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IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tralieve 20 mg poacopevo diokia Yo GKOAOVG

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Kdabe diokio mepiéyet:

ApPUGTIKO GVGTUTIKO:

Tpopadoin 17,6 mg

(mov 1wodvvapei pe 20 mg vVOPOYAWPIKNAG TPALAGOANC)

"Exdoya:

Iowotiki] 60vVOEGT EKOOYMV KOl GAL®V
GUGTUTIK®V

Cellulose, microcrystalline

Lactose monohydrate

Sodium starch glycolate (type A)

Magnesium stearate

Silica, colloidal hydrated

Chicken flavour

Yeast (dried)

Avoryto kapé pe Kopé KNASES, oTPOYYLAD Kot KUPTO, ApOUOTIGHEVO S10KI0 7 mm [E GTAVPOELN|
SLY®PLGTIKN YPOUUN 6T Wio, TAELPAL.

Ta diokia pmwopovv va dwopebodv oe 2 1 4 ioa uépn.

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eiom {oov

ZKOAOL

3.2  OgpamevTikég EVOEIEELS Y10 KAOE gi60g LDOV

T ™ peiwon Tov 0EE0¢ Kot TOV YPOVIOL MOV TOVOL TOV LOACK®Y LOPIOV Kol TOV HVOCKEAETIKOD
TOVOUL.

3.3  Avrevositag

Noa pnv yopnyeital 6€ GLVOVAGHO LE TPUKLKAIKE OVTIKATOOAMITTIKA, OVOCTOAELG TNG
HOVOOUIVOEEIDAOTC KOl OVAIGTOAELG ETAVATPOCANYNG TNG GEPOTOVIVIG.

Noa unv ypnoiponoteital o€ mepintmon vagpevalctnciog otny TpapuaddOAn 1| 6 KAmolo EKS0Y.
Na unv ypnowonoteital o€ (oo pe emtinyio.

3.4  Ewdwkég mposidomonicelg

Ot avoAynTikég emOPACEIS TNG VOPOYAMPIKNG TPOUAOOANG Uropel va etvor petaPAntéc. Avtd
TOTEVLETOL OTL OQEIAETOL OTIC UTOUIKES SLUPOPEG GTOV LETAPOAIGUO TOV QUPLAKOL GTOV KUPLO EVEPYO
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uetaPolritn O-6eoucbvloTpapaddin. e opiopeévovg 6KOAOVE (LN AVTOTOKPIVOUEVOLEC OTNV 0y®Y™)
AT Umopel va £XEL WG OMOTEAEGLOL TV OTOTVYIM TOV KTNVIOTPIKOD POPUAKEVTIKOV TPOTOVTOG VA
mapé€yel avarynoia. ['a ypovio movo, Ba mpénet va eEetdleTon ToAvtpomiky avoiynoia. Ot okviot Oa
TPENEL VO, TOPOKOAOLOOVVTAL TAKTIKG 0O KTNVINTPO Yol VO, SIUGPUAIGTEL 1 EMOPKNG VOKOVPIOT) OO
ToV TOVO. Xg TEPIMTMON VIOTPOTNG TOV TOVOL 1] AVETAPKOVS AVOAYNGIHG, TO TPMOTOKOALO avadynciog
evdéyetar va yperaleton exaveEétaon.

3.5 Idwitepeg TPo@ULAAEELS KaTA TN Yp1oN

[S1aitepec TPoLAGEELC Y10 TNV ao@OAr ¥prion ota €idn (hwv:

Noa ypnoylomoteitol Pe TPOGOYN G CKOAOVS LE VEQPIKN 1) NRATIKN duGAEITOVpYin. X& OKOAOVS LE
nNnatikn dSucAettovpyia, o HETAPOAIGLOG TNG TPOUAOOANG GTOVG EVEPYOLS LETAPOATES EVOEYETAL VAL
glval PEIUEVOC, YEYOVOC TO OTTOI0 LITOPEL VO LELDGEL TNV OTOTEAEGLOTIKOTITO, TOV KTNVIOTPIKOD
QOPUAKELTIKOD TTPoioVTog. 'Evag amd Toug evepyodg LETOPOATEG TG TPANAOOANG OTEKKPIVETOL S0l TNG
VEQPPIKNG 0000 KAl G EK TOVTOV, GE GKUAOVG LLE VEPPIKT] SOVGAELITOVPYIQ, 1] YPTCULOTOLOVUEVT] Oy®YN
evdéyetan va yperaletar mpocapuoyn. H veppun kot n nrotikn Aettovpyio Oa mpénet val
TOPOKOAOLOOVVTAL KATA TN XPNOT CLTOV TOV KTNVINTPLIKOD POPUAKEVTIKOD Tpoidvtog. H mavon g
LOKPOYPOVING avaAynTikng Bepaneiog B mpémetl va yivetar otadiakd 6mov eivat Suvatodv.

[Swaitepec Tpo@LAGEEIC TOV Tpémet va AapBdvovtal omd To dToo Tov YopNYEl TO KINVIATPIKO
QopuakeLTIKd TPoidv oe (o

Atopa pe yvoot vrepevaictncio oTnv Tpapadoin 1 6€ KATowo £K00Y0, TPETEL VO ATOPEVYOLV TNV
EMOLPT LLE TO KITNVIOTPIKO POPUOKEVTIKO TPOIOV.

H tpapadoin umopel va mpokarécel KATAGTOAN, vauTio Kot (AN o€ mepinTmon mov Katd AGBoc
vrap&el Katdmoon, Wing amd madid. [a va amopevybel | tepintmon katd AdBog katdmoong, 1img
oo €vo, Toudi, To. oYPNCLOTOINT TULOTA TOV OKIMV TPETEL VA EMGTPEPOVTL GTOV AVOLYTO Y MDPO
NG KOYEANG Kal VO TOTOOETOVVTOL TIG® GTO KOLTI KOl VOL PUAACGOVTOL 6€ 0o@OAT B€om TV omoia dev
PAEmovv Kot dev Tpooeyyilovv Ta maidid, KadMG GLVIGTOUV KIVOLVO Y10l TO, LKPA TodL OE TEPIMTOO)
Katd AdBog Katdnoong. Le mepintwon mov Katd Aaboc vdpéel katdnoom, 1img and moidid, va
avalnmoete wTpikn Pondela Kot vo, emdeifete 6ToV 1TPO TO EGMKAEITTO POALO 00T YIOV YPHCEDS M
TNV ETIKETO, TOV PUPUOKEVTIKOD TPOIOVTOC. L€ MEPIMTMON oL Katd Adboc vapéel KoTdnoon amd
eviimkeg: MHN OAHI'EITE xobdg propel va cupfet katastol).

[TAdvete ta géplo Gog LETA T XPNOT.

Idwaitepec mpo@LAGEELC Yo TNV TPOGTAGIO TOL TEPPEGAAOVTOC:
Agv 1oyVeL.

3.6  AvemOdunra cvppavra

YKk0AOL:

Zuyvé KoatactoM*?, Yrvniio®

(1 éwg 10 Coa / 100 v Bepameia
{oa):

Oy ovyva Noavtia, ‘Epetog

(1 éwg 10 Loda / 1.000 vro6 Bepameio
{oa):

Yrdvia Avridpaon vrepevarctneciog!

(1 éw¢ 10 Eoa / 10.000 vrd Bepamneia
{oa):

IToAd omévio Iracuog

(<1 Lo / 10.000 v Oepameio {oa,




CLUTEPILOUPAVOUEVOV TOV
LELOVOUEVOV AVAPOPDV):

“"Hma.

P 18iwg 6tov yopmyodvton vynAdtepeg 6GELG.
"H Oepoancio Oo mpémet vo dtakomel.

3 Y& oKOAOVC pE XOUNAS 0030 CTAGHAV.

H avagopd avembountov coppdviov eivar onpoavtikny. Exitpénetl tn cuveyn mopakolobonon g
AGPAAELOG EVOG KTIVIOTPIKOD POPUUKEVTIKOD TPOidvVToG. Ot avapopég TPEMEL VOL ATOGTEAALOVTOL, KOTAL
TPOTIUNOT LECH KTNVIATPOV, €(TE GTOV KATOYO TNG AOELOG KUKAOQOPING 1] GTOV TOTKO OVTUTPOCOTO
Tov gite oV €Bvikn apudda apyn LEc® Tov £BVIKOL GLuoTHATOG avaPopds. AvatpéEte oto PUAAO
001 YLDV YPNONGS Y10 TO, OVTIGTOLY0 OTOLYXEID ETIKOVOVING.

3.7  Xpion Kata TV KONO61, TN Yolovyia 1] THY ©0OTOKiw

Konon:

AT6 TIG epYAOTNPLOKEG LEAETEG GE TOVTIKOVG 1/KUL ApOVPOione Kot KOUVEALN deV dlomioTmON Koy
evdeilelc tepatoyéveong, epuppvotodikdtnrag, Toikodtnrag oto £ykvo (do. To mpoidv va yopnyeiton
UOGVOV GOUG®VOL UE TNV EKTIUNGT 0QPELOVG-KIVOUVOL 0td TOV vITevhuVo KTNnviaTpo.

TaAovyia:
Ao TG £pYaOTNPLOKEG HEAETEG GE TOVTIKOVG 1)/KOL 0 povPaiovs Kot KOUVEAD deV dlamioTdON KoY

evOei&elc avembuuNTOV ETMTOCENDY GTNV TEPTYEVVNTIKY KOl LETAYEVVI|TIKN OVATTUEN TOV AITOYOVAV.
To mpoidv va yopnyeiton povov cOLPMVA LE TNV EKTIUNGTN 0PEAOVG-KIVODVOL amd Tov vrTevBuvo
KTnviaTpo.

Tovipdtnto:
A6 TG gpYaoTNPLOKEG LEAETEG GE TOVTIKOVG /KOl 0POVPOIOVS Kol KOUVEALD, 1) YPNOT TPALOSOANG OE

OepamenTikég 0OGELG dEV EMMPENGE APVITIKA TNV OVOTOPAYDYIKT AtOS0GT KOl T YOVILOTNTO, GE
dppeva kot ONiea {da. TO Tpoidv va yopnyeital LOVOV GOUPOVA, LIE TNV EKTIUNGN 0PEAOVE-KIVOHVOL
amo tov vevBvvo KTnviatpo.

3.8  Almiemiopacn pe Ao QUPUOKEVTIKA TPOTOVTH KUl GALES HOPQYEG dAMNAETIOpaONG

H tavtoypovn xopnynon Tov KTnviaTptkod QopUakKELTIKOD TPOIOVTOG IE KATAGTUATIKG TOV KEVTIPIKOD
VEVPIKOV GUGTAUATOS, UTOPEL VO, EVIGYDGEL TIG KATAGTUATIKEG emdpacelg oto KNX kat 610
OVOTTVEVOTIKO GUGTILLOL.

H tpapadoin pmopel va av&noet tnyv enidpaot QopUdK®V TOL YOUNADVOVY TOV 0000 GTOCUAOV.
Dappoka Tov avaoTELhovy (Y. SUETIdIVN Kot epuBpopvkivn) 1 endyovy (m.y. KapPopalenivn) tov
pecorafoovuevo omd 1o CYP450 petafolopd pumopet vo EANpeGGOovY TNV AVOAYNTIKY EXIOPACT TNG
tpapadorns. H khvikn onuacio avtdv tov adiniemdpdoswv dgv €xetl pehetnBel 6toug okvAovg. O
GUVOLOCUOG [LE LIKTOVG OYMVIOTES/ AVTAY®VIGTEG (.. Povmpevoppivn, BovtopPavorn) Kot TPOLOSOAN
dgv GLVIOTATOL, O1OTL 1] AVOAYTTIKT EXiOpaOT EVOC Kabapod aymviet uropel Dewpntikd va peiwbel o
TéTO1EC GLVONKEC.

BA. eniong mapdypapo 3.3.

3.9  Odoi yopnynong ko d0coroyia,

T xopnynom and to otoua.

H ocvvietdpevn d6on eivar 2-4 mg v3poyAmptkng Tpapadoing ova kg copoticod fapovg kibe 8 dpeg
N 6mwg omotteitan pe faomn Ty £VIOoT TOv TOVOUL.

To eldyioto pecodidotno petald v docewv eivarl 6 ®pec. H ouvictdpevn péylotn nuepnota 66om
givar 16 mg/kg. Kabmg 1 atoputkn amokpion oty Tpapadoin eivar petafint kot aptdton ev Hépet
a7o TN 0ocoAoyia, TV NAkia Tov acbevolc, TIC ATOUIKES SL0POPEC 6TV EVALGONGlo GTOV TTOVO KoL TN
YEVIKN KOTAGTAON, TO PEATIOTO d0G0oA0YIKO GyNpa Ba Tpémel va Tpocapudletar aTopd
YPNOLOTOIMVTAG TV TAPUTAV® dOCT KOl T EDPT LEGOSUGTAIATOS EXOVAANYNG TG Oepaneioc. O



okVA0G Ba Tpémel vo e€etdleTon TaKTIKA omd KTnvioTpo yio vo a&loroyndel edv amatteitol akolovdwg
mpocBetn avadynoia. [Ipdsbetn avarynocia propel va yopnyndei avédvovtag tm 866m ™G TPAUAdOANG
uéypt va emttevydei  puéyiomn nuepniota 0661, 17/kal 0KOAOLODVTOS L0, TPOGEYYIGT TOAVTPOTIKNG
avaAynociog pe tnv TpocHnkn GAL®V KATOAANA®Y OVOAYNTIKOV.

®a mpémet va xpnotponotodviot diokio pe TV TAEOV KATAAANAY TEPLEKTIKOTNTA TPOKELUEVOL VL
gloy1oTomO0VVTOL T SloupepEVa O1oKio OV TPEMEL VO, QUAAGGOVTOL EYPL TV ETOLUEVT] XOPYNOT).

InUedote 0Tl 0 TaPdY 00G0A0YIKOG TivaKag TPoopileTal g 0dNyOg Yo T YOPNYNCT TOV
KTINVIATPIKOD QOPUAKEVTIKOD TPOIOVTOG 6TO VYNAG TUNHO TOV 60G0A0YIKOL 0povg: 4 mg/kg
COUOTIKOD BApovs. Avaeépel ToV aplfpd TV S16KIMV TOL OTALTOVVTOL Y10 TN Yoprynon 4 mg
VOPOYAOPIKNG TPAOdOANG ava kg copatikov Bdpovc.

Tpopadoin
20 mg

Xopatiké fapog
1,25 kg D
2,5 kg b
3,75 kg P
5 kg @
6,25 kg %
75kg b b

10 kg Coes
15 kg DDD

D= V4 diokio B= 15 diokio tB: ¥, dlokio @= 1 dwokio

Ta diokio pwopovv va dwopebodv oe 2 1 4 oo uépn mote vo dtacariletar ) akpipng docoroyia.
TomoBetnote T0 d10KI0 OE pia EMIMEDT EMPAVELY, LLE TN XOPAYUEVT TAELPE TPOGS TOL GV KO TNV KLPTN
(oTpoyyvAevpévn) mAevpd Vo EQATTETOL TG EMPAVELOG.

( ™
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2 ioo pPépM: MEGTE TPOG T, KAT® LLE TOVG AVTIXEPEG GOG KAl OTIG dVO TAEVPEG TOL dIoKIOL.
4 {ca pépn: mEGTE TPOC TU KATW LE TOV AVTIXEPE GOC 0TO HEGOV TOV O10KIOV.

3.10 ZopntOpeTe VTEPO0GOLOYINS (KUl KATE TEPITTOGT, HETPA UVTIHETOTICNG KOl AVTIOOTH)

Y€ TEPIMTAOCELS ONANTNPLOONG HE TPAUAOOAN, eivol TOOVO VO ELPAVIGTOVY GUUTTOUATO TUPOUOL0L UE
€Keva TOV TOPATIPOVVTOL LUE GALD KEVIPIKMG OpMVTO, OVOAYNTIKE (OTOEDN). ZVYKEKPIUEVA, AVTA
oupmepAapPavouy pooT, EUETO, KOPILOYYELOKT KATAPPELGT], GLVELITGLOKESG O10TAPAYES £MG KoL
KOO, CTOGLOVG KO OVOTTVEVCTIKT KATOGTOAN £M0C KOl AVATVEVGTIKT OVOKOT.

Tevikd pétpa Ektaxtng avaykne: Atotipnon Patov agpoywyov, VTOSTNPIEN TNG KOPIIOKNG Kot
AVOTVEVGTIKNG AELTOVpYiog avdAoya pe To cupntdpata. [poxinon euetod yio Tnv EKKEVOOT] TOV



GTOLAYOL Elvol KATAAANAN €KTOC €0V TO TAGYKOV {MO eUQavilel peltmpévn Guveidnon, 6TV onoia
nepintoon pmopel va e€etaotel 10 evdgydevo TAOGNG GTopdyov. To avTidoTo Y10 TNV AVOTVEVGTIKY)
KATOOTOAN givat 1 volo&ovn.

Q61660, 1 VOAOEOVT EVOEYETOL VO LNV EivaL XPAOLUN GE OAEG TIC TEPIMTMOGEL VTEPIOGOAOYING LIE
TPOUAOOAT), KaODG Umopel va ovaoTPEYEL LOVO €V LEPEL OPIGUEVES Ol TG BALEG EMOPAGELS TNG
TPOUAOOANG. Xe TEPIMTACELS CTACUAOV, YopnyNote dralemdun.

3.11 Ewwoi wepropiopoi xpfiong Kor €81KES 6VVONKES Yp1ions, copmeptiapfavopivov
TEPLOPLOLAV GTI| YP1IOT] AVTIUIKPOPLUKAY KU AVTIITOPOCLTIKAV KTVIITPLKAOV
PUPURUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO, TEPLOPLOTEL 0 KIVOVVOG OVATTVENG AVTONS

EL: I'a yopfynon povo amd ktnviapo.
CY: Aev oyoet

3.12 Xpovor avapovig

Agv 1oyVet.

4. OAPMAKOAOI'IKEX IAHPO®OPIEX

41 Kodwkog ATCvet:
QNO02AXO02.

42 @oppoKodvVOULKI)

H tpapadoin ivatl évog Kevipikdg dpov avakynTikog mopayovtog pe cbvieto tpodmo dpdong mov
AGKEITOL 0o TO 2 EVOVTIONEPT] KO TOV KOPLOo HETAPOAITN TOV, OV TEPIAAUPAVEL TOVG VTTOJOYEIC
OTOEWMV, VOPETVEPPIVNG Kot aepoTovivng. To (+) evavTiopepég TG TPAPadOANG Exel xounAn
GUYYEVELN Y10 TOVG U-VDTTOOOYELS OTOEDDV, AVOCTELAEL TNV TPOGANYT GEPOTOVIVIG KO EVIGYVEL TNV
anedevfépwon . To (-) evavilopepés avaoTéAAel EKAEKTIKG TNV emavompdoAnym vopemveppiving. O
petaporitng O-decpeBvrotpapadorn (M1) Exet peyahdtepn cuyyéveld yio TOVG L-VTOO0YELS
OTOEWDV.

Avrifeto and ™ popeivn, N TPARASOAN dEV £XEL KATAGTAATIKEG EXOPAGELG GTNV AVOTVOT Y1 VOl
EKTETAUEVO €0POG avOAyNTIKAV dO0cemV. Opoing, dev ennpedletl TNV KNTIKOTNTO TOV YOOTPEVTIEPIKOD
coMva. Ot emdpdoelg oto kapdayyelakd choTnra Tetvovy va etvon fmec. H avakyntikn woy06 g
TPOUaOOANG eivar tepimov 1/10 émg 1/6 ekeivng g popeivng.

4.3 DoppokoKIviTIKY

H tpapadoin amoppoedtat ebkora: Metd and pia arna yopnynon 4,4 mg vopoyA®pikng Tpopuadoing
ava kg copotikov Bapoug, HEYIOTEG GVYKEVIPAOOELS 6TO TAGGHA 65 ng Tpapadoing ava ml
emtuyydvovtot evtog 45 Aentmv. H tpoen dev ennpedlel onUavTiKa TNV amoppoenct) ToV QupUEKoL.
H tpapaddin petaforiletor 6to Hmop wEcm amopedvAiinong uesolafoduevng amd T0 KVTOXP®LLN
P450 axolovBolpevng and ocvlevén pe yAvkovpoviko 0£H. ZTovg 6kvA0VG, oyxnuatilovtot younAdtepa
enineda tov gvepyov petaPoritn O-deopebvAoTpapadorn o cuYKpLon pe Tovg avipdnovg. H
amofoin Aaufavel ydpo kKuping HEcH TV VEPPOV L nuicela (on amofoing tepimov 0,5-2 wpmv.

5. DAPMAKEYTIKA XTOIXEIA
51 Kopieg aocvppatoTnteg

Agv 1oyVeL.



5.2  Awpkero {oNg

Audpxela {ONG TOL KTNVIOTPIKOV QAPUAKEVTIKOD TPOIOVTOG COLPMVA LIE TT GUCKELOGIN TOANCNC:
2 étm.

Augpxeta {ong Tov Stupepévov S1oKImV HETO TO TPMTO AVOLYLLO TNG GTOLELOOOVS GUGKEVAGIOG:
3 nuépec.

5.3 Idwitepsg TPoPuLLAEEIS KOTA TN QOLAEN TOV TTPOTOVTOG

Noa unv euidccetol og Oeppokpacio peyarvtepn tov 30 °C.
Noa eUAACCETAL GTIV 0PYIKT GUCKELOGIO, Y10 VO TPOCTOTEVETOL OO TNV VYPUGIa.

54  ®von ko 6OVOEGT] TG GTOLYELDOOVS CVCKEVUGING

Kuyéln akovpuviov - PVC/PE/PVDC.

Xaptwvo kovti pe 1,2,3,4,5,6,7, 8,9, 10 1) 25 koyéheg tav 10 diokiov.

Xaptvo kovuti mov mepiéyetl 10 Egywpiotd yapTiva KovTid, To Kabéva amd ta omoia TepLEyel 3 KOWEAEG
v 10 diokiwv.

Mmropei va pnv KuKAOPOpoLV OLEG Ol GUGKEVAGIES.

55 Edwkég mpo@uiagers amoppiyng vog Un YPNGLHOTON0EVTOS KTNVIOTPIKOD QUPUUKEVTIKOD
TPOIOVTOG 1] GAA®V VAKAOV TTOV TPOEPYOVTUL AT T1) YP1)C1] TOVL TPOIOGVTOGS, AV VAP oLV

Ta eapuaxo dev TPETEL VO OTOPPITTOVTOL LECH TOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNC POPUAK®DV Y10 TIV OTOPPIYT| U1 XPTOLOTONOEVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL amd TN (PO TOVG

GUUPMOVO, LLE TIC TOTIKEG ATOITNOELG KOl UE TUYOV EOVIKA CLUGTILOTO GLAAOYNC TTOV LGYVOVV Y10, TO,
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Dechra Regulatory B.V.

7. APIOMOX(OI) AAEIAXY KYKAO®OPIAX

CY: A.AK. Korpov: CY00716V

EL: A.A.K EAAGOaG: 22916//22-2-2024-/K-0225602

8. HMEPOMHNIA IIPQTHX EI'KPIXHX

Hpepopnvia 1ng éyxpiong: CY: 01/09/2019

EL: 04/06/2018

9.  HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IEPIAHYHX TQN

XAPAKTHPIZTIKQN TOY ITPOIONTOX

10/2024



10. TAEINOMHZIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN

Na yopryeital LOvov e KTNVIOTPIKE GLVTAYT].
EL: Xopnyeiton pe €181k cvvroyn vapkotikov Iivakeg A’ tov N. 3459/2006.

Aentopepeic TANpoopieg Yo 10 v AOY® KTNVIATPIKO QOpPUAKELTIKO Tpoidv givon dtabéoieg otn fdaon
dedopévov g EE yia ta ktnviatpikd mpoiovra (hitps://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

IMAPAPTHMA 1II

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXZH
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IHAHPO®OPIEX ITOY IPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XépTivo kovti

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tralieve 20 mg pacopevo diokio

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

Kabe diokio mepiéyet:
Tpopadoin 17,6 mg
(mov 16odvvayet pe 20 Mg VIPOYAMPIKNAG TPAUAIOANG)

3. XIYZKEYAZXIA

10 dioxia
20 diokia
30 dokia
40 dokio
50 diokia
60 diokia
70 diokio
80 diokia
90 diokia
100 éiokia
250 éiokia

| 4. EIAOX(H) ZQOY(QN)

Y Kk0OAOL.

| 5. ENAEIZEIZ

| 6. OAOI XOPHTHZHX

T xopnynom and to otdua.

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uu/ecee}
Awdpketa Long tov dtopepévov dokiov: 3 nuépsg.

11



9. EIAIKEX XYNOHKEX ATATHPHXHX

Na pnv evAhdocetal og Beppokpacio peyarvtepn tov 30 °C.
Noa eUAACCETAL GTIV 0PYIKT] GUCKELOGIA Y10l VO TPOGTUTELETAL GO TV VYPOCICL.

10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

H €€ aTuynpoTog KaTdmoon autov ToV TPoidvIog nropei va gival emikivovv). o va amoegvydein
TEPIMTOON KOTA AAB0G KOTATOONC, 10im¢ 0md Eva Taudi, TO oYPTGLLOTOINTO TUAHOT TOV JoKI®mV
TMPEMEL VAL EMOTPEPOVTAL GTNV AVOLKTH KUWEAN VoL TOTOBETOVVTOL TIoW GTO KOVTL Kol VoL QUAGCGCOVTOL
o€ ao@aAr Béom v omoia dev PAEmOVVY KoL dev TpoceyYilovy Ta Tadid, Kobmdg cuVIeTOHY Kivouvo yio
T UKPQ TOdLd G€ TTEPinTmOoT Katd AdBog kaTdmoong.

Awpaote 10 PUALO 0INYIDOV XPNCEMS, TPV OO TN XPNON.

11. OI AEEEIX «<AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH»

ATOKAEIOTIKG Y10, KTNVIOTPIKNY YPN oM.
EL: A, Xopnyeiton pe cvvtoyn tov N. 3459/2006

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

Na puidooetal o€ Béon, TNV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta madid.

13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Dechra Regulatory B.V.

14. APIOMOI AAEIAYXY KYKAO®OPIAX

CY: A.AK. Kbnpov: CY00716V
EL: A.A.K EALGdoc:
22916//22-2-2024-/K-0225602

15. APIOMOZX ITAPTIAAX

Lot {apBuog}
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Kvuyéleg arovpviov-PVC/PE/PVDC

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tralieve

tal

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Y dpoylwpikn Tpapadoin 20 mg/dwokio

| 3. APIOMOZX MAPTIAAL

Lot {apOuog}

| 4. HMEPOMHNIA AHEHE

Exp. {uu/ecee}
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B. ®YAAO OAHT'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

Tralieve 20 mg pacopeva dtokia yio okOAoVG

2. XovOeon

Kabe diokio mepiéyet:

ApPUGTIKO GVGTUTIKO:

Tpopadoin 17,6 mg

(mov 1wodvvapei pe 20 Mg vOPOYAWPIKNAG TPAUASOANC)

Avoryto kapé pe Kopé KNAdeS, oTpoyyLAd Kot KupTd, Ap®UOTIGHEVO S1oKI0 7 MM [LE GTAVPOELDN|
SLY®PLOTIKN YPOUUN 6T Wia, TAELPAL.

Ta diokia pmopovv va dwopebodv oe 2 1 4 ioa uépn.

Bt Eion ooV

2K0OAOL.

4, OepomevTiKég gvosielg

Mo ™ peimon tov 0&€0g Kot xpOVIOv NITLOL TOVOL TOV LOANKAOV LOPIOV KOl LVOCKEAETIKOD TOVOV.

5. Avtevoeigeag

No unv yopnyeital 6€ GLVOVAGHO LE TPIKVKAKE AVTIKOTOOAITTIKA, OVOGTOAELG TNG
LOVOOUIVOEEIDACTG KOl OVAIGTOAELS ETOVATPOCANYNG TNG GEPOTOVIVIC.

Na pnv ypnowponoteital o€ mepintmon vaepevaictnciog oty TPopadOAn 1] 6€ KAmolo EKd0Ya.
Noa unv ypnowonoteital o€ (oo pe extinyio.

6. Ewwkéc mpogidomonoels

Educég mpogidomomoelc:

Ot avoriyntikég emOpPAcEIS TNG VOIPOYAMPIKNG TPOUAOOANG Hropel va etvor petaPAntéc. Avtd
TOTELETOL OTL OQEILETOL OTIC UTOUIKES SLUPOPEC GTOV LETAPOAIGUO TOV QUPLAKOD GTOV KDPLO EVEPYO
petaporitn O-6eoueBLAOTPAUdOAN. T OPIGUEVOVG GKOAOVS (U1 AVTOTOKPIVOUEVOLS GTNV 0Y(®YT))
aVTO UTOPEL VO EXEL O OMOTEAEGUA TIV OTOTVYI0 TOV KTNVIATPIKOD QUPLOKEVTIKOV TPOTOVTOG VOl
mapéyel avarynoio. o ypdvio movo, Oa mpénel va e€etdleton ToAvTpomiky avoiynoia. Ot okdiot Ha
TPETEL VO, TOPLOKOAOLOOVVTAL TAKTIKG 0O KTNVINTPO Y1 VO, SIUGPUAIGTEL 1 EMOPKNG VAKOVPLOT) 0t
TOV TOVO. X€g TEPIMTMOT VIOTPOTNG TOV TOVOL 1) AVETAPKOVS UVOAYNGING, TO TPOTOKOALO OVOAYNGIlOg
gvdéyetan vo, ypetaletar emaveEétaon.

ISwaitepec TPoLAGEELC Y10 TNV ao@OAR Yprion ota £idn Lhwv:

Na ypnoylomoteital Le TPOGOYN G CKOAOVS LE VEQPIKN 1] NTATIKT SVGAEITOVPYiQ. & OKOAOVS [E
NTATIKN SVGAELTOVPYia, 0 UETAPOAGLOC TNG TPOUAOOANG GTOVG EVEPYOLG LETOPOAITEG EVOEYETAL VUL
glvon petmpévog, yeyovog To omoio Umopel vo PHELDGEL TNV AMOTEAEGLLOTIKOTITO TOV KTIVIOTPLKOV
QOPUAKEVTIKOD TTPoiovTog. 'Evag amd Toug evepyovg HeTaPoAiteg TG TPAUAOOANG OTEKKPIVETOL S0l TNG
VEPPIKNG 000V KOl 0C EK TOVTOV, GE€ CKOAOVG LE VEPPIKT OLGAEITOVPYIO, 1 YPTCLOTOLOVLEVT] AY®YN
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gvdéyeton va ypetdletar mposapuoyn. H veppikn kot n nratiky Asttovpyia Oa mpémet va,
TOPOKOAOLOOVVTAL KATA TN XPNOT] CLTOV TOV KTNVINTPIKOL POPUAKELTIKOD TTpoidvtog. H mavomn g
HOKPOYPOVIAG avaAYNTIKNG Bepameiog O Tpémel va yivetar oTadiakd 0mov eivat duvatodv.

[dwitepec mpourdelc mov wpénet va AapuBdvoviat amd To GTopo ToL yopnyel TO KTNVINTPIKO
QopuakeLTIKd TPOidV og {dha:

Atopa pe yvoot vrepevalctncio 6Ny Tpapadoin 1 6€ KATold £K80Y0, TPETEL VO OTOPELYOLV TNV
EMOPN LE TO KTNVIATPIKO GOPUAKEVTIKO TPOIOV.

H tpapadoin propel va mpokorécel katacTtoAn, vavtia kot (AN o mepintmon mov Katd AdOoc
vrapéet Katdmoon, 1Wing omd modd. ['a va aropevydel n mepintwon katd Adbog katdmoong, 101w
Ao €vo, Todi, To. oY PNCLOTOINTA TUALOTA TOV JOKIMV TPETEL VO EMGTPEPOVTHL GTOV OVOLYTO YMDPO
NG KOYEANG Kol VoL TOToBETOVVTOL TIG® GTO KOLTI KOl VO PUAAGGOVTOL 6€ ac@oA BEom TV omoia dgv
PAEmovv Kot dev Tpooeyyilovv Ta maidid, KadmdG GLUVIGTOHV KIVOLVO Y10l TO, LUKPA TOdL OE TEPIMTOOT)
Katd AdBog KaTdmoong. Le mepint®on 1oL Katd Aaboc vdpéel katdmoo, 10img amd Toidid, va.
avalnmoete wpikn fondeta Kot va emideifete oTov WTPO TO EGOKAEIGTO GUALO 0O YLDV YPNCEDS M
TNV €TIKETA TOV PUPUOKEVLTIKOD TPOIOVTOC. L€ MePIMT®ON oL Katd AdBog vapEel KoTAmoon amd
eviiikec: MHN OAHTEITE kafd¢ propei vo cupuPei KoTaoToAN.

[TAvvete ta yéplo Gog HLETA TN XPTOT.

Eyxvpocivn:
Ao TG £pYaOTNPLOKEG HEAETEG GE TOVTIKOVG /KOl 0povPpaions Kot KOUVEAD dev dlamioTdON Koy

gvoeilelc tepartoyéveonc (dvomhocieg TV ayEvvNT®V amoyovmV), EUPprotoéikdtnTtag (ToEIKO Yo Tovg
AYEVVITOVG OTOYOVOLG), TOEIKOTNTOG 6TO £YKLO (MO (To&kd i T puntépa). TO mpoidv va yopnyeitol
UoévVoV GOUP®VA LE TNV EKTIUNGT 0PELOVS-KIVOUVOL amtd ToV vtevduvo KTnviaTpo.

Colovyio:
Ao TG £pYaOTNPLOKEG PEAETEG GE TOVTIKOVG /KOl 0povPaions Kot KOUVEAD dev dlamioTdONKay

evoei&elc avembuuNTOV ETMTOCEDY GTNV TEPTYEVVNTIKY KOl LETAYEVVI|TIKN OVATTUEN TOV ATOYOVAV.
To mpoidv va yopnyeitarl LOVoV cOUPMVA LE TNV EKTIUNGTM 0PEAOVG-KIVODVOL amd TOV vrTevbuvo
KTnviatpo.

Tovipdtnrao:
A6 TG gpYaoTNPLOKEG PLEAETEG GE TOVTIKOVG 1/KOL 0POVPOIOVS Kol KOUVEALD, 1] YPNOT TPALASOANG OE

BepamenTiKég 0OCELG dEV EMMPENGE OPVNTIKA TNV OVOTOPAYOYIKT AOS0GT KOl T1 YOVILOTNTO O
dppeva kot ONiea {da. TO Tpoidv va yopnyeital LOVOV GOUPOVA, LIE TNV EKTIUNGN 0PEAOVE-KIVOHVOD
a6 Tov vevbuvo kInviatpo.

AMNAETIOpOooN UE GAAD QOPUOKEVTIKG TPOTOVTO Kol GAAEC LOPOEC aAANAETIOpaoNC:

H tovtdypovn xopfynom tov KIvieTptkod QOopUOKEDTIKOD TPOTOVTOG |LE KOTAGTUATIKO TOV KEVTPIKOD
VEVPIKOV GUGTALATOG, UTOPEL VA, EVIGYDOEL TIG KATACTAATIKES emdpdoelg oto KNX kot 610
OVOTTVELGTIKO GUGTILLAL.

H tpapaddin umopei va avénoet tnyv nidpact QopuUdK®V TOL YOUNADVOVY TOV 000 GTOCUOV.
Dappoka Tov avacTEAAovY (Y. SUETIOVN Kot epuBpopvkivn) 1 endyovy (w.y. KapPoualenivn) tov
pecorafoovpevo amd 1o CYP4A50 petafolopd pmopet vo EXNpeGoovy TNV avoAyNTIKY ETIOPACT TNG
TpopadoANG. H kKAvikn onuocio avtdv tov aAAnAemidpdoemy dev £xel peetnbel 6Toug okdAOVC.

O cVVOVAGUOG e KTOVE OYOVICTEG/ OVTUY®VIGTEG (T.). fovmpevopeiv), fovTop@avorn) Kot
TPOUAOOAT] OEV CLVIGTATAL, SIOTL 1] OVAAYNTIKY| EMIdpacn vOg kabapol aymviat prnopel Beopntikd
va pelndel o €toleg cuvOnKed.

BA. emtiong v mopdypoapo «Avievieileicn.

Ynepdocoroyia:

€ TEPIMTAOCELS ONANTNPLOOTG HE TPAUAOOAN, eivol TOOVO VL ELPAVIGTOVY GUUTTOUATO TOPOUOL0L UE
EKEIVA TTOV TOPATNPOVVTOL LE GALO KEVIPIKMG OpMVTA, OVOAYNTIKE (0TTIOEdN). ZVYKEKPIUEVA, CVTA
ouumepAapPavouy PooT, EUETO, KOPILOYYELOKT KATAPPELGT], GUVELITGLOKESG O10TAPAYES £MG KoL
KOO, CTOGLOVG KO OVOTVEVCTIKT KATOGTOAN £M0C KOl AVATVEVGTIKT 0VOKOT.

Tevikd pétpa éxtaxtng avdyknc: Alatipnon Patod aepaymyov, VTOGTAPIEN TNG KUPOIKNG Kot
AVOTVEVGTIKNG AELTOVpYiog avdAoya pe To cupntdpata. [poxinon euetod yio Ty EKKEVOOT] TOV
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GTOLAYOL Elvol KATAAANAN €KTOC €0V TO TAGYKOV {MO eUQavilel peltmpévn Guveidnon, 6TV onoia
nepintoon pmopel va e€etaotel 10 evdgydevo TAOGNG GTopdyov. To avTidoTo Y10 TNV AVOTVEVGTIKY)
KaTaoTOAN givat 1 valo&ovr. Qot660, 1 vaAEOVT EVIEXETOL VO, UMV EIVOL XPTOLUN GE OXEG TIG
TEPIMTMOGELG VIEPIOGOAOYING LUE TPALOIOAT, KABDC PUTOpEl VoL avaoTPEYEL LOVO EV UEPEL OPIOUEVEC
amo TIG AAAES EMOPACELS TNG TPALAOOANG. € TEPIMTAOGELS CTOCUADV, XOpNYNoTe dalemipn.

Ewwol mepropiopoi ypnone kot e10kéc cuVONKeS ypnong:
EL: I'a yopfynon povo amd ktnviatpo.
CY: Agv 1oyvet.

1. Avem@dunra cvppavra

Yxorou

Zuyvé Koatactol*?, Yrvniio®

(1 émg 10 Loa / 100 vrd Bepameia
{oa):

Oyt ouyva Noavtia, 'Epetog

(1 éwg 10 Loda / 1.000 vro6 Bepameio
Coa):

Yrdvia Avridpaon vrepevarctneciog!

(1 émg 10 Loa / 10.000 vrd Bepaneio
Coa):

IToAV omévio Irocpog

(<1 Lo / 10.000 vro Oepancia {oa,
CUUTEPILOUPAVOUEVOV TOV
LELOVOUEVOV OVAPOPDV):

“"Hma.

P I8img otav yopnyouvtar vyniotepeg SOGEIC.
"H Ogponeio 0o mpémet va dlakomel.

3 Y& oKOAOVG pE XaUnAd 030 oTAGUOY.

H avagopd avem@ountov coppdvtov sivar onuovtikn. Emitpénel  cvveyn mapakoiovdnomn tng
acPAAELNG EVOG TTPoiovToG. Edv mapatnpnoete omoladnmote avemiBountn evépyeLo, kOO Kol oV OgvV
OVOQPEPETOL OTO ECOKAEIGTO PUALO 0dNYIDV XPpNoMG 1] AUPIBAALETE Y10 TNV OTOTEAEGLOTIKOTITO TOV
oapudrov, mapokaAeichs vo emkovmvioeTe, KaTopyds, LE TOV KTnviatpd cag. Mmopeite emiong va
AVOPEPETE OTTOLAONTOTE AVETLOVUNTO GVUPAVTO GTOV KATOYO TNE ASELNG KUKAOQOPIOG 1) GTOV TOTIKO
AVTITPOGMOTO TOV KOTOXOV TG AOEL0G KUKAOPOPING XPTOLULOTOIDVTOG TO, GTOLYEIN ETKOVMVING GTO
TEAOG VTOV TOV PVALOL 0OMYLDV YPNONG, N LECH TOL €OVIKOD GG GLGTNATOG AVAPOPAS:

CY: pharmacovigilance@vs.moa.gov.cy

EL: EOvikog Opyoviouog Gopuakwmv

Meocoyeimv 284

GR-15562 XoAapyog, AOfva

TnA: + 30 21 32040213

e-mail: vetpharmacovigilance@eof.gr

Iotétomog: http://www.eof.gr

8. Aocoloyia Yo kKG0g €id0g, TPOTOS Kol 0001 Yopnynong

T yopnynom and to otdua.
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H ovvietdpevn d6om eivar 2-4 mg v3poyAmptkng Tpapadoins ova kg copoticod fapovg kibe 8 dpeg
N 6mwg amotteitan pe Ao v £€vIOoT Tov TOVOUL.

To eldyioto pecodidotnuo petald tav docewv eivarl 6 mpec. H cuvictdpevn péylotn nuepnota 66om
givar 16 mg/kg. Kabmg 1 atoptkn amodkpion oty Tpapadoin eivor petafint kot eaptdton eV HEPEL
amo tn docoroyia, Tnv nhkia Tov a60gvolc, TI ATOUIKES Slopopéc otV evalctncia 6Tov TOVO Kot
YEVIKN Katdotaon, 1o PEATIGTO docoroykd oynpa Ba tpémel va tpocapudletar aTopkd
YPTOULOTOIDOVTOG TNV TUPUTAV® dOCT Kot T EDPT] LEGOIUCTHUATOG EXAVAANYNG TNG Oepamneiag. O
oKkOA0G Ba pémet va e€etaleton TaxTikd and Ktnviatpo yuo va a&loloyn0el edv amorteitol akorovBwg
mpocBetn avadynoia. [Ipdsbetn avarynocia propel va yopnyndei avédvovtag tn 661 ™G TPARAOOANG
uéypt va emttevydei  puéyiotn nuepniota 0661, 17/kal 0KOAOLODVTOS L0 TPOGEYYIGT) TOAVTPOTIKNG
avaAynociog pe tnv TpocHnkn GAL®V KATAAANA®Y OVOAYNTIKOV.

®a mpémet vo ypnotponotodviot diokio pe TV TAEOV KATAAANAY TEPLEKTIKOTNTA TPOKELUEVOL VL
€Ao1oTOTO100VTOL T SloUPEUEVE OLOKIO TOV TPETEL VO, QUAAGGOVTOL LEYPL TNV ETOLUEVT] XOPNYNOT).

Inuedote 0Tl 0 TaPdY 00G0A0YIKOG Tivakas TPoopileTal g 0dNyOg Yo T YOPNYNCT TOV
KTINVIATPIKOD QOPUAKEVTIKOD TPOIOVTOG 6TO VYNAG TUNHO TOV 6060A0YIKOD 0povg: 4 mg/kg
COUOTIKOD BAPovs. Avaeépel ToV aplfud TV S16KIMV TOL OTALTOVVTOL Y10 TN YopTynon 4 mg
VIPOYA®PIKNG TPOUASOANS avd kg copatikod Bapovg.

YopoTIKo Bapog Tpgg(ﬁgkn
1,25 kg O
2,5kg B
3,75 kg QB
5kg @
6,25 kg @ >,
7,5kg @ B

10 kg (DD
15 kg DDD

D= V4 diokio B= 15 diokio tB: ¥, dlokio @= 1 dwokio

9. Odnyieg Yo T c@oTi] Yoprynon
Ta diokio pwopovv va dwopebodv oe 2 1 4 ica uépn mate vo dtacariletar ) akpipng docoroyia.

TomoBetnotE T0 d10KI0 GE U0 EMIMEDT) EMPAVELD, LE TN YOPOYHEVT] TAELPE TPOG TOL VM KOL TNV KLPTN
(oTpoyyvAevpévn) mAeLPE VO EQATTETAL rng EMUPAVELNG.

'M/ fﬁs' Y QHD

VRV

I)- |'.' s

& ( ,dD
W YaD

S
\. J

2 io0 PEPM: TEGTE TTPOG TO. KAT® LLE TOVG AVTIYEPES GOG KAl OTIG dVO TAEVPEG TOL SIoKIOL.
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4 {ca pépn: MECTE TPOG T KATM LLE TOV OVTIXEPA GG OTO LEGOV TOV O1oKIOL.

10. Xpévor avapoviig

Agv 1oy08eL

11. Ewiwkéc ovvOnkeg oratiipnong

Na purdcoetal o€ BEom, TV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

Augpxeta {ong Tov Stupepévov S1oKImV HETO TO TPMTO AVOLYLLO TG GTOLXEUDOOVS GLCKEVAGING:

3 nuépec.

Noa unv euidcceto og Oeppokpacio peyoarvtepn tov 30 °C.

Noa pUAACCETAL GTIV OPYIKT] GUGKELAGIN Y10l VAL TO TPOGTATEVETOL OO TNV VYPAGLAL.

Na pn ypnoiponoteital avtd 1o KTNVINTPIKO GOPUOKEVTIKO TPOTdV HeTd and TNV nuepopnvia ANEng
OV AVOLYPAPETOL GTO KOLTI HETA TO EXP.

H nuepounvia An&ewg ovumintel pe v tedevtaio NUEPA TOL GLYKEKPLUEVOD U VO.

12, Ewwkég mpo@urdacers amoppryng
Ta eapuaxo dev TPETEL VO OTOPPITTOVTOL HECH TOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.

XPNGILOTOGTE TPOYPALLATO EXLGTPOPNS POPUAK®V Y10 TV OTOPPIYT| U1 XPNOHOTOBEVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V OV TPOEPYOVTAL amd TN (PO TOVG
GUUPMOVO, LLE TIC TOTIKEG ATOITNOELG KOl [e TUYOV 1oybovTa eBvikd cvotnuate cvAloyng. To pétpa
QVTA UTOCKOTOVY GTNV TPOCTAGIN TOL TEPPBAAAOVTOC.

Svpupovievbeite Tov knviaTpd 60OG 1 TOV POPUOKOTOLO GOG YO TOV TPOTO ATOPPIYNG TOV
YPTOLLOTONOEVTOV QUPUAK®V.

13. Toa&vounon TOV KTNVIOTPIKOV QUPLIKEVTIK®OV TPOTOVTMV

Na yopryeitar povov pe KINviaTpiky GuVTayT).
EL: Xopnyeiton pe €181k cvvroyn vapkotikov Iivakag A’ tov N. 3459/2006.

14,  Ap1Opoi o105 KUKAOQOPIUS KUl GUGKEVUGIEG

ApBpog MA:

CY: A.A K. Korpov: CY00716V
EL: A.A.K EALGdoc:
22916//22-2-2024-/K-0225602

2VVOKEVOGIEG:

Xaptwo kovtipe 1,2,3,4,5,6,7, 8,9, 10 1 25 koyéreg tav 10 diokimv.

Xdaptvo kovuti mov mepiéyetl 10 Egywprotd ydptiva KouTid, To Kabéva amd ta omoia TeplEyel 3 KoyEAEG
tov 10 diokiov.

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVAGIES.

15. Hpepopunvia tedevtaiog avabempnong Tov GUALOV 00OV YPNGNS

10/2024
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Aentopepeic TANpoeopies Yo T0 v Ady® KTNVIOTPIKO QUPLOKELTIKO TPOTOV givor StaBEGIIEC OTN
Baon dedopévav g EE yio ta kmviatpikd wpoidvro (https://medicines.health.europa.eu/veterinary).

16. Xrtoyygio emkowvoviag

Kdrtoyoc tne ddsiag KukAopopiag:
Dechra Regulatory B.V.
Handelsweg 25

5531 AE Bladel

OMowvdio

TTopaockevootng LTEVHLVOC Y10 TNV ATEAELOEPMON TOV TAPTIOWV:
Lelypharma B.V.

Zuiveringweg 42

8243 PZ Lelystad

OALavoio

Genera d.d.
Svetonedeljska cesta 2
10436 Rakov Potok
Kpoaria

Tomkol aVTITPOC®TOL KOl GTOLYELN EXIKOVMOVING Y10 TNV ovaQopd THUVOAOYOVUEVOV OVETIBOUNTOV
EVEPYELDV:

CY: Panchris Feeds (Veterinary) LTD

I'6pdiov Agopov 15, Bliounyavikn [eproyn Apadinmov, Adpvaka, T.K. 7100, Kdmpog

TnA: +357 24813333

EL: ALTAVET EE

Aewe. EX. Beviléhov 48, 16344 HAovmoAn
EAAAAA

24-mpo . 6948 200520

"o omoladnmote TANPOPOPio. GYETIKA LLE TO TAPOV KTNVIOTPIKO PAPUOKELTIKO TPOiOV, TapaKoieiche
va amevfuveite 6TOV TOTIKO AVTITPOCOTO TOL KATOYXOL TNG ASELNG KUKAOPOPIOG

17. Alheg minpo@opisg

Awopovpevo diokio
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