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ITAPAPTHMA I

MEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Kelevo 200 pg dioxio yio 6KOAOLS Kol YOTES

2. IMOIOTIKH KAI IIOXOTIKH YYNOGEXH
Kabe dioxio mepiéyet:

ApPUOTIKO GVGTATIKO:

Levothyroxine sodium 200 pg
(100dvvaun pe levothyroxine 194 pug)
"Exodoyo.:

owoTiki] 60vOgoN EKOOY OV Kol ALV
GUGTUTIKAV

Calcium hydrogen phosphate dihydrate
Magnesium stearate

Cellulose, microcrystalline
Croscarmellose sodium

Yeast flavour

AguKd £0¢ VTOAEVKO, GTPOYYLAD KOl KUPTO J10KI0 pe Kapé KnAideg Kol oTtavpmth ypapun Opadong
ot pia Tievpd. Ta diokio pmopovv va dtaipebovv oe 2 1 4 ioa pép.

3. KAINIKEX ITAHPO®OPIEXZ

3.1 Eion loov

XKOAOL, YdTEC.

3.2  OgpomevTikég evosielg Yo ka0g gidog Lmov

Bepameio Tov TPOTOTOOOHS Kal devTEPOTAHONS VTTOOVPEOEIBIGUOV.

3.3  Avrevosieg

Noa unv ypnoLonoleital 6€ GKOAOVG KoL YATEG TOV TAGYOVV OO OVETAPKELN TMV EXVEQPLII®Y TOL
OV E£YEL AVTIUETOMIOTEL

No punv ¥pnoonoLEital GE TEPITTMOT VIEPELOIGONGING GTN GTO dPACTIKO GVOTAUTIKO 1) GE KATO0
07O T, EKO0YO.

3.4 E101kéc mpog1domon|oELs

H dudyvoon tov vmobupeocidiopon mpénet vo, eniePatdveTan Le TIg KOTAAANAEG eEETACEL,

3.5 Idwitepeg mpopuraters katd tn ypion

ISwaitepec mpo@LAGEELC Yo THY 0c@OAN Yphion ota £ion (dwv:

Mo, aupvidia advénomn g avaykng yio Topoyn o&uyovoy GToVG TEPLPEPIKOVS IGTOVGS, GE GLVOVAGUO LE
TN LPOVOTPOTO dPAGCT TG VATPLOVYOL Agfobupo&ivng, pmopovv va Tpokarésovy VIepPoALKn
Katamovnon o€ o actevi) Kopdid, TPOKOAMVTAG OVETOPKN AVTIPPOTIOT] KOl GUUTTMOLOTO
GUUPOPNTIKNG KOPIIKNG OVETAPKELNS.



YmoBupeoedikd {da. [le GUVLTAPYOV VITOPAOLOETIVEPPLOIGILE £XOVV UELOUEVT] IKOVOTNTO
LETABOAIGUOD TNG vATPLovyoL AefoBupo&ivng Kot ETOUEVMG SLATPEYOLY UEYOADTEPO KiVOUVO
Bupeoto&ikwong. Ta (oo avtd npénel va otadeponolohvtal Le YOpNYNoN YAVKOKOPTIKOEW MV Kot
OAOTOKOPTIKOEWOMV TP amd TN Bepamneia e vaTprovyo Aefobuvposivn, yia v amopuyn TpdkAnong
VTOPAOLOETVEPPIOIKNG Kpiong. Metd amd avthy TN yopnynon, Oa mpénet va exavoinebovv ot
e€etdoelg Tov Bupeoe1dohs Kal, GTN GLUVEYELD, GUVICTATOL 1) GTASI0KT EloaY®YN TG Oepaneiog e
AePobBupo&ivn (Eexvavtog pe 25% g kavovikig 606MG Kal 0VEAVOVTAG TNV HE TPOGOLENCELS KOTA
25% xabe dexomevOnuepo péypt va, emttevydei BEXTioT otabepomoinon). Eniong, n otadiokn
gloaymyn g Bepaneiog cuviotdrol kot og {ma pe GAAEG cuVLTTaPYOoVoEG TaBNoELS, Winitepa o€ (Do
LE KapdlaKn VOG0, GOKYapddn d1ofTn Kot VEPPIKT 1] NIOTIKY SuGAELITOLPYIaL.

AOY® TOV TEPLOPIGUMY 6TO UEYEDOG KOl TN SLVATOTNTO SLOYDPIGLOD TV dIGKImV, EVOEYETUL VO UNV
glvar duvarn N wWavikn docoroyia o {da mov Luyilouv Ayotepo and 2,5 kg. Emopévmg, n yprion tov
TPOidVTOC o€ avtd To (da mpénel va Paciletal og Ho TPOCEKTIKN EKTIUNGT TN OYEONC
0PEALOVE/KIVOUVOL 0o Tov VITEHBLVO KTNViKTPO.

ISwaitepec mpo@uAdEeic mTov wpémel va Aaudvoviot amd To GTOLO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TTPoioV og {da::

AVTO TO TPOIOV TTEPLEYEL VYTAT] GLYKEVTPMOOT] VOTPLovyov Agfobupo&ivng kot umopel va etvor
emPAaféc o€ TEPITTOON KATATOONG, 1O1MC Yo T Tadid. Ot £yKveg yuvaike mpémel va yewpilovion
oUTO TO KTNVINTPIKO PAPUOKEVLTIKO Tpoiov pe tpocoyn. Kdbe aypnoponointo(a) tunua(ta) Tov
O1oKioV TPETEL VAL EMOTPEPETALOVTOL) GTNV AVOLYIEVT] KOWEAN, Vo EnovaTotobeTeitay(ovvtal) oTnv
eEmTEPIKN GVoKEVAGTN KOl Vo puAdcGETAL(0vVTOL) g BEon TNV omoia dev PAETOLV KAl OEV
npooeyyilovv Ta Taudid Kot Vo, XpNCLLOTOIEITO(0VVTAL) TAVTO GTNV ETOUEVT XOPNYNOT).

Xe TePInTOOT 0KOVGL0G KATATOOTG, avaintiote auécmg 1otpikn fonbeta kot exdeifte otov WwTpd
TO ECOKAEIGTO PUALO OINYIDV XPTCEMG 1 TNV ETIKETA TOV PAPUAKEVLTIKOD TPOIOVTOC.

ITAévete ta xépla oag LETA TOV XEPIGUO T®V doKImV.

[Swaitepec mpo@LAGEELC Yo TV TPpOooTaGio TOL TEPPEGAAOVTOC:

Agv 1oyvet.
3.6 AvemOopnta copfavra

2K0OAoL, YOTEG:

Ampocdioplotn Zvyvotnra (dev Kvnopd'
umopel va extiunOei amod ta
dwbéoipa oTotyein):

' Apyid, Eapon ToV SEPUOTIKAV GUUTTOUATOV e OVENHEVO KVIGHO ad TNV AmoPOAT TV TOAGY
EMOMMOKDV KOTTAP@V.

H avagopd avembountov coppdviav eivar onpavtiky. Exitpénet  cuveyn mapakolobtnon g
OCQAAELNG EVOC KTNVIOTPIKOD QOPUOKEVTIKOD TTPOTOVTOG. Ot avapopic TPEMEL VO OTOGTEALOVTAL, KOTA
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNG AOEL0G KUKAOPOPING 1) GTOV TOTIKO OVIUTPOCMTO
ToV gite oV €bvikn appodio apyn HEC® TOL BVIKOD CLGTNLOTOC avapopds. AvatpéEte eniong otV
OV POAAOV 0dNYIDV XPNONG Y10 TO AVTIGTOLY GTOLKElD EMKOWV®VING,

3.7 Xpnon katd Ty KOUNG1, TN Yorovyia | TNV ®OTOKiA

Kvdnon kot yarovyio:




H aocpdAelo tov ktnviaTpikod QopUOKEVTIKOD TPOTOVTOG dev £yl amodetyfel oe KLOPOPOVOES

N INAGLovoec GKVAEG Kot YATESG KO, EMOUEVAOC, 1| XPTION TOV TPOIOVTOC 6€ avTd To {0 TPEMEL Vi
Baciletor o€ (o ekTipunom g oXEGNG 0PEAOVG/KIVEHVOL 0o Tov Vevbuvo KTnviatpo. QoTo00,

N AePobBupolivn etvar pia evdoyevig ovoio kot o1 Bupeoeldikég oproveg eival amopaitnTeg yio Tnv
avamtuén Tov guPpvov, WIne KaTd TV TPOTN TEPiodo TG Kinonc. O vrobupeoetdioudg Katd
SLapKeELn TNG KOMONG UTOPEL va. £xEL WG 0moTEAEGUO, LEIlOVEG EMTAOKES, OTMG EPPPLTKO OAvaTO KOt
dvopevn mepryevvnrikn ékPaon. H 6601 cuvinpnong g vatpliovyov Aefobupo&ivng evoeyouévmg

va xpnéet poduong Katd ™ dtdpkela g kumong. O1 kvoeopoHoeg okOAEG Kot Yateg Oa mpénet,
EMOUEVMG, VO TOPAKOAOVBOVVTOL GE TAKTIKY Bdon, amd T GOAANYN £m¢ Kol apKeETEC EfOOUAdES LETA
TOV TOKETO.

3.8 Alniermidopaon pe GAA0 QUPROKEVTIKG TPOIOVTA Ko GAAeg popPES ahiniemiopaocnc

Alpopo QappoK dSOVOVTOL VO EUTOSIGOVV T GUVOEST) TV BUPEOEIOIKMOY OPLOVAV LE TO TAAGHO 1|
TOVC 16TOVC 1 Vo LeTafdALlovy To peTafolopd Tovg (m.y. fapPirovpikd, avit-6&va, ovaPoAtka
GTEPOELDT, SLOLEMAUN, POVPOCEUION, LITOTAVT], PAVVABOLTALOVT], PUVLTOIVY, TPOTPAVOLOAT, VYNAEG
3001 GOMKVAIK®V Kot GovApovouideg). Katd ) Oepaneio {dmv mov Aappdvovy cuyyopnyoduevn
(QOPLOKEVTIKT OY®YN, TPETEL VL AQUPAVOVTOL DTOYN OL IOLOTITEG AVTAOV TV POPUAKOV.

Ta otoTpoydva umopei va avENGovV TIC OTatTHoELS 6 BVPEOEISIKEG OPLOVEG.

H xetapivn pmopel vo mpokarécel Toyvkapdio Kot vaEPTact OTav ¥pnollonoleital oe aobeveig mov
Aappdvovv Bupeoetdikég oproOves.

H 6pdon TV KoTeXoLaUVOY KOl TOV CUUTAONTIKOUIUNTIKGOV avEdvetal pe tn Aefobupo&ivn.

X évav aobev 0 0mol0g giye TPONYOLUEVMC OVTIPPOTOVLEVT] GUUPOPNTIKT] KAPSIOKT AVETAPKELD KO
apyiler va Aappavel oy@yn avomAnpoong Tov BupeoedIK@®V OpUOVMV, EVOEYETOL VA EIVaL OTTOPAiTNTN
pa avénomn e 6060 0YinG oKEVACUAT®Y SAKTLAITIONG. MeTd TV ay®yn Yio VTOBVPEOEISIoUO G
acleveic pe cuvumdpyovta S10pnTn, GVVIGTATOL TPOGEKTIKT TOPAKOAOVONGT TOV YAVKOUIKOD
eréyyov.

O1 tep1ocoTEPOL 00BEVEIC VIO YPOVIL, LYNANG ddoNC, Kabnuepwv Bepameio pe yAvkokopTikogdn Ba
£YOVV TOAD YOUNAEC 1] UM AVIXVEVGIUES GLUYKEVTPMGELS TNG T4 atov 0po, KaBdC Kot yapUnAdTEPES TOV
QVO1O0AOYIKOV TIEG TG T3.

3.9 Oodoi yopnynong Kot docoroyia

Amo tov 6TONOTOC XPNOT.

H ocvvietduevn d6om évapéng yio okdrovg kot yateg givar 20 ug vatprovyov Aefobuposivig avd kg
COUOTIKOD BAPOVS TNV NUEPT, YOPTYOVUEVO O EQATAE NIEPTOLO OGN 1) G€ dVO G0 dLUPEUEVES
d00ELS.

AOY® TOV SIOKVUAVGEDY GTNV amoppOPN o1 KoL TOV LETOPOAICUO, 1) docoAoYia pmopel va amattel
TPOTOTONGELS £C OTOV TTapatnPNOel po TANPNG KAVIKY avtamokpion. H apywkn docoroyia kot
oLYVOTNTA YOPNYNONG amoTELOVV amhd Eva onpeio évapéne. H Bepaneia mpénet va gival iaitepa
€EATOUIKEVUEVT] KOl TPOGOAPUOCUEVT OTIC OVAYKES TOL KABE (dov, 101m¢ Yol YATEC Kal LKpovg
GKVAOVG, GUUPMOVE, LLE TNV TOPUKOAOVONGN TOL KTNVIATPOL.

210V 6KOAOVG KOl TIG YATEG, 1 amoppoPNoN TNG voTplovyov Aefobupo&ivng uropel va ennpeactel amd
TNV TaPOLGia TPOPNG. ZVVENMGC, 1| ®Pa TG Bepameiog Kot 1) 6YEoT NG LE TN CITIoN TPENEL VOl
dtatnpovvrtal otabepés amd pépa o PEPA.

I npogopies yia tov Gepamovia ktnviatpo
BA. eniong mapdypaeo 3.5 ya tn ypron oe {oa Papovg < 2,5 kg.

Ocpomevtixny moporxolovOnon

H d60m 0o mpémel va mpocapudletar pe Bdomn v KAWIKN avtomokplon kot ta exineda g Qupo&ivng
GTO TAAGLLO.

T'a v emopkn TapakoAovBnon g Bepameiag, LTopovV va PLETPNBOVV 01 KATOTATEG TILES (OUECWHS
7pwv amo T Oepameio) Kot o1 pEYIoTeg TIUES (TEPimOv TEGGEPIC MPEG META TN yopNynon) g T4 oto

T doua. Xe {ma mov £yovv AdPel emapkn doom, 1 HEYIGTN cVYKEVTpwO TG T4 oto TAdoua TpEmeL va
glvatl 610 VYNAO g0POg PLGLOAOYIKAV THMV (Ttepimov 30 £wg 47 nmol/l) kou o1 kaTdTATEG TIHEG TPEMEL



va glvar Tave and tepimov 19 nmol/l. Edv ta enineda g T4 Ppickovtar kTtdg avToD TOL E0POLG,

1 8601 T™NE vaTplovyov Aefobvpoéivine umopel va TpoGapUOGTEL e TIG KATAAANAEG TPOCAVENCELS TV
50 émg 200 pg puéypt o acbevnig va Kotaotel emapkdc evBvpeoedikdc kal n T4 otov 0pd va Ppicketan
péca oto gvupog avapopdc. Ta emimeda g T4 oto TAdopa propovv va gheyyBobdv ek véov dvo
eBoopadeg petd v alhayn g docoroyiag, aAAd 1 KMvikn Bedtioon amoterel Evav e&icov
ONUOVTIKO TUPAYOVTH GTOV TPOGOI0PIGHO TG EEATOUIKEVIEVIG BOGOAOYIOG KOl Y10 ALTO amaiLTeiTOL
o TEGGAPOV EmG OKTM efdouddwv. Otav €xel emttevybei n fEXTIoT 060 LITOKATAGTAGNG, 1
KAV Kot Broynpikn topakoAovdnon propei va paypatoroteiton Kabe 6 — 12 pveg,.

Ta diokia pmopovv va dtopebodv oe 2 1 4 ioa pLépn Yo va dStoPoAGTEL 1| Yoprynon g akpPovg
d0on¢. TomoBetnote O S10KI0 TAV® GE 0L EMIMESN EMPAVELD, LLE TNV TAELPA TOV PEPEL TNV EYKOTN
GTPOUUEVT] TPOG TOL ETAV® KOL TNV KUPTH (GTPOYYLAEUEVT) TAEVPA GTPAUUEVT TTPOG TNV ETLPAVELA.

TPV
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Micd: mEGTE TPOS TA KATW LE TOVG AVTIXEIPES GOG KOt GTIS 000 TAELPES TOV S10KIOV.
Téropto: TEGTE MPOG TOL KATW LLE TOV AVTIYEPA GO GTO LEGOV TOL dLOKIOV.

3.10 Zvprtopote vIEPOOGOA0YING (KUl KATA TEPITTMON, HETPU AVTIUETOTLCNG KOl AVTIO0TO)

Metd ) yoprynon vrepfoiikmv d6cewv, umopel va gpeaviotel Bupeotolikmon. H Bupeotolikmon

®G OVETLOVUNTN eVEPYELD TNG NG LITEPSOGOAOYING OEV EIVaL GLYVT GTOVE GKOAOLS KL TIG YATEG,
AOY® TNG IKAVOTNTAG QVTOV TOV WMV Vo KOTafoAILovv Kot va anekkpivouy Tig BupeogIdtkeés OplOVEG.
Y€ MEPIMTOOT AKOVGLOG ANYNG LEYEAA®Y TOGOTHT®Y TOV KTNVIUTPIKOD QOPUAUKEVTIKOD TPOIdVTOG,

N amoppdENon uropel vo petmbel pe Ty TPOKANGN EUETOV KOL TNV OT0 TOV GTOUNTOC EQATAE
yopnynon evepyov avlpaia Kot Bewkov poyvnciov.

Y mepintwon o&eiog VTePdocoAOYing 0€ GKOAOVG KOl YOTEC, TO KAVIKG CUUTTOUOTO EIVOL ETEKTAGELG
TOV PLGLOAOYIKGV EMOPAceE®V TG opuovng. Oeia vtepdocoroyio g Aefobupot&ivng umopel va
TPOKUAEGEL EUETO, SLAPPOLO, VITEPKIVITIKOTITA, VIEPTACT, ANOapYO, TayLKOPSIa, TOYVTVOL,
dvoTVoLa, KOt (1] PLGIOAOYIKA OVTOVOKAQGTIKA TNG KOPNG TOV LOTION GTO Q®G.

Metd amd gpovia VITEPOOGOAOYIN GE GKOAOVG KOl YUTES, EVOEYETAL BE@PNTIKH VO TPOKVYOLV TaL
KAMVIKG COUTTAOUOTO TOV DTEPOLPEOESIGHOD, OTMG TOALSYia, TOAVOVPIN, AUYAVIOCLLO, OTMAELN
Bapovg ywpic avopeia, Kot gite To Eva 0o To, 000 gite apPdTEPA TAXVKAPSia Kot vevpikotnTa. H
TOPOVGIO, AVTOV TOV CVUTTOUATOV o TPETEL VO 00N yNoEL 6TV AE10AOYNON TOV GUYKEVIPOCE®V TIG
T4 1oV 0pd Tpokelpévov va emPeforwbdei n dSidyvoon, kabdg Kot 6TV AUEST) SLOKOTN TG OYWOYNS.
MOAMG LTOY®PNGOLY TO, GCLUTTOUATO (NUEPES G EfOOAdES), emaveleTaotel | docoloYi TNG
Bupeoe1dikng opprovng Kot T0 (DO avoppOCEL TANPMG, UTOPEL Vo EEKIVIGEL YOPTYNOT YOUNAOTEPNC
d00oMg, [Le oTeV] TapakoiovOnen tov {mov.

3.11 Eowkoi wepropiopoi ypriong kKot e01KES 6VVONKES Yprions, copmepriapufavopséveov
TEPLOPLOUAV GT1] YP1GT] UVTIUIKPOPLEKAV KAl UVTITUPUGLTIKAV KTNVIITPLKOV

PUPUOKEVTIKAV TPOIOVTOV TPOKELPNEVOD VO TEPLOPLOTEL 0 KivOoLVeg avamTuEng avroyg

Agv 1oyvet.



3.12 Xpdvor avapovig
Agv 1oy0et.
4. OAPMAKOAOTI'IKEX IIAHPO®OPIEX

4.1 Kodowiog ATCvet:
QHO3AA01

4.2 @oppoxKodvVePIKI

H Aefobupotivn eivar Eva cuvletikd opdAoYo TG PLGIKNIG Bupeoeldikng oppovng Buposivng (T4).
Mertatpénetal ot froroykd nepiocotepo evepyn Tpuwdobupovivny (T3). H T3 cvvdéetan péocm
€KDYV VTOJ0YEMV EVTOG TNG TAAGLOTIKNG LEUPPEVIG, TV LUTOXOVOPI®mV KOl TNG YPOUATIVIG
EMPEPOVTOG LETAPOAES 6T peTaypoen Tov DNA kot tv mpoteivocuvieon. Qg ek tobtov, 1 évapén
g Opaong eivar Ppadeia.

H vatpiovyog Aefobupoivn enrnpedlet Tov petafoMopd TV véaTAVOPAK®OV, TPOTEIVOV, MOV,
Brrapuvav, voukieikadv o&éwv kat 1dvtov. H vatpiovyoc Aefobupo&ivn dieyeipetl tnv katavdimon
0&uyovou Kot TpokaAel avénuévn petaforkn dpactnpiotra avéavovtag Tov aplud Tov
pitoyovdpiov. H mpwteivikn cuvlBeon dieyeipetat Kot 1 KaTovaAmon vdatavlpdkmy avsavetor.
Atgyeipetat 0 petafoMopids Tov AoV,

4.3 @oppoKoKIVTIKY

Metd v and Tov GTOHTOC TPOGAN Y, 1| YACTPEVTEPIKY amoppoenon ival 10 émg 50% ctovg
okOA0LG katl 10% oTig YateS, VA 1 Crax ETITUYYAVETOL EVTOC 4 - 12 0p®V PETH TN XOPNYNOT GTOVG
oKOAOVG Kal 3 - 4 @pdv oT1g Yateg. Metd ) yopnynon 20 wikpoypoppapiov avd kg tov dpactikod
GVOTOTIKOV 6€ 57 VToBupeoeldKovg oKOAOVG, Ta enineda Bupo&ivng (T4) oto mhdopa avéndnkay
GTNV TAELOVOTITA TOV TEPTOGEDV GTIG PLGLOAOYIKEG TIUESG (20 - 46 nmol). Metd v amoppopnon
otV KukKAopopia, 1 T4 anoiwdidvetor oe T3 6ToVg TEPLPEPIKOVS 1GTOVG. ZTOVG GKOAOVG, TAV® OO
50% g T4 mov mapdyetar kéOe pépa yavetor ota kompava. O ypdvog nuceiog Lmrg 6Tov 0pd GTOVG
@VOIO0AOYIKOVG GKVAOVG givarl 10 émg 16 dpeg. Tovg VTOOBVPEOEIIKOVG GKVDAOVG, ¥PeLaleTal
peyoATEPO Ypovikd daotnua. H pappakokivntikny g Aefobupo&ivng dev €xel mAnpmg diepevvn el
OTIG YOTEC.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopeg acopporotnreg

Agv 1oyvet.
5.2 Awdpkero ong

Avdprero {ong TOL KTNVINTPIKOL POPUUKEVTIKOD TPOIOVTOG COLM®VO LIE TI GUCKELOCIN TOANCNG: 2 £TN.
Awdpreto Cong Tov dtapepévov dokimv: 4 nuépec.

5.3 Iowitepeg Tpo@uAatels kKatd T @OAAEN TOV TPOiIGVTOG

Mn puAdooete oe Beppokpacio peyoivtepn tov 30 °C.

Na uAdcoETAL TNV OPYIKT) CLGKELAGIA.

Emavatonobeteite To aypnoiponointo TURpRoTe ToV S16KI0V GTNV OVOLYHEVT] KUWEAT Kot

YPNOLOTOLEITE TO TAVTOTE GTNV ETLOUEVT] XOPTYNON.

5.4 ®von Kol cHVOEGT TGS GTOLELDO0VS CVCKEVUGIUG



Alovpivio — PVC / PE / PVDC xvyéhn nov mepiéxet 10 1 25 diokio €K0oTN CUOKEVAGHEVO GE KOVTI
omd yopToOVvL.

Meyébn cvokevaciog:

Xaptivo kovuti pe 50 diokia.

Xaptwo kovti pe 100 diokia.

Xdaptvo kovti pe 250 diokia.

Mmopel va unv Kokho@opohv OAEG 01 GLGKEVAGIES.

5.5 Ewwkég mpo@ulaels amdppyng vog Ui yp1oIHoTo)0EvTog KTNVINTPLKOVD QUPREKEVTIKOV

TPOIOVTOG 1] GALOV VAKOV TTOV TPOEPYOVTAL AT T1) YP1)C1) TOL TPOIOGVTOS, AV VITAPYOVY

Ta @dppoka dev TPEMEL VA, ATOPPITTOVTIOL LECH TOV AVUAT®V 1 TOV OIKIOKOV OTOBANTOV.
XPNOYLOTOMOTE TPOYPALLOTH ETIOTPOPTG POPUAKOV Vi TNV ATOPPIYN U XPTCILOTO0EVTOV
KTNVIOTPIKOV QAPLOKEVTIKMY TPOIOVTOV 1] GALDY DAIK®OV TOL TPOEPYOVTAL OO TN XPTON TOVG
GOLPOVA [LE TIC TOTIKEG AUITNOELS KO IE TUYXOV EOVIKA GLUGTILOTO GLAAOYNC TOV 1GYVOVV Y10, TO,
GYETIKA KTNVITPIKE PAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

LIVISTO Int’l, S.L.

7. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

73682/ 02-08-2021/K-0245101

8. HMEPOMHNIA INPQTHXE EI'KPIZHX

Huepounvia Ing éyxpiong: 02-08-2021.

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10/2024

10. TAZEINOMHIH TOQN KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTOQN

Na yoprnyeitotr LOVoV [e KINVIOTPIKT GLVTAYT.

Agmtopepeic TANpoPopieg Yo 10 v AOY® KTNVIOTPIKO QOPUOKEVTIKO TPoidv givar dabéoieg otn fdaon
dedopévav g EE yu ta ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).




IHAPAPTHMA II1

EINIXHMANXZH KAI ®YAAO OAHI'IQN XPHXHX



A. EIIXHMANXH



IHAHPO®OPIEX I1IOY IIPEITEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

{xapTivo Kovti}

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Kelevo 200 pg dioxia

| 2. IYNOEIH IE APAITIKH(EI) OYZIA(EL)

Ka0e oioxio mepiéyet:

APUGTIKO GVGTOTIKO:
Levothyroxine sodium 200 ug
(100dvvaun pe levothyroxine 194 ng)

3.  TYSKEYAXIA

50 dokia
100 doxia
250 dokia

| 4. EIAOX(H) ZQOY(QN)

XkOAoL, ydTeC.

| 5. ENAEIZEIZ

| 6. OAOI XOPHTHIHE

Amo tov 6ToHOTOC XPNON.

AvT6 10 TPOidV Pmopel va etvan emMPAAPEC 6€ TEPINTOOT KOTATOONG, 101G Y10, TO TOLOIAL.
Emavatomofeteite ta aypnopomointo T HATe TOL SI6KIOL TNV ovVOlyLEVT] KOWEAT Kot
YPNOUYLOTOLEITE TO TAVTOTE GTNV EMOLEVT YOPNYNON.

‘ 7. XPONOI ANAMONHX

| 8.  HMEPOMHNIA AHEHZ

Exp. {uweeee}

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

Mn puAdooete og Beppokpacia peyoivtepn tov 30 °C.
Noa puAdooeTal 6TV 0pYIKT GUGKELOGTIL.
Avdpkela Long Tov dwpepévov diokiov: 4 nuépes.

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AIIO TH XPHXH»

AwPaote To POALO 0NYIOV YPHONG TPV OO TN XPNOT).

‘ 11. OI AEEEIX «KATIOKAEIXTIKA I'T'A KTHNIATPIKH XPHXH»
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ATOKAEIOTIKA Y10, KTNVIOTPIKN XPT oM.

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

Na pvidooetar o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tandid.

‘ 13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LIVISTO Int’1, S.L.

‘ 14. APIOMOI AAEIAYX KYKAO®OPIAX

73682 /02-08-2021/K-0245101

‘ 15. APIOMOZX ITAPTIAAX

Lot {ap1Buoc}

11



EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

{Kvyéin}

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Kelevo

Md

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Levothyroxine sodium 200 pg

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Ouog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {uweeee}

12



B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHX

1. Ovopooio TV KTNVIOTPLKOD QUPULUKEVTIKOD TPOIOVTOg

Kelevo 200 pg dtokio yio 6KOAOLS Kol YOTES

2. YovOeon

Ka0e diokio mepiéyet:

APUGTIKO GVGTOUTIKO:

Levothyroxine sodium 200 pg

(1codvvaun pe levothyroxine 194 ng)

AguKb £10¢ VTOAEVKO, GTPOYYLAD KOl KUPTO S10KI0 pe KopE KNAdES Kol 6TavpmTh ypapuun Opadong
o pia mievpd. Ta diokia pmopovv va dwapeboly og 2 1 4 ioa puép.

3. Eion Lowv

XkOAoL, ydTec.

4. OepamevTiKég evoEitelg

®epamneio Tov TPpOTOTAHOLS Kol devTEPOTAHONS VTTOBVPEOEISIGLOV.

5. Avtevoeilelg

No unv ypnoLonoleital 6€ GKOAOVG KOl YATEG TOV TAGYOVV OO OVETAPKELN TMV EXVEQPLII®Y TOL
OgV £YEL AVTIUETOMIOTEL

Na punv ypnolionoteiton o€ mepinTmon vrepevalcdnciog ot 6To dPACTIKO GUGTOTIKO 1) G KATO10
oo T0, EKO0YO.

6. Ewwég mpocrdomonjocig

Edwkéc mposidomomoelc:

H dudyvaoon tov vmobupeogidiopon mpénet vo, enifePatdveTorl Le TIg KOTOANAES eEETACELS.

[Swaitepec mpo@LAGEELC Yo TV 0c@OAN Yphion ota gion (dwv:

Mo aupvidia advénomn g avaykng yio Topoy 0&uyovoy GToVG TEPLPEPIKOVS IGTOVG, GE GUVOVAGUO LIE
TN YPOVOTPOTO dPACT TG VATPLOVYOoL Aefobupol&ivng, pmopovv va Tpokarésovy VEpPOALKN
KOTOTOVNoN G Ui ac0evi| Kapdid, TPOKAADMVTOC OVETOPKT| OVTIPPOTNGT KOl GUUTTMOLOTO,
GULLPOPNTIKNG KAPSIOKNG OVETAPKELQGS,
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YroBvpeoedikd {da pe GLVVTAPYOV VTOPAOLOETIVEPPIOIGHO £YOVV PEWOUEVT] IKAVOTNTO
HeTafoAIo OV TNG VaTpLovyov Aefobupoivng kot emouévag d1aTpéyovy LeyaAdTEPO Kivouvo
Bvpeoto&ikwong. Ta {da avtd Tpénel va 6TadeponolohvTol Le YOPNYNoN YAVKOKOPTIKOEIWOMYV Kol
OAOTOKOPTIKOEW OV TPV oo T Bepameia pe vatplovyo Aefobupoéivn, yio v amopuyn TpdKAnong
VTOPAOIOETVEPPLOIKNG Kpiong. Metd amd avtiv T yoprynomn, 0a mpénet va emavainebovv ot
g€etdoelc Tov Bupeoe1dohc Kal, GTN GLUVEYELD, GUVICTATOL 1) GTAOI0KT EloayY®OYN TG Oepaneiag e
Aefobupo&ivn (extvavtag pe 25% g Kavovikng d0omg Kot avEAVovTac TV e TPOCAVENGELS KATE
25% xa0e dexamevOnpepo péypt va emrevydel BéEATIo otabepomoinom). Eniong, n otadiok
gloaymyn g Oepaneiog cuviotdrol kot o {ma pe GAAeg cuvumdpyovoeg mabnoels, Wiitepa o (Ha
HE KapdlaKn VOG0, GOKYOP®DIN S10f)Tn Kol VEPPIKT 1| NIOTIKY SuGAEITOLPYIa.

AOY® TOV TEPLOPICUDV 6TO PEYEDOG Kat Tr SuvaTOHTNTO SLOYOPICHOD TOV JIoKIWV, EVOEXETAL VA NV
glvar duvarn N Wavikn docoroyia o {da mov {uyilovv Ayotepo and 2,5 kg. Emouévamg, n yprion tov
TPO1OVTOG 6€ avTd T0. Lo Tpémel va Pacileton 6€ P TPOGEKTIKN EKTIUNGOT TNG OXEONC
0PELOVG/KIVOUVOD amd ToV LITEKOBLVO KTNVIiATPO.

Idwaitepeg TpopuAdEeic Tov wpémel vo Aaudvovior amd To GTOLO TOV YOPNYEL TO KINVINTPIKO
OopuLaKEVTIKO TPoidv oe Lo

Av16 10 TPOTOV TEPLEYEL VYNAN GLYKEVTPMOT VATPLoVYoL AeBoBvpo&ivig kot umopet va etvar
emPraPéc o€ mepinT®ON KOTATOGNC, 10IMC Y10, TO, TOd1d. O £yKveg Yuvaikeg mpémel va yepilovtan
aUTO TO KTNVINTPIKO PAPUOKEVLTIKO TPoioy pe tpocsoyn. Kdbe aypnoponointo(a) tunpa(ta) Tov
S1oKiOV TPETEL VAL EMOTPEPETALOVTAL) GTNV OVOLYILEVT] KOWEAN, Vo enavaTonobeTeitay(ovvtal) oTnv
eEmTePIKN GuokevOGia Kol va puAdooetalovtal) o€ 0Eon v onoia dev PAETOLY Kot deV
npooeyyilovv ta Taudid Kot vo, XPTCLOTOIEITO0VVTAL) TAVTO GTNV ETOUEVT] XOPNYNOT).

Xg TePINTOOT 0KOVGL0G KATATOOTS, avaintiote apuécmg 1otpikn fondeta kot emdeite otov 1Tpd
TO E0MKAELGTO PVALO 0ONYLDV XPNCEWS N TNV ETIKETO TOV POPUAKEVTIKOV TPOIGVTOG.

[TAévete ta. yEpla oaG LETA TOV XEPIOUO T®V S1oKiwV.

Eyxvuooctvn kot yolovyio:

H acpdieio Tov kTNviaTpikod QopUOKEVTIKOD TPOTOVTOG dev £xel amoderydel oe KLOPOPOVOES

N INraovoeg oKOAEG Kat YATEG KO, ETOUEVAOC, 1) YPTON TOL TPOIOVTOG GE AT T (Mo TPEMEL VoL
PacileTon o€ pia ekTipnon g oxEong opEAOVS/KvovVoL omtd Tov vtevbuvo knviotpo. QoT1dc0,

N Aefobupolivn eivar pia evdoyevig ovoio Kot o1 Bupeoeldikég OprOVEG Eval AmOPAiTNTES Y10 TNV
avamtuén Tov guPpvov, 1Wimg KaTd TNV TPOTN TEPL0do NG KuMons. O vrobvpeoediodg KOTAE TN
dlapKeto TG KoMmong umopel va €xel og amotédecpa peilovec emmAokés, Ommwg epfpuikd Bdvarto Kot
dvopevn mepryevvnrikn ékPaon. H 660m cuvinpnong g vatplovyov Aefobupo&ivng evoeyouévmg
va ypnlet poduong katd ™ didpkela g komong. Ot kvopopohoeg okOAEG Kot Yateg Oa mpénet,
EMOUEVAS, VO TAPOKOAOVOOVVTOL O TAKTIKY| BAom, amd T GOAANYN MG Kat apKeTEG EBOOUAOEC LETA
TOV TOKETO.

AMNAETIOpOoN e QAAL QOPOUOKEVTIKA TTPOTOVTIO KOl GAAEC LOPOEC AAANAETIOpaoNC:

ALpopa QappHOKe SOVOVTOL VO EUTOSIGOVV TN GUVOEST) TV BVPEOEIOIKMY OPHOVAOV LE TO TAAGHO 1|
TOVG 10TOVG 1} va. LETaAALovY To peTafolMopd Toug (.. PapPirovpukd, avi-0&va, avaforid
o1ePOELdN], S1alETAUN, POVPOCEUIOT], TOTAVT, PAVLABOVTALOVN, PAVVTOTVY, TPOTPAVOAOAT, VYNAEC
3001 GOMKVAIK®V Kot ovApovouideg). Katd ) Oepaneio {dmv mov Aapufdvovy cuyyopnyoduevn
(QOPUOKEVTIKT OY®YN, TPETEL VAL AQUPAVOVTOL DVTOYN OL IOIOTITEG QVTAOV TV POPLAKOV.

Ta otoTpoydva pmopei va avENcovV TIC OmatToElg o€ BVPEoEdIKEG OPUOVES.

H xetapivn pumopel vo mpokarécel Toyvkapdio Kot vaéptact OTav ¥pnouonoleital oe acbeveic mov
Aappdvouv Bupeoetdikég opproveg.

H dpdon tov kateyoAapvdv Kot ToV GOUTUONTIKOHUNTIKOV avédvetat pe tn Aefobupo&ivn.

e évov 0o00gvi) 0 0moiog elye TPONYOLUEVAOS OVTIPPOTOVIEVT] GUUPOPNTIKT KAPOLOKT VETAPKELD, KO
apyiletl va Aappavel aywyn avomAnpoong Tov BupeosldikdV opUOVOY, EVOEYXETOL VO Elval omapaitnTy
pio odvénomn tng 0060A0Yi0G GKEVAGUATOV dAKTLAITIONG. META TNV aymy1 Yo VTOBVPEOEBICUO GE
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aofeveic e cuvumdpyovta S10pNTn, GUVIGTATOL TPOGEKTIKT TOPAKOAOVONOT TOV YAVKAUIKOV
erEyyovL.

O1 mep1ocoTEPOL 0obeveig VIO YPoOVIA, VYNANG dOomg, kKabnuepivr Bepaneia e YAVKOKOPTIKOEWT] Oa
€YoV TOAD YAUNAEG 1| L] OVIYVEVCLLEG CLYKEVIPMOGELS TG T4 6TOV 0pd, KOOMDC KAl YoUNAOTEPES TOV

@LGLOAOYIKOV TIHéEG TG T3.

Yrepdocoroyio:

Metd ) yoprynon vrepPoriikmdv ddcemv, umopei va epepaviotel Bupeototikmon. H Bupeotolikmon

®G AVETOVUNTN EVEPYELD TNG NG LITEPSOGOAOYING OEV Elval GLYVT] GTOVS GKOAOLG KL TG YATEG,
AOY® TG IKAVOTNTOG QVTOV TV 100V va KoTafoAilovy Kot va amekkpivouv Tig Bupeoeldtkég opUOVEC.
e mEPIMTOOT aKOVGLOG ANYNG LEYEAA®Y TOGOTHT®Y TOV KTNVINTPIKOD QOPLUKEVTIKOD TPOIdVTOG,

N amoppdeNon propel vo Leltmbel Pe Ty TPOKANON EUETOV KOl TNV OO TOV GTOUATOG EQATAE
yop1ynon evepyol dvBpaka kat Bekov poyvnoiov.

X mepintwon o&eilog vepdocoroyiog o€ GKOAOLG KOl YOTES, TO KAIVIKG CUUTTOUOTO EIVOL ETEKTAGELG
TOV PLGLOAOYIKGV EMOPAceE®V TNG opuovng. Oeia vtepdocoroyio g Aefobupol&ivng umopel va
TPOKUAEGEL EUETO, SLAPPOLO, VITEPKIVNTIKOTNTA, VTEPTACT, ANOaPYO, TaVKOPDIa, TOYVTVOL,
SVGTVOL0, KOl LT PUGTOAOYIKE OVTOVOKAQGTIKA TNG KOPNG TOV LOTION GTO (MG,

Metd and ypdvia VTEPSOGOAOYIN GE GKOAOVE KOl YATES, EVOEXETOL BEMPNTIKG VO TPOKLYOLV TO,
KAVIKG GOUTTOUOTO TOV VTEPOLPEOEOIGOD, OTOC TOAVSYid, TOAVOVPIN, AOYXAVIOCLA, UTOAEL
Bapovg ywpic avopeia, Kot gite To Eva amd T, 000 gite apEodTEP TAXVKAPSia Kol vevpikotnTa. H
TOPOVGIN AVTMV TOV GCUUTTOUATOV Oa TPEMEL VoL 00N YNoEL GTNV AEI0AOYNON TOV GUYKEVIPDGE®DYV TNG
T4 otov 0pd Tpokelpévoy va emiPefatwbdei n ddyvoomn, kabdc Kot 6TV GUEST LAKOTN TG OYWOYS.
MOMG VIO ®PNCOVY TAL GUUTTOUATA (NUEPES MG EPOOUADES), emaveEeTacTel 1 doGoloYia TG
Bupeoe1dikng opprovng Kot To (Mo avoppOCEL TANPMG, UTOPEL Vo EEKIVIIGEL YOPTYNOT YOUNAOTEPNG
doomnc, e otevi Topakoiovdnomn tov {hov.

Kopiec acvuPatotnec:

Agv 1oyvet.

7. AvemOopunta coppavra
XK0OAoL, YOTEG:

Ampocdiopiotn Zoyvotnta (dev pmopei va ektiundel omd to dtebécyuo otoryeia):
Kwnouo'

' Apyixd, £€0pon TOV SEPLATIKOV COUTTOUATOV HE 0ENIEVO KVGUO amd TV amoBoAt TV oAbV
EMOMMOKOV KOTTAPWV.

H avagopd averbountov coppdviav eivar onpavtiky. Exitpénet  cuveyn mapakorlobnon g
aociAelag evog TPoiovtog. Edv mopatnpnoste omoladnmote avemBountn vEPYELd, KOO KoL OV OEV
OVOQEPETAL OTO EGOKAEITTO GUAAO 0ONYIDOV ¥PNoNG 1 AUPPAALETE Y10, TNV ATOTEAEGLLATIKOTITO TOV
QOpUAKOoV, TAPOUKAAEICOE VO EMKOIVOVICETE, KATOPYAC, LE TOV KTNviaTpo coc. Mropeite eniong va
OVOPEPETE OTTOLAONTOTE AVETIOVUNTO GUUPAVTO GTOV KATOYXO TNG AdEWG KUKAOPOPING 1 GTOV TOMIKO
AVTITPOGHOTO TOV KOTOYOV TNG AOE10C KUKAOPOPIG YPTOLOTOIDVTOS TO, GTOLYEIN ETKOVOVING 6TO
TEAOC 0LTOV TOV PVALOL 0ONYIDV ¥PNONG, N LECH TOV €0VIKOD GOG GLGTNUATOS AVAPOPAS:

EBvikdc Opyovioudg Gapudkov

Meooyesimv 284

GR-15562 Xolapyog, Ava

TnA: + 3021 32040213

e-mail: vetpharmacovigilance@eof.gr
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Iototomog: http://www.eof.gr

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

Amo tov 6TONOTOC XPNOT.

H ovviotopevn 66on évapéng yio okdAovg kat yateg eivar 20 pug vatplovyov Aefobvpoéivng ava kg
COUOTIKOD BAPOVS TNV NUEPT, YOPTYOVUEVO OC EQATAE NEPTOLOL OGN 1) G€ dVO G0 dLUPEUEVES
d00¢ELS.

AOY® TOV SIOKVUAVGEDY GTNV amoppOPN o1 KoL TOV LETOPOAICUO, 1) docoA0Yio Pmopel va amattel
TPOTOTONGELS £C OTOV TapatnPNOel po TANPNG KAWVIKY avtamokpion. H apykn docoroyia kot
GLYVOTNTA YOPNYNONG aToTELODV amAd Eva onpeio évapéne. H Oepaneia mpémet va gival aitepa
€EATOUIKEVUEVT] KAl TPOGOPUOCUEVT OTIG OVAYKES TOL KAOE (dov, 101m¢ Yol YATEC Kal LKpovg
GKVAOVG, GUUPMOVE, LLE TNV TOPAKOAOVONGN TOL KTNVIATPOL.

210V 6KOAOVG KOl TIG YATEG, 1 amoppdeNoN TNG vaTplovyov Aefobupo&ivng umopel va enmnpeactel and
TNV TOPOLGia TPOPNG. ZVVENMGC, 1| ®Pa TG Bepameiog Kot 1) 6YECT TNG LE TN CITIoN TPEMEL VO
dtatnpovvtal otabepés amd pépa o PEPA.

IIAnpogopieg yia tov Bepomovio ktnvioTpo
BA. eniong mapdypoapo E1ducég tpogidomomoels - «ldiaitepes mpopuvialels yio tv aocpoln ypnon oro.
elon {awvy yuo.  ¥pnon o€ Loa Papovg < 2,5 kg.

Ocpamevtiky moparxolodOnon

H d60n 6o pémetl va Tpocapudletar pe Bdorn v KAVIKN avtamdkpion kot ta eximeda g Bupo&ivig
GTO TAAGLO.

IMa mv enopxn Tapakoiovdnon g Oepaneiog, UTopovV vo HeTpnBovV 01 KATOTOTES TIHES (AUECHS
7pwv amod T Oepamein) Kot o1 pEYIoTEG TIUES (TEPITOL TEGGEPIS MPEG META TN YopnyNnon) g T4 oto
mAdopa. Xe {oa mov £yovv AAPel emapkn| SO0, 1 LEYIOTN GLYKEVIpWOT TG T4 010 TAAG U TPENEL VAL
glval 6to LYNASG €6POg PLGIOAOYIKDV TIUGV (Tepimov 30 émg 47 nmol/l) Kot o1 KOTOTOTEG TIEC TPEMEL
va givar Tavm omd mepimov 19 nmol/l. Edv ta enineda g T4 Ppickovtar kTdg avToD TOL E0POLG,

1 d60M NG vaTplovyov Aefobupo&ivng umopel va TPoSaPROGTEL LE TIG KATAAANAES TPOCAVENCELS TOV
50 ém¢ 200 pug péypt o aocBevig vo Kataotel erapkmdg evBupeoedikog kot 1 T4 otov opd va Ppioketal
péco oto gvpog avaeopdc. Ta enimeda g T4 oto TAdGoHa uTopovy va eheyyBobv ek vEov dvo
gBdopdoeg puetd v aAdayn tng docoroyiag, oAAG 1 KAvikn Bertioon aroterel Evav e&icov
GTUOVTIKO TOPAYOVTH GTOV TPOGOIOPIGUO TNG EEATOUIKEVUEVTG DOGOAOYIOG KO Y10 (UTO ATOLTEITOL
dldotnpa TEcodpmv Emg okTd efdopddmy. Otav &xel emtevydel  PEATIOTH 066N VITOKATAGTAGNG, N
KAV Ko Broynpikn topakoAovdnon umopei va tpaypatoroteiton kabe 6 — 12 piveg,.

9. Odonyieg Yo T sG] Loprynon
Ta dtokia pmwopovv va dtoupebotv oe 2 N 4 ica LEPN Yo va S106QUAMGTEL | YOPNYNON TNG aKPLPOVS

doong. Tomobetnote TO S10KI0 TAV® GE LU0l ETITEIN EMPAVELQ, UE TNV TAELPA TOV PEPEL TNV EYKOTN
GTPOAUUEVT TTPOG TO EXAVO KOL TNV KVPTH (GTPOYYVAEUEVT)) TAEVPA GTPAUUEVT] TTPOG TNV ENLPAVELQ.

‘ﬁ\"? NS ‘/‘v X5 [> GHD
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Micd: mESTE TPOG TA KATW LLE TOVG AVTIXEIPES GOG KOt GTIS 000 TAELPES TOV d10KIoV.

Téropto: TEGTE TPOG TO KATW LE TOV AVTIYELPA GO GTO LEGOV TOV dLOKIOV.

10. Xpévor avapoviic

Agv 1oy0et.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pvidooetar o€ Béon, v omoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tandid.

Mn puAdooete og Beppokpacio peyoivtepn tov 30 °C.

Noa uAGcoETAL TNV OPYIKT) CLGKELAGIA.

Emavatonobeteite To aypnoiponointo TURpoTe ToV S16KI0U GTNV OVOLYHEVT] KUWEAT Kot
YPNOLOTOLEITE TO TAVTOTE GTNV ETOUEVT] XOPTYNON.

Aldpketo Cong Tov dtapepévov dokimv: 4 nuépec.

Na pn ypnoonoteiton 0vtd To KTNVINTPIKO QOPUOKEVTIKO TPOIOV PETA amd TV nuepounvia Anéng
OV AVAYPAPETAL 6TO KOLTL Letd TV évoeln «Expy». H nuepounvio Anéewe cvumintet pe mv
TeAevTAio NUEPO TOV CLYKEKPIUEVOD LN VAL.

12. Ewwkéc mpo@urdéerg amoppryng

Ta pappoke dev TPEMEL VO OTOPPITTOVTOL HEGHD TMOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.
XPpNOHOTOOTE TPOYPAULOTO ETIGTPOPNG PAPUAKMOV VIO TNV ATOPPIYT] LI YPNOLUOTOINOEVT®OY
KINVILTPIKOV QUPUOKEVTIKOV TPOIOVI®V 1] GAA®V DVAIK®V TOV TPOEPYOVTAL Al TN (P1OT) TOVG
GOUPOVA LLE TIC TOTIKEG AMUITNOELG KO e TuYOV 1oybovTa, eBvikd cvotipata cvAloyng. Ta pétpa
OUTA OTOGKOTOVY GTNV TPOSTAGIN TOL TEPPAAAOVTOC.

YvpPovievdeite Tov kKTNVIATPO 0OG 1 TOV PUPLOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
YAPNOWOTOMNOEVTOV PAPUAK®V.

13. Ta&vopnon TOV KTNVIOTPIKAV QUPUIKEVTIKOV TPOTOVTMV

Noa yopnyeitonr LOVOV LLe KINVIOTPIKT GLVTAYY.

14. ApwOpoi 4o€10.g KUKLOQOPIOG KOl GVGKEVAGIEG
73682 / 02-08-2021/K-0245101

Meyé0n cvokevaciog:

Xaptwo kovti pue 50 dokia.

Xdaptvo kovti pe 100 diokia.

Xdaptivo kovti pe 250 dokia.

Mmropel va unv Kokho@opohv OAEG 01 GLGKEVAGIES.

15. Hpsgpopunvia tedevtaiog avade®@pnons Tov QUALOV 00NYIAOV YPNGNS

10/2024
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Agmtopepeic TANPoPopieg Yo TO €V AOY® KTNVINTPIKO QOPUOKEVTIKO TPoidv givol dtabéoieg ot
Baon dedopévav g EE yuo ta ktnviatpukd poidvta (https://medicines.health.europa.eu/veterinary).

16. Xtovgcio emkowvaviag

Kdrtoyog ¢ ddsiog KukAopopiag:
LIVISTO Int’l, S.L.

Av. Universitat Autonoma, 29

08290 Cerdanyola del Vallés (Barcelona)
Iomavia

IMopackevootnc vevhuvog yia TNV anerlevfipmon TV TapTIdWV:

aniMedica GmbH aniMedica Herstellungs GmbH
Im Siidfeld 9 Im Siidfeld 9

48308 Senden-Bosensell 48308 Senden-Bosensell
Teppovia Teppavia

Industrial Veterinaria S.A. LelyPharma B.V.

Esmeralda 19 Zuiveringweg 42

08950 Esplugues de Llobregat (Barcelona) 8243 PZ Lelystad

Iomavia OAavdia

Tomikoi ovTimpdomTOL Ko 6TOlYEIN EMKOVMVIOC Y10 TNV 0VOPOPQ TIOAVOAOYOVUEV®Y VETIODUNTOV
EVEPYELDV:

Pethealth E.ILE.

Kovtépn 22

185 41 Iepondic

TnA.: +30210 2811 081
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