depUaTIK YOpNyNon N TUPUTPOAT KATOVEUETOL YPTYOPO GTO TPLYMTO TOV GKUA®V LECOH GE
po uépa. Letd v epappoyn. Mmopei va Bpedel oto tpiywtd kab’ dAn ) didpkela g Bepaneiog .

Meprpariovtikég 1010TNTES

H mopurpdin pmopel va ivar emPBAapic yio Toug vOpOPLoVE 0pYaVIGHOVG.

6. D®APMAKEYTIKA XTOIXEIA
6.1 Kaoararoyog ekdoymv

Butylhydroxytoluene (E321)
Diethylene glycol monoethyl ether

6.2 Kipieg acvopparotnreg
Agv epapuodletar.
6.3 Awgpkero {ong

H dibpxeta {ong Tov KTNVINTPIKOD QOPUOKEVTIKOD TPOTOVTOC OTTMG EIVOL GLGKEVOGUEVO TPOG TAOANGT: 5
YPOVIQL.

6.4. Iowitepeg mpouracers kuta T @OLAEN TOV TPOTOVTOG

AmoONKeDoTE TIC TMETEC GTOV APYLKO TEPIEKTY] Y10, VO TPOCGTATEVOVTAL OO TO PWC.
Mnv 1o anobnkevete og Beppokpacio mve amd 25° C.

6.5 ®@Yon ko 6HVOEST] TNG OTOLYELDOOVS GVOKEVUGING

H muméta tov odwAvuarog emiyvong omotedeiton omd éva avoytd Kitpwvo — mepifAnua omd
TOAVTPOTUAEVIO, HE éva VTOKITPIVO (PUAAO 0AOLUIVIOL GUYKOAANLUEVO OTO TGM HEPOG HE Hia
pepppdvn tepepBoiicod moivaiBvdeviov. H muméto mepiéyetar oe  blister amd poiaxd @oAlo
arovpviov/ PVC — 1poctateutikd yior T, motdid.

Xaptvo kovti mov mepiéyet 1, 2 M 10 blisters mov to kabéva tepiéyel 3 muméteg .

Mmropei va, unv eivon dtabéotpa OAa ta peyén cuckevaciog.

6.6 Eduég mpo@uraters améppuyng evog PoIHOTo0EVTOS KTVIOTPIKOD (POPURAKEVTIKOV
TPOIOVTOG 1] GALOV VKAV TTOV TTPOEPYOVTUL OTO T (P11 TOV TPOIOVTOS, UV VITAPYOVY

Omo10dMTOTE QP OLUOTOINTO KTNVIATPIKO QOPHAKEVTIKO TTPOIOV 1| GypNnoTe VAIKE OV TPOEPYOVTOL
omd TETON KTNVINTPIKE POPLOKEVTIKE TPOIOVTA TPETEL VO OTOPPITTOVTOL COUPOVA LE TIG KT TOTOV
1GYVOVGCEG OMOLTIOELG.

To Prac-tic dev mpénet va. e1oépyetar 6Tov VIPoPOPo opilovta kabmg avtd propel vo eivar emPAaPég
Yo T Waptor Kot GAAOVE VOPOPLOVE OPYAVIGIOVG,.



7. KATOXOX AAEIAY KYKAO®OPIAX
Elanco GmbH

Heinz-Lohmann-Str. 4

27472 Cuxhaven

Teppovia

8. APIOMOZX (OI) AAEIAYX KYKAO®OPIAX

EU/2/06/066/001-012

9. HMEPOMHNIA ITPQTHX EI'KPIXHY / ANANEQYXHY THY AAEIAY

Huepounvia 1" éykpiong : 18 Aekeuppiov 2006
Hpepounvia tekevtaiog avavémong : 16 Nogpuppiov 2011
10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aentopepeic mAnpogopiec yuu 10 &v AOY® KINVIOTPIKO (POPUOKELTIKO Tpoldv dlatiBevtal otov
diktvakod tomo tov Evpomaikov Opyavicpov Papudakev http://www.ema.europa.eu/

ANMAT'OPEYXZH NQAHXZHY , AITAGEXHY KAI/H XPHXHX
Agv 1oy0eL.



ITAPAPTHMA I

MAPASXKEYAXTHE (EX) THX(TQN) BIOAOTIKQX APAXTIKHE(QN)
OYZIAZ(QN) KAI KATOXOZX (OI) THE AAEIAX TAPAZKEYHE,
YHEYOYNOZ (OI) I'A THN AIOAEZMEYZH TQN HAPTIAQN

OPOI'H IIEPIOPIXMOI IIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

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



A. KATOXOZX (OI) THX AAEIAX TAPAXKEYHY, YIIEY®OYNOX (OI) I'TA THN
AITIOAEEMEYZXZH TQN ITAPTIAQN

‘Ovouo kot d1e06vven Tov TaPUCKELAOTH TOL £ival VITEVOVVOC Yo TNV ATOOELGUEVCT) TOV TOPTIOWV

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

B. OPOI 'H HEPIOPIEMOI THX AAEIAY KYKAO®OPIAX, IIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

Kmviatpkd @oppokeutikd tpoidy ympic KIVINTPIKY GUVTAYT|.

I. ENAEIZH TQN ANQTATON OPIQN KATAAOIIIQN (AOK)

A&V omartovvTaL.

A. AAAOI OPOI KAI ATTAITHZEIZ I'lA THN AAEIA KYKAO®OPIAZ
O katoyog g Adelag Kukhopopiag mpénet va katabétel ‘ExOeon Ilepiodikng [MaparxorovOnong

Acoaretog (ETITA) kabg xpovo yia ta exoUeVa Tpia ¥povia, Kot 0KkoAoOOmE oe dVO ¥povia, Kot TN
GUVEYELN OVEL TPLETIAL.
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ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXEQX

11



A. EIIIXHMANXH
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI (56,25 mg)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prac-tic 56,25 mg didAvpa yio eniyvon og onueio yio moAd LKpOGmUOVE GKOAOVG

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

Mio minéta mopéyet:

Movada 66ong Mupupoin
0,45 ml 56,25 mg

"Exdoya:
0,1% Bovtvloidpo&utorovdio (E321)

3. DOAPMAKOTEXNIKH MOP®H

Avddopa yo emiyvon o€ onueio Yo eE@TEPIKN XPNOT GTO dEPUA

4. YYXKEYAXJA

3 mméteg
6 mméteg
30 muméteg

| 5. EIAOX(H) ZQOY(QN)

Zroroc(2-4,5 kg)

| 6. ENAEIZH (EIX)

Ogpameio KoL TPOANYN TOV TOPACITOCEDY A0 YOALOLS KOl KPOTMVEG.

7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T emiyvon o€ onueio v eEmTePKn ¥p1oN 61O dEPUAL.

1. Avaocvpate pio TmETo 0o TO TOKETO.

2. Kpatiote my muméta otny 0pbia 0éon. Karldyte T0 6TEV0 HEPOC TNE TIMETAC DOTE VO
eEacpoMaoete OTL TO TEPLEYOLEVO TOPAUEVEL GTO KOPLO GAOUO TNE TITETAG. LMACTE TNV AKPN TNG
KOPLONG TNG TUTETAG KOTA UKOG TNG OIOKEKOUUEVNG YPOUUNG.

3. Xwpiote to Tpiype ot payn Tov {OOov aVAUESH OTIS MUOTANTEG £0G OTOV TO dEPLA Va. eival
opatd.

4. TomoBetnote TNV GKPN TNG TMETAG GTO OEPUA KO TEGTE ATOAN UEPIKEC POPEC GE £VOL UE dVO
onuelo MoTE va adEIoEL TO TEPLEXOUEVO TAV® 6TO dépa. Befarwbeite 0T To Tpoiov €xel
oBdoel oo dépuaL.
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AwBdote To PUALO 0ONYIDV YPNCEME, TPV AT TN YPNON.

8. XPONOZX(Ol) ANAMONHX

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

AwfaoTe T0 E0OKAEITTO PUALO 0INYIOV YPNCEMG TPV OO TN XPTOT).

ITAnpogopieg yio TNy ac@dAeln Tov avlpdToU:

Amo@lyETE TNV EXOPT TOV TPOTOVTOG LLE TO OEPLLA, TO LLATLO 1) TO GTOLO.

Amoguyete Vv amevbeiag emaen] e o Vo Bepaneio (o £0g 6TOL TO oNUEl0 EPAPLOYNG VO Etvor
oteyvo.

I[IAnpooopiec yuo v acediela Tov {Hov:

Evdeikvotor puoévo yio xpnon o€ GKOAOVC.

Mnyv T0 ypnoonolEite o€ YATEG 1] KOLVELLD.

Mnv 1o yopnyeite amd T0 GTOUA.

Amo@UyeTe TNV ETOPY| TOV TPOIGVTOG LE TA LLATLOL TOL GKOAOV.

10. HMEPOMHNIA AHEHX

EXP {unfvag/étoc}

11. EIAIKEX XYNOHKEX AIATHPHXHX

Alotnpeite TIg TUTETEC GTNV APYIKT GCLOKEVUGIO LEYPL VO, E10TE ETOLLLOL Yid TN XPNoN , Y1 VO
TPOGTATEVOVTAL OO TO PG, .
Mnv 1o anobnkevete o€ Oeppokpacio mhve amd 25° C.

12.  EIAIKEZ [TIPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOITIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX 'H AAAQN YAIKQON I10Y
MPOEXONTAI AIIO TO ITPOION, AN YITAPXOYN

Amoppryn: PA. ecOKAEIGTO POALO 00T YLDV YPNIONC.

13. OI AEEEIX «AITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZEMOI IIOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, AN
YITAPXOYN

ATOKAEIOTIKG Y100 KTNVIOTPIKN (PO

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

Na puAdooetol og 06or , TNV omoia dev PAETOLV Kal OV Tpooeyyilovy Ta Todid.
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15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Kdroyoc Adsrog Kvkhopopiog
Elanco GmbH
Heinz-Lohmann-Str. 4

27472 Cuxhaven

T'eppovia

‘ 16. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/06/066/001 (3 mméteq)
EU/2/06/066/002 (6 muméteq)
EU/2/06/066/003 (30 mimétec)

‘ 17. APIOMOZX ITAPTIAAX TAPAT'QI'HX

Moptida {ap1Ouock
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EAAXIXTEX TAHPO®OPIEX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX YYXKEYAXIEX

BLISTER(56,25 mg)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prac-tic didAvpa yio eniyvon o€ onueio yio GKOAOVG
IMopurpodin

‘ 2. INOXOTIKH XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

56,25 mg

‘ 3. HEPIEXOMENO KATA BAPOZ, KAT’ OI'KO'H KAT’ APIOMO AOXEQN

0,45 ml

4. OAOX (OI) XOPHI'HXHX

Eriyvon oe onpeio

5. XPONOX(0OI) ANAMONHX

‘ 6. APIOMOZX ITAPTIAAX

LOT {opiBuoc}

‘ 7. HMEPOMHNIA AHEHX

EXP {unvag/éroc}

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

ATOKAEIOTIKA Y100 KTNVIOTPIKN (P1OM.
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EAAXIXTEX TAHPO®OPIEX IIOY EM®ANIZONTAI XTIX XYXKEYAXIEX TYIIOY
BLISTER'H XTIX TAINIEX

MITETA (56,25 mg)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prac-tic 56,25 mg

Pyriprole

2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAX

Elanco

| 3. HMEPOMHNIA AHEZHX

EXP {unfvag/étoc}

| 4. APIOMOZX ITAPTIAAX

LOT {opiOuoc}

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

ATOKAEIGTIKA Y10 KTIVIOTPIKT] ¥PNON.
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI (137,5 mg)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prac-tic 137,5 mg dudAvpa yio eniyvon og onueio yio tukpOGmUOvE GKOAOVG

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

Mioa miméta mopéyet:

Movéaoa 66ong | Mvpurpdin
1,1 ml 137,5mg

"Exooya:
0,1% Bovtvloidpo&utorovdio (E321)

3. DOAPMAKOTEXNIKH MOP®H

Aldhopo yo emiyvon o€ onpeio yio eEMTEPIKN ¥P1oMN OTO OEPLLAL.

4. YYXKEYAXJA

3 muméteg
6 muméteg
30 miméteg

| 5. EIAOX(H) ZQOY(QN)

Trohot (>4,5-11 kg)

| 6.  ENAEIZH (EIX)

Bgpameio KOl TPOANYN TOV TOPACITOCENDY A0 YOALOLS KOl KPOTMVEG,.

7. TPOITIOX KAT OAOX (OI) XOPHI'HXHX

T emiyvon o€ onueio v eEmTepikn yp1on oto dEpua

1. Avoovparte pio mméto omd 10 ToKETO.

2. Kpoamote v mutéta otny 0pbia 0¢om. Kodlvyte to 61eVv0 PEPOG TNG TIMETOC DOTE VO
eEaoparicete OTL TO TEPLEYOLEVO TAPUUEVEL GTO KVUPLO GAOUE TNG TMETAG. ZTACTE TNV
GKPT TG KOPLONG TNE TIMETOC KATE UNKOC TNG OOKEKOUUEVNC YPOUUUNG.

3. Xowpiote 1o Tpiy®po ot phyn ToL {HOV AVAUESH GTIG OUOTAATES £ OTOV TO dEPUA VO
glvon opato.

4. TomoOetnoTe TNV AKPN TG TUTETOC OTO OEPLUO KOl TEGTE OTOAA UEPIKES POPEC GE EVOL UE
dvo onueio doTe Vo 0dEBOEL TO TEPIEXOUEVO TAV® 0TO dépua. Befarmbeite 611 T0 TPOidV
éxel pBaoel oto Hépa.
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AwBdote T0 PUALO 0INYIDV YPNCEMC, TPV O TN YPNOT).

8. XPONOX(OI) ANAMONHX

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

AwfaoTe T0 E0OKAEITTO PUALO 0INYIOV YPNCEMG TPV OO TN XPNOT).

ITAnpogopieg yio v acedielo Tov avlpdmov:

Amo@lyeTE TNV EXAPT TOV TPOTOVTOG LLE TO OEPLLA, TO LATLO 1) TO GTOLO.

Amo@iyete v anevbeiag emaen| pe ta vd Bepomeio (do Emg 6TOV TO oNUEID EPAPUOYNG Va. Eival
oteyvo.

I[TAnpogopieg yio Ty acedrela Tov {Hov:

Evdeikvotor puoévo yio xpnon o€ GKOAOVC.

Mnv T0 YPNOCLUOTOLEITE GE YATES 1] KOUVEALQ.

Mnv 1o yopnyeite amd 10 GTOLA.

Amo@UYyeTE TNV ETOPT| TOV TPOIGVTOG LE TA LLATLOL TOL GKOAOV.

10. HMEPOMHNIA AHEHX

EXP {ufvoag/étoc}

11. EIAIKEX XYNOHKEX AIATHPHXHX

Awotnpeite TIg MUITETEG GTNV OPYIKN GLCKEVAGTO LEYPL VO, EI0TE ETOLLOL YidL T XP1OT, Y10 VOl
TPOGTATEVOVTAL OTTO TO PG,
Mnv 10 amobnkevete og Oeppokpacio whve amd 25° C.

12.  EIAIKEX TIPO®YAAZEIX AITOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
TIPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Amopprym: PA. E0OKAEIGTO GUALO 0ONYIDV YPNOTNG.

13.  OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HNEPIOPIEMOI ITOY IXXYOYN XXETIKA ME TH ATAOGEXH KAI TH XPHXH, AN
YIHAPXOYN

ATOKAEIOTIKG Y10 KTNVIOTPIKT XP1oN -

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

Na purdooetal o€ Béom , v omoia dev PAETOLY KO dev Tpoceyyilovv Ta Toudid.
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15. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Kdroyoc Adstog Kvkhopopiog
Elanco GmbH
Heinz-Lohmann-Str. 4

27472 Cuxhaven

T'eppovia

16. APIOGMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/06/066/004 (3 mméteq)
EU/2/06/066/005 (6 mméteq)
EU/2/06/066/006 (30 mimétec)

17. APIOMOZX MAPTIAAX TAPATQI'HX

Moptida {ap1Buoc}
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EAAXIXTEX TAHPO®OPIEX ITIOY IIPEITEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX YYXKEYAXIEX

BLISTER (137,5 mg)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prac-tic didAvpa yia eniyvon o€ onueio yio GKOAOLG
TTvpipoin

2. ITOXOTIKH XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

137,5 mg

3. HEPIEXOMENO KATA BAPOZXZ, KAT’ OI'KO'H KAT’ APIOMO AOXEQN

1,20 ml

4. OAOX (OI) XOPHI'HXHX

Eriyvon o¢ onpeio.

5. XPONOX(OI) ANAMONHX

| 6. APIOMOZX ITAPTIAAX

LOT (ap1Budc)

| 7. HMEPOMHNIA AHEHX

EXP {ufvoag/étoc}

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

ATOKAEIOTIKA Y10 KTNVIOTPIKN (PNOM.
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EAAXIXTEX TAHPO®OPIEX IIOY EM®ANIZONTAI XTIX XYXKEYAXIEX TYIIOY
BLISTERH XTIX TAINIEX

MITETA (137,5 mg)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prac-tic 137,5 mg
Pyriprole

2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAX

Elanco

| 3. HMEPOMHNIA AHEZHX

EXP {unfvag/étoc}

| 4. APIOMOZX ITAPTIAAX

LOT {apBuoc}

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

ATOKAEIGTIKA Y10 KTIVIOTPIKT] ¥PNON.
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IHAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAZXIA

XAPTINO KOYTI (275 mg)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prac-tic 275 mg didAvpa yo exiyvon ce onpeio yuo petpiov peyébovg okdrlovg

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

Mia minéta mopEyet:

Movéaoa 66ong | Mvpurpdin
2,2ml 275 mg

"Exdoya:
0,1% Bovtvloidpo&utorovdio (E321)

3. GOAPMAKOTEXNIKH MOP®H

Avddopo yo emiyvon o€ onueio Yo eE®TEPIKN XPTOT GTO dEPLAL.

4, YYXKEYAXIA

3 mméteg
6 mméteg
30 muréteg

| 5. EIAOX (H) ZQOY (QN)

Trohoc (>11-22 kg)

| 6. ENAEIZH (EIY)

Bepomeio KoL TPOANYT TOV TOPASITOGENDY OO YOALOVS KOl KPOTMVEC.

7. TPOITIOX KAT OAOX (OI) XOPHI'HXHX

IMoa emiyvon oe onueio yio eE@TEPIKN XPNOT GTO SEPUAL.

1. Avoovparte pio mméto omd 10 ToKETO.

2. Kpoamote v muméta otnv 0pbia 0om. Kodlvyte 1o 61ev0 PEPOG TNE TITETOC DOTE VO
eE0CQAAICETE OTL TO TEPIEYOUEVO TOPAUEVEL GTO KOPLO COUN TNG TMETAS. ZTACTE TNV AKPN
NG KOPLPNG TNG TTETOS KOTE PNKOG TNG OLOKEKOUUEVNG YPOUUNG.

3. Xwpiote 1o Tpiy®Uo oTn phyn ToL {HOV AVAUESH GTIG MUOTANTEC £ OTOV TO OEPUA VO, Eivarl
opatod.

4. TomoBetnote TNV AKPN TNG TTETOG OTO OEPLO KO TEGTE OMOAA LEPIKES POPES GE EVal LE dVO
onueio OOTE Vo 0OEIBGEL TO TEPIEYOUEVO TAVD GTO SEPUAL.
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AwBdote T0 PUALO 0INYIDV YPNCEMCS, TPV OO TN YPNOT).

8. XPONOZXZ(OI) ANAMONHX

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

AwfaoTe T0 E0OKAEITTO PUALO 0INYIOV YPNCEMG TPV OO TN XPTOT).

ITAnpogopieg yio TNy ac@dAeln Tov avlpdToU:

Amo@lyETE TNV EXAQPT TOV TPOTOVTOG LLE TO OEPLLA, TO LATLO 1) TO GTOMO.

Amoguyete Vv amevbeiag emaen] e o Vo Bepaneio (o £0c 6TOL TO oNUEl0 EPAPLOYNG VO Etval
oteyvo.

I[IAnpooopiec yuo v acediela Tov {Hov:

Evdeikvotor puoévo yio xpnon o€ GKOAOVC.

Mnyv T0 ypnoonolEite o€ YATEG 1] KOLVELLD.

Mnv 1o yopnyeite amd 10 GTOLA.

Amo@UyeTe TNV ETOPY| TOV TPOIGVTOG LE TA LLATLOL TOL GKOAOV.

10. HMEPOMHNIA AHEHX

EXP {unvag/étoc}

11. EIAIKEX XYNOHKEX AIATHPHXHX

Alotnpeite TIg TUTETEC GTNV OPYIKN GLOKEVUGTO LEYPL VO, E10TE ETOLLOL Yid TN XPTOT, Y10 VO
TPOGTATEVOVTAL OTTO TO PG,
Mnv 1o anobnkevete o€ Oeppokpacio mhve amd 25° C.

12.  EIAIKEZ [TIPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOITIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKQN I10Y
IPOEPXONTAI AIIO TO ITPOION, AN YIIAPXOYN

Amopprym: PA. ECOKAEIGTO GUALO 00T YLDV ¥P1ONG.

13.  OI AEEEIX «IIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZEMOI IIOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, AN
YITAPXOYN

ATOKAEIOTIKA Y10, KTNVIOTPIKT (PTOT.

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

Na puAdooetol og 06or , TNV omoia dev PAETOLV Kal dev mposeyyilovy Ta Tondid.
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15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Kdroyoc Adsrog Kvkhopopiog
Elanco GmbH
Heinz-Lohmann-Str. 4

27472 Cuxhaven

T'eppovia

‘ 16. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/06/066/007 (3 mméteg)
EU/2/06/066/008 (6 muméteq)
EU/2/06/066/009 (30 mimétec)

‘ 17. APIOMOZX ITAPTIAAX ITAPAT'QI'HX

Maptido {ap1Ouoc}
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EAAXIXTEX TAHPO®OPIEX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX YYXKEYAXIEX

BLISTER (275 mg)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prac-tic didAvpa yia eniyvon o€ onueio yio GKOAOLG
TMopurpodin

| 2. MNNOXOTIKH XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

275 mg

| 3. HNEPIEXOMENO KATA BAPOZ, KAT’ OI'KO'H KAT’ APIOMO AOXEQN

2,20 ml

4. OAOX (OI) XOPHI'HXHX

Eriyvon o€ onpeio.

5. XPONOX(OI) ANAMONHX

| 6. APIOMOZX ITAPTIAAX

LOT (ap1Budc)

| 7. HMEPOMHNIA AHEZHX

EXP {unfvag/étoc}

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

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.
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EAAXIXTEX TAHPO®OPIEX IIOY EM®ANIZONTAI XTIX XYXKEYAXIEX TYIIOY
BLISTERH XTIX TAINIEX

MITETA (275 mg)

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prac-tic 275 mg

Pyriprole

| 2. ONOMA TOY KATOXOY THX AAETAY. KYKAO®OPIAX

Elanco

| 3. HMEPOMHNIA AHEHX

EXP {ufvoag/étoc}

| 4. APIOMOZX ITAPTIAAX

LOT {apBuoc}

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

ATOKAEIGTIKA Y10 KTIVIOTPIKT] ¥PNON).
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI (625 mg)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prac-tic 625 mg didAvpo yio exiyuon e oneio yio LEYaAOSMOUOVE GKOAOVG

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

Mia minéta mopEyet:

Movaoa 66ong | Mvpurpdin
5,0 mi 625 mg

"Exdoya:
0,1% Bovtvloidpo&utorovdio (E321)

3. GOAPMAKOTEXNIKH MOP®H

Avddopo yo emiyvon o€ onueio Yo eE®TEPIKN XPTOT GTO dEPLAL.

4, YYXKEYAXIA

3 mméteg
6 mméteg
30 muréteg

| 5. EIAOX (H) ZQOY (QN)

Trohoc (>22-50 kg)

| 6.  ENAEIZH (EIX)

Bepomeio KoL TPOANYT TOV TOPACITOGENDY OO YOALOVS KOl KPOTWVEC.

7. TPOIIOX KAI OAOX (OI) XOPHI'HXHX

IMoa emiyvon oe onueio yio eE@TEPIKN XPNOT GTO SEPUAL.

1. Avaovpate pia miméta ond 10 TaKETO.

2. Kpomote v muméta oty 0pbia 0éom, Kolvyte to 61ev0 PEPOG TNE TITETOC DOTE VO
eEaocparicete OTL TO TEPLEYOLEVO TOPAUEVEL GTO KUPLO GAOUA, TNE TIMETAG. ZTACTE TNV AKPN
NG KOPLPNG TNG TUMETOS KOTA PNKOG TNG S0 ®PIOTIKNG YPOUUNG.

3. Xwpiote 1o Tpiy®Uo 0T phyn ToL {HOV AVAUESH GTIS MUOTANTEC £ OTOV TO OEPUA VO, Eival
opato.

4. TomoBetnote TNV AKPN TNG TTETAG OTO OEPLUA KoL TIEGTE OMAAA PEPIKES POPES G€ 2-3 onpeia
oTN PAYN TOV PEYAAOL HEYEBOVG GKVAWMY DGTE VO OTOPVYETE TNV ATOPPOT).
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AwBdote T0 QUALO 0INYIDV YPNCEMC, TPV O TN YPNOT).

8. XPONOX(OI) ANAMONHX

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

AwfaoTe T0 E0OKAEITTO PUALO 0INYIOV YPNCEMG TPV OO TN XPNOT).

ITAnpogopieg yio v acedielo Tov avlpdmov:

Amo@lyeTE TNV EXAPT TOV TPOTOVTOG LLE TO OEPA, TO LATLO 1) TO GTOLO.

Amo@iyete v anevbeiag emaen| pe ta vo Bepameio (o Emg dTov TO oNuEeio EPapPROYNG va ivar
oteyvo.

ITAnpooopieg yio v acedieln Tov {Hov:

Evdeikvotor puoévo yio xpnon o€ GKOAOVC.

Mnyv T0 YPNOCLUOTOLEITE GE YATES 1] KOUVEALQ.

Mnv 1o yopnyeite amd 10 GTOLA.

Amo@UyeTE TNV ETOPT| TOV TPOIGVTOG LE TA LLATLOL TOL GKOAOV.

10. HMEPOMHNIA AHEHX

EXP {ufvoag/étoc}

11. EIAIKEX XYNOHKEX AIATHPHXHX

Awotnpeite TIg MUITETEG GTNV OPYIKN GLCKEVAGTO LEYPL VO, EI0TE ETOLLOL YidL T XP1OT, Y10 VOl
TPOGTATEVOVTAL OTTO TO PG,
Mnv 10 amobnkevete og Oeppokpacio whve amd 25° C.

12.  EIAIKEX TIPO®YAAZEIX AITOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
TIPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Amopprym: PA. E0OKAEIGTO GUALO 0ONYIDV YPNOTNG.

13.  OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HNEPIOPIEMOI ITOY IXXYOYN XXETIKA ME TH ATAOGEXH KAI TH XPHXH, AN
YIHAPXOYN

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1oN

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

Na purdooetal o€ Béom , v omoia dev PAETOLY KO dev Tpoceyyilovv Ta Toudid.
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15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Kdroyoc Adstog Kvkhopopiog
Elanco GmbH
Heinz-Lohmann-Str. 4

27472 Cuxhaven

T'eppovia

16. APIOGMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/06/066/010 (3 mméteg)
EU/2/06/066/011 (6 mméteq)
EU/2/06/066/012 (30 mimétec)

17. APIOMOZX MAPTIAAX TAPATQI'HX

Moptida {apOpog}
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EAAXIXTEX TAHPO®OPIEX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX YYXKEYAXIEX

BLISTER (625 mg)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prac-tic didAvpa yia eniyvon o€ onueio yio GKOAOLG
TMopurpodin

| 2. MOXOTIKH XYNGOEXH XE APAXTIKH(EX) OYZIA(EX)

625 mg

| 3. HNEPIEXOMENO KATA BAPOZ, KAT’ OI'KO'H KAT’ APIOMO AOXEQN

5,0ml

4. OAOX (OI) XOPHI'HXHX

Eriyvon o¢ onpeio.

5. XPONOX(OI) ANAMONHX

| 6. APIOMOZX ITAPTIAAX

LOT (ap1Budc)

| 7. HMEPOMHNIA AHEZHX

EXP {unfvag/étoc}

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

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.
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EAAXIXTEX TAHPO®OPIEX IIOY EM®ANIZONTAI XTIX XYXKEYAXIEX TYIIOY
BLISTER'H XTIX TAINIEX

MITETA (625 mg)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prac-tic 625 mg
Pyriprole

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Elanco

| 3. HMEPOMHNIA AHEHX

EXP {ufvoag/étoc}

| 4, APIOMOX ITAPTIAAX

LOT {apBuog}

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

ATOKAEIOTIKA Y10, KTNVIOTPIKT (PN oM.
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B. ®YAAO OAHI'IQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

Prac-tic dualvpa yio exiyvon 6 6NPEL0 Y10 GKOAOVG

1. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX [TAPAXKEYHZX I1OY EINAI YIIEYOYNOX I'TA THN

AINOAEXMEYXH IMAPTIAQN, E©@OXON EINAI AIA®OPETIKOI

Kdatoyog Adsiac Kvkiopopiog
Elanco GmbH
Heinz-Lohmann-Str. 4

27472 Cuxhaven

Teppovia

TMopaockevootng LEevBuvoc Yo TNV ATeEAELOEPMGN TV TOPTIOWV:
Elanco France S.A.S.

26, Rue de la Chapelle

68330 Huningue

France

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Prac-tic 56.25 mg diéAvpa yio exiyvon og onueio yio oA LKPOGMUOVE GKOAOVG
Prac-tic 137.5 mg dudAvpa yio eniyvon og onueio Yo tukpOGmUOLE GKOAOVG

Prac-tic 275 mg didAvpa yio eniypon oe onueio yuo petpiov peyébovg okdlovg
Prac-tic 625 mg didAvpa yio emiyuon e oNeio yio LeYaAOoMmUOVS GKOAOVG

TTvpipoin

gl XYNOEXH XE APAXTIKH(EX) OYXIA(EX) KAI AAAA XYXTATIKA

‘Eva ml mepiéyet 125 mg mopurpdin dypopo £mc kitpvo dtonyég Stdlvpa yio eEOTEPIKT ¥pToT 670

déppaL..

Mia mnéta mopéyet:

Movéoa Mvpurpoéin
0601
Prac-tic yio moA) kpdGmpovg GKOAOLG 0,45 ml 56,25 mg
Prac-tic yio pikp6c®Uovg GKOAOLG 1,1 ml 137,5mg
Prac-tic yia petpiov peyébovg oxdAovg 2,2 ml 275 mg
Prac-tic yio peydiov peyébovg okdAovg 5,0 ml 625 mg

To didAvpa emiong mepiéxer 0,1% Bovtvioidpo&utorovdro (E321)
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4. ENAEIZH(EIX)

Bgpameio Kol TPOANYN TG Tapacitwong ord yoilovg (Ctenocephalides canis and C. felis.).
Ogpameio Kol TPOANYN TG Tapacitwong ord kpotoveg (Ixodes ricinus, Ixodes scapularis,
Dermacentor variabilis, Dermacentor reticulatus, Rhipicephalus sanguineus, Amblyomma
americanum).

Ogpameio Kol TPOANYN THS Tapacitmwong amd YoAlovg : To Prac-tic elvan amoteleopatixd Evovt
VEDOV TOPUCITOGEDY amd YOALOLS Yo EAGYLOTN Stdpkela 4 BOoUadmV.

Oepomeio Ko TPOANYN TG Tapacitwong amd kpodtmveg. To Prac-tic eivol anoteheopotikod Evavtt Tmv
Kpot@voVy yio 4 efdouddsc.

5. ANTENAEIZEIX

Mnv to ypnollonolEiTe 68 GKVLAOVG MAIKioG pKpoTeEPTg TV 8 gfdopddmv n o€ 6covg Luyilovv
Myotepo amd 2 Kg.

Mnv 10 XPNOOTOIEITE GE TEPITTO®ON YVOOTHG  LREPELAIGONTGING G EVADGELS TNG KATNYOPig TV
QUVOAOTLPALOAMY 1| GE OTOL0ONTOTE ATO TaL EKOOYO. .

MnvV 10 YpP1CULOTOLEITE GE APPOOTA 1} GE VIO AVAPPWST (DO

To kNVIATPIKO PAPUAKEVTIKO TTPOTOV EXEL avamTuy el £101KA Yo GKOAOVG.

Mnv 10 ypTMoULOTOLEITE GE YATEC, KAOMG AVTO UTOPEL VO 00N YT|OEL GE VTTEPSOGOAOYIAL.

MnV 10 Yp1CULOTOLEITE GE KOVVEALAL.

6. ANENNIOYMHTEX ENEPTEIEX *

e oD OTAVIEG TEPIMTMCELS £XOVV avapepOel To axdAovda

-TOTIKEG EMOPACELS OTO onueio €popuroyng kot deppatikés avtdpdoelg (kvnouds) , oAAayn oto
Tpiyouo, depuatitida (eAeypovn Tov 6£pratoc), epbinua (KOKKIvomd dépua), orlmmekio (ATOAE TOV
TPLYOUATOC), ATOYPOUATIGHOC Kol ATTApT] ELPAVICT) TOL TPLYMLATOC.

-veuporoyég avtidpaocels : atatio (EAAelyn cLUVTOVIGHOD) Kol GTAGHOL.

-GLOTNIKES OVTIOPAcELS | ANBapyoc (vvnhia)

-OVTIOPAGELG 0T TO TEXTIKO GUGTNA: EUETOC Kol S1appoLa

Avtd o cupmToOpota givol cuVNBOE TOPOdIKE Kot TapEPYovTal LECH o 24 MPEG OO TNV EPAPLOYT.
Av Tapateivoviot Yo TEPIocOTEPO YPOVO GUUPOVAEVTEITE TOV KTNVIATPO GOC.

Mmnopel va oupet pio cbvroun nepiodoc orehdpporag av to {mo yAeiyel To onpeio epaproymg
apéomg petd tn Oepameio. Avto dev gival onueio ToEIKOTNTOG KL TAPEPYETAL LECH GE UEPIKA AETTA
yopic Oepamevtikn aviipeTtonion. H cwoti epappoyn 0o eAaylotonomoet To YAEIWILO TOV ornuegion
EQAPHOYNG.

H ocvyvomta tov averbountov evepyeimv kabopiletol wg akolovbmg:

- ToAO ovyvn (Tepiocotepo omd 1 ota 10 (dha Tapovctdlovy avemBvuuNTeg EVEPYELES)

- ovyvn (Teplocdtepo amd 1 aAld Aydtepo and 10 {da ota 100 vrd Bepaneia {da)

- un ovvnOepévn (tepiocdtepo amd 1 aldd Atydtepo amd 10 {da ota 1000 vio Oepaneia {har)
- omdvia (meplocdtepo amd 1 aidd Atydtepo amd 10 {da ota 10.000 vrd Bepoaneio {da)

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

Edv mapotnphoete omolodnmote avemBount evEPYELN, OKOUO KOL 0V OEV OVOPEPETOL GTO ECMKAEIGTO

DVuALo Odnydv Xphong 1 oUEIPAAETE Y10 TV OTOTEAECUATIKOTITA TOL POpLUdkov, TapoKaieichs va
EVILLEPDOETE GYETIKMG TOV KTNVINTPO GOG.
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1. EIAH ZQQN

2K0A0G.

8. AOXOAOI'TIA I'TA KAGE EIAOZX, TPOIIOX KAI OAOX (OI) XOPHI'HXHX

T emiyvon oe onueio v eEmTepikn ¥pnon 6To dEPLA TOL CKOAOV.

Aocoloyikog Iivaxag

H cuvictdpevn ehdyiotn 66on givor 12,5 mg mopupding avé Kg copotikod Papovg, 1coddvaun pe
0,1 ml tov dreAdpaTog Yo emiyvon .

Bapog Méye0og mumétag mov Mio mméto pe Mvpurpoéin Xpopo. oto
okvlov (Kg) | mpémer vo. dahvpa (mg / kg op) KovTi mov
ypnoyomon0gi 12.5% (w/v) dgiyvel To gvpog
ropéyel (M) 70V Bdpovg
2-4.5Kkg TToAV HKkpOcmUog 6KOAOC 0,45 12,5-28,1 Kokkiwo
>45-11Kkg | Mikpoomuog ckOA0OC 1,1 12,5-30,6 ITpdoivo
>11-22Kkg Metpiov peyébovg oxviog 2,2 12,5-25,0 Kitpwo
> 22 -50 kg Meyaldcmpog GKOAOG 5,0 12,5-28,4 I'cepr
MeyoAdtepo | Xpnoomoleiote  KATUAANAO CLVOVOGUO TMIMETOV YO TNV EMITELEN TNG CGWOOTNG
am6 50 kg doong

[Ipémel va @Tavel 610 SEPUN TOL CKOAOL OAO TO TEPLEXOMUEVO TOL KOTAAANAOL peyéfovg mmétag yuo
Kkd0e xatnyopia avdroya pe to Bapoc.

Ogpameio Kol TPOANYN Y10, YOAAOVG
H moputpdin okotmvel tovg yorlovg péca oe 24 dpeg peTd v €kBeon Tovg . Mia Oepameio
TPOAAUPAVEL OO PEALOVTIKT LOAVVOT ald YOAAOVC Y10l 4 €BdodoES.

Ozpaneio Kol TPOANYN Y0 KPOTOVESG
H nupitpoin ckotdvel tovg kpdtmveg péca oe 48 mpeg petd v éxbeon tovg. Mia Bepomeio etvon
OTOTEAECUATIKN EVAVTL TOV KPOTOVOV Y1 4 gfSouddeC .

9. OAHT'IEX I'TA TH ZQXTH XOPHI'HXH
IMa epappoyn mévm oto déppo Povo.

Avacvpate pio mméta ond 10 mokétro. Metd kpatnote v miméta oty 0pba Béon . Kardyte 10
0TEVO PEPOG TNG TMETAG MOTE VA eEUCPAMOETE OTL TO TEPIEYOUEVO TOPOUEVEL LEGOH GTO KOPLO UEPOG
NG MMETAG. MAGTE TNV AP TNG KOPLOTG TNG TUTETAG KOTO UNKOG TNG OLUKEKOUUEVNG YPOUUNG.

Xwpiote 10 Tpiymua ot phyn tov (Hov avauesa 6TiG ®MUOTANTEG £m¢ OTOV TO dépa Vo, Elvar opato.
TomoBeteiote TV dKpn NG TMETOC GTO SEPUA KO TEGTE OMAAL LEPIKEG POPES O £val 1] VO orueia
MOOTE VO UOEIICEL TO TEPIEXOUEVO TAVM 0T0 dépua. BePatmbeite 4t To mpoiov éxel pOdacel 610 dépa.
Egapudote v mméta tov 5 ml og 2-3 onueio wicom ot pdyn tov peydlov peyébovg okOA®Y MGTE va,
OmOPVYETE TNV ATOPPON .

O1 oxvrot wpémel va Quyilovton pe akpifeto mpv and ™ Bepaneio yio va giote PEPatot yio v emhoyn
TOL 6MOOTOV LeyEBoVC TITETOC.
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10. XPONOZX(OI) ANAMONHX

Agv amartteitot.

11. EIAIKEX XYNOHKEX AIATHPHXHX

DvAdG&te To 6€ onueio Tov dev mpooeyyilovy Kot dev PAETOVY TO TOUDLAL.
Mnv to ypnociponoteite pHetd v nuepopnvia AENG mov SNAGVETOL TAVEO GTNV TRETA LETE TO
“HM.AHEHZ” }.

Alotnpeite TIg TUTETEG GTNV OPYIKN GCLOKEVUGTO LEXPL VA, E10TE ETOLLOL Yid TN XPTOM, Y10 VO
TPOGTATEVOVTAL OO TO PWG.
Mnv 1o anobnkevete o€ Oeppokpacio mhve amd 25° C.

12, EIAIKH(EX) MPOEIAOINIOIHXZH(EIX)

ISwiitepeg TpoEuAdéelc mov tpénel vo AouBdvovtatl amd To GTOUo TOL YOPNYEL TO KINVINTPLKO
QOPUAKEVTIKO TPOTOV 010 (MO

Atopo e YVOOTEG OAAEPYIES OTIC EVAOCELS TNG KOATIYOPIOG TMV QUIVOAOTLPALOADY 1 GE OTOLOONTOTE
omd T £KO0Y0 TPEMEL VO ATOPEVYOLV TNV EMAPT LE TO TPOIOV .

Amo@iyETE TNV ENOPT TOV SOKTOA®Y GOG LE TO TEPLEYOUEVO TOV TtePLEKTT . [TAvvete Ta yépia cog peTd
™ xpnon kot EemAvvete ToyOV TPoidv mov Npbe Ge EMOPTN LE TO OEPLO COG LE COTOVVL Kot vEPD. AV TO
TPOIOV TEGEL TLYOLN GTOVE OPBUALOVG GO EEMAVVTE TOVG TPOGEKTIKA UE VEPD. AV 0 gpeBIGLOC TOV
opBoipod mapopével {nrteiote TPk GLUPOLAN Kol deiETe TNV 0dNYioL ¥PNOEDS 1 TNV ETIKETA GTO
yTpo.

Av épbete oe emapn pe To TPOIdV pmopel To dépua kol ot PAgEvvoyovol va HOLSICOVY Kol Vo
£peBoTOVY OALG CVTEG Ol KOTAGTAGELS CLUVNOMG TUPEPYOVTUL OO LOVES TOVC.

Av gogic 1 Kamolog aAAog katamiel Tuyaia To Tpoidv , (NteioTte auéomc 1Tpikn cVUPoVAn Kot dgi&te
GTO YLOTPO TNV 0dNYia ¥PNOEWMS 1) TNV ETIKETA.

Mnv kozvilete, TpdTE M| TIVETE KOTA TN SLAPKELD XEPIGLOD TOV TPOTOVTOG .

2oV TPOPLAUKTIKO HETPO, TPENEL VL OTOQELYETOL 1 amevBeiog emapn pe Tovg vrd Bepamneior GKOAOVG
KoL 08V TPEMEL VO, EXTPETETAL GTA, TOOLA VoL TAilOVV e TOVE GKOAOLG UEYPL VO GTEYVAMGEL 1] ETLPAVELDL
epapuoyns. I'’ avtd 10 AdYo cvvietdtan ot okdAol va maipvovv T Ogpameio to andysvpa. ZKOAOL
ov &yovv Tpoceato voPfAnbel oe Bepameio vo UV emMTPENETAL VO KOHOVVTOL GTO 1010 KpePATL pe
TOVG OIOKTNTES , 10104TEPT TA, TALOLAL.

To kIVIATPIKO PAPLOKELTIKO TPOTOV gival yia TN Bepameia TV KPOTOVOV Kot TOV EVNAMK®OV YOAAWV.
‘O)ot o1 crvAoL TPETEL va vTofdrAovTal og Bepameia TaVTOYPOVAL.

ISwaitepec Tpo@LAGEEIC KOTA T yprion o€ (Do

Metd ™ Oepameia, o1 KPOTOVEG AMOUOKPVUVOVTOL OO TO OKOAO HEGa o€ 24 émg 48 mpeg petd v
enaen pe to {(dho. Opmg pepovopévol kpdtwvee umopet vo mopapeivoov oto {mo. I'’ avtd to Adyo n
UETAO0GT LOAVCUATIK®Y VOGOV OO TOVG KPOTWOVEG 08V UTOPEL VO ATOKAEIGTEL EVIEAMG.

Xe mepmtmoelg cofapng poAvvong mpv amd TN Bepameia, 10 MEPPAAAOV TOV GKOLAOVL TPEMEL VL
kaBapileTon Kot va yivetat xpnom Tov KATAAANAOL EVIOUOKTOVOUL.

Epoppoote 1o povo oe abikto onpueio tng EMOAVELNG TOV OEPUATOG,.
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To mpoidv eivar Yoo eQappoyn oTo dEPHA TV OKOA®Y UoVo, v to PAlete 6TO GTOUN TOV GKVAOV.
DpovtioTe VO AMOPVYETE TNV EMOPYT] TOL KINVIOTPIKOD QOPUAKEVTIKOD TPOTOVTOC LE TO HATLO TOV
GKOAOVL.

2opPovievteite TOV KTNVIOTPO AV TPOKELTAL VO YOPTYNOETE TO TPOTOV GE GKOAOLE TOV TOUPVOLV GALN
TPOIOVTO 1 PAPLAKAL.

Mnv yopnyeite to mpoidv amd 10 oTOUN KOODG UTOPEL VO 0ONYNOEL GE LIEPOOGOAOYIN, | OO
0mo1adNmOoTE AT 000 YOPTYNONC.

H oooedieia tov mpoidvrog dev €xel tekunpuwbel oe okbAOLG  avamapoy®ylkng mAkiag,
nepthapfavouévev Kol Tov eykdov Kot OnAaloviov. Av vroyldleote OTL 0 GKDAOG GOC WTOPEL Vo
Kvopopel N va nAaler kovtdfio N av Bélete va yopnynoete OBepaneion 68 GKOAO OVOTOPOYMYIKNG
nAwiog, cupPovAevteite Tov KTNVIATPO TPV amd TN (PNOoN.

Ynrepdoooroyio (CUOUTTOUATO, LETPO AVTIUETAOTIONS, OVTIOOTO):

‘Hmo  vevporoyikd copmtopato O AT EAAELYN GUVIOVICHOD KIVCE®MY KOl  0oTadsio
mopatnpnonkov oe pepikd (da mov Toug yopnynOnke Oepoameio pio opd to pva. Avtd To
ocvpntopoate ToapnAbav oe 3 ®peg LETA T YopNyNoN.

Xe évav otovg 8 okvAovg mapatnpnOnKoy ot akdAoveg ToPodIKES avemBOUNTEG eVEPYELEC: LVTKOT
Tpopotl (Khoviopog), ataéior (EAAelyn GLVTOVICUOD KIVINGE®V), Aoydvioouo Kol omacpol. Avtd to
ocvpntopoate TapnAbav 18 dpeg petd tm xopnynon.

Metd amd vrepdocoloyia ce pio mepintwon mopatnpnonKoay ot akdAovdeg avembounteg evépyelec:
éuetog, avopetia (andieio 6peéng), HEIOWUEVO COUOTIKO PBAPOC, HVTKOG TPOUOGC, anonAnéia, actdfela,
dvokoAia oty avamvon. OAa to cvpntdpato mapnibav péca oe 48 mpeg, pe eEaipeon TV andAEL
opedng.

H vrepdocoroyia tov mpoidvtog umopei va TPOoKOAECEL KOAAMDIN EUOAVICT] TOV TPYYDOUOTOS GTO
onueio epapuoyng yio 24 mpec.

Ye mepinToT VIEPSOGOAOYING EMKOVOVIOTE LLE TOV KTNVIOTPO GG,

E@appdoote To o€ onueio mov 0 6KVAOG 60G OEV UTOPEL VO YAEIWEL KOL PV GQTVETE TO GKUAO GOG
1 ahha {da vo yAeipovv To éva To GrAo peta T Ogpaneia

Ot okvlot dev Tpémel va kavouy pmdvio 1 va Aovlovtal pe camobvi 48 dpeg mpv omd ™ Oepancio.
Eppantion tov oxviov cag o€ vepod 1 Aovoio pe camobvi péca og 24 dpec petd tn Oepoaneio pmopel
VO HEIDCEL TNV OMOTEAEGUOTIKOTNTO TOL TPOIovTog. Av BéAete vo TADVETE TO GKVAO GOG OPNOTE
TovAdyloToV pio pépa petalhd Bepomeiog Kot AOVLGIHOTOC.

Orav yopnyeite to mpoidv mpoonadnote va amopiyeTe T0 PpEELo TOL TPLYdOHATOS YTl ovTd Oa
TPOKOUAEGEL 0. KOAAMDIN eUQavIoTn . Av dpwg ovuPel avtod, o mapéiel péoa o 24 dpec.

O dwAv g Tov Prac-tic pmopei va AeK14oel GLYKEKPIUEVA VAMKE OTTmG SEPUA, DPACUO, TAACTIKA KO

Aokoplopéveg empaveles. APNoTe To GNUEID EPAPLOYNG VAL GTEYVMOGEL TPV EMTPEYETE VoL EpOEL Gg
EMOQPN UE TETOLO, DALKCL.
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13. EIAIKEX ITIPO®YAAEZEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
MPOEPXONTAI AIIO TH XPHZH TOY ITPOIONTOX

AypnoomoinTo KINvVIaTpkd QOpUOKEVTIKO TPoidv 1 dypnoTa LAMKE TTov TPOEPYOVTOL Omd TETOLN
KTNVIOTPIKO QOPIOKEVTIKE TPOTOVTO TPEMEL VO OTOPPITTOVTAL COUPOVO LE TIC TOTIKES OMALTNOELC.

To Prac-tic dev mpémetl va sioépyetor otov vddtivo opiCovta , kabd¢ pmopel va sivar emProféc ya ta
yapta Kot GAAoVG VOPOPLOVS OpyaVIGHODG.

Ta @dppoxe dev TPEMEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIIK®OV OTOPANTOV.

AVTa T0 LETPO, ATOGKOTOVY GTNV TPOGTUGI, TOV TEPPAALOVTOG.

14, HMEPOMHNIA THX TEAEYTAIAXZ EI'KPIZHX TOY ®YAAOY OAHTIQN
XPHXEQX

Aentopepeic TAnpoopiec Yoo To TopdV KINVINTPIKO PUPUOKEVTIKO TPoidy dtatiBevior 6TovV SIKTLOKO
1610 tov Evponaikod Opyaviouod Papudkov http:www.ema.europa.eu/

15. AAAEX ITAHPO®OPIEX
"Ot eviAIKol YOALOL GKOTMVOVTOL TPV YEVVIIGOUV VYA Y10 TOVAGYIoTOV 4 €BSOUAdEG LETE TN
Oepomeio. Eneidn 1o Prac-tic e€aleipel mAnpwg v mopaymyn avydv , dlakdntet 1o froloyikd KOKAo

TOL YOAAOL".

Xdaptvo kovti mov mepiéyetl 1, 2 1 10 blisters pe 3 muméreg.
Mmopei va v KukAOQOpovUV OAEG 01 GLOKEVAGIES.

INo omoladnmote TANPOPOPIo. CYETIKA LE TO TAPOV KTNVILTPIKO QUPUAKEVTIKO TPOTOV , Topakaieiche
va amevbuvbeite otov kdtoyo g Adelag Kukhogpopiag.
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