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IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX
Milteforan 20 mg/ml mocyo dtdAvpe yio 6KkOAOVS

2. IMOIOTIKH KAI ITIOXOTIKH YYNOGEXH

Kabe ml mepiéyet:

APUGTIKO CVGTUTIKO:
Miltefosine..............cooeveienne. 20 mg

"Exdoya:

IowoTiKi] 60VOEGT] EKIOYOV KOl GALOV GVCTATIKAV

Hydroxypropylcellulose

Propylene glycol

Purified water

Algpovo, dypmuo Kot ToyOPELGTO SIAAV L.

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eion {oov

XK0OA0L

3.2  OgpamevTikEg EVOEIEELS Y10 KAOE gid0g (Dov

Ogpaneio TOV KMVIKOV CUPTTOUATOV TG AEioHavioom s Tov 6KOAOL, 1) 0ol TPoKaAEiTOL OO
Leishmania infantum.

3.3  Avrevosigeag
Noa unv ypnoiponoteital 6€ mepintmon vaepevalcinciag 6To dPASTIKO CLGTATIKO 1| O€ KATOLN EKOOY L.
3.4  Ewdwkég mpostdomoncelg

Ta KAvikd copntdpato g vocov apyifovv va peumvovior aentd apéomg petd v évapén g
Oepamneiog Kot pewdvovrar onpovtikd 2 gfdondades petd. Ta copntdpata cuveyifovv va Bedtidvovton
Y1 TOLAGYIoTOV 4 €BdoUadEC LETA TNV OAOKAp®GN TG Depoameiog.

H Aeiopavioon tov okvAov givor po {wovocog mov petadioetor amd tig okvineg (Phlebotomus spp),
OTIG OTOIEG 0L GKVAOL AELTOVPYOVV MG EEVIOTEG. AgV EMTLYYAVETOL OEPATEVTIKO UTOTEAECUA [LE OVTO
TO KTNVINTPIKO QUPOKEVTIKO TPOTOV Kot T0 Tapdolto dev eEaleipetal TANP®S amd TOVC AEUPUOEVES
K0l GAAOVG 16TOVG TV OKOA®Y ov vroPAndnkav ce Oepaneia. H Oepancia dev exkprldvel to mapdoito
Ao TOLG GKVAOVG Kol 1 VOoog umopel va givar Bavatneopa. Katd covénsio, pmopei vo cuvietdton
gvbavaoia yio évo (Mo o€ KoK YeViKN Katdotaor 1/kat étav to (o PpiokeTor 6€ KOVIIVY 0mTOGTOOT)
Ao £V0, 0VOCOKATEGTUAUEVO GTOLO.

H mpoinyn mpéner va sivar pio oAokAnpouévn tpocéyylon ot dlaysipion ¢ Asicpoviaong tov
okOAov. Tomikd evtopoktovo, paxpdg dpdong (Spot-on 1 mepliain) mpénel va, epapuoloviol oe
oKkOAoVg Tov {ouv M Ta&WebvoVY GE EVONIIKES TEPIOYES Kol  TPEMEL Vo, daTnpovvtar kaf' OAn
SLapKeLd TNG TEPLOOOV KIvduVoL Thovng ékBeomng 6e/M dpaoTNPIOTNTE TOV GKVITOV.



ZUVICTATOL EMIONG VO KPATATE TO GKVAO G€ KAEIOTO YDOPO KT TN OEPKELN TNG EMOYNG TOV CKVITMOV
Ao TO0 COVPOVTO EMC TIV OVYT.

H mepurmy ypion avtimpotoloik@v Qopuakoyv 1 1 ¥pNon 7Tov ToPeKKAIVEL amd TIg 0dnyieg mov
dtvovtar oty IIXIT pmopel va avénoel v mieon emAoyng ovOEKTIKOTNTAG Kol VO, 0Oy OEL GE
pewopévn amotelecpatikotnta. H amépoon ypiong Tov KmvieTpikod QopUOKeELTIKOD TPoidvTog
npénet va PacileTon oty emPePaimon g ddyvoong e Agiocpaviaons 6to pepovopévo (mo.

Eyxet avagpepbei avhextikomra oto Leishmania infantum 1 kavikég vmotpomnég petd omd Oepaneio pe
WATEPOGivN G€ GKOAOVG KOl GE avOpOTOLG,.

Ye mepimtoorn vmoyiog OVOEKTIKOTNTOC OTN LUATEQOGIVN, O HOAUGUEVOG OKOAOG TPEMEL Vo
aVTIHETOMICETOL HE KATOAANAQ GLGTNUOTIKA 1 TOMIKG EVIOUOKTOVO €dv Ppioketar og evonuikn

TEPLOYN, TPOKEUEVOD VO PeLmBEl 0 kivouvog eEAMAmONG aVOEKTIKOVY TopaciT®V.

‘Eyet amodeyybei dactavpodpevn avlBektikodtnta petald g pktepooivng kot g appotepikiving B
oto Leishmania infantum.

H ypion ovtod tov KInviatpikold QopUOKELTIKOD TPOiOVTOG TPEnel va Paciletor oTlg TOMIKEG
TANPOPOPIES GYETIKA LE TNV VOGO Gl TOV TOPAGITOV-GTOHY®V, OOV givol S1OEGTIES.

JUVIGTATOL 1 TEPOITEP® OIEPEHVNON TEPWITMGEDMY VTONTNG OVOEKTIKOTNTAG, YPNOUOTOIDVTOG
KATOAANAN Sryvootiky puébodo (m.y. PCR og mpaypatikd ypdvo). H emPeParopévn avhektikdotna
TPETEL VO, AVOQEPETOL OTOV KATOYO TNG GO0 KLKAOQOPIaG 1) OTIG ApUOSIES OPYES.

3.5 Iowirepec mpo@urders katd T ypion

Idwaitepec TPOQLAGEELS Yo TNV 0.cQaAN ypron oto. £idn (owv:

ZUVIGTATOL VO, OVOULYVOETOL TO KTNVIOTPIKO (OPUOKEVTIKO TPOidV oTnv TPoen tov (dhov Yo va
SLOCQOAMOTEL OTL TO GTOUAYL OEV Elval AOE0 TPV amd TN YOPTYNOT KOl KATO, GUVETELD Vo, LE®BoVV ot
avemBOUNTEG EVEPYELEC TOV TTEMTIKOV GUGTNHUATOG.

H ypnon oe okdAovg mov mhoyovv amd coPapr] NMmATIK Kol KOPOlokn avemdpkewo Qo yiveton
GUUPMOVO, [LE TNV EKTIUNOT KIVOOVOL/0PEALOVS TOL KTNVIATPOUL.

Edv vroyialeote 6T 0 6KOAOG 60OG Umopel v gival £YKVOC, ETKOVOVIOTE LLE TOV KTNVINTPO GOG Yid
GUUPBOVAEC TPV ATTO T YPT|ON.

Idwaitepec Tpo@LAGEELC TOV TTPémel vo AauBdvoviol amd To GTOLO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TTPOidV o€ {ma:

AVT0 TO KTNVIATPIKO QOPUOKEVTIKO TPOIOV Umopel va, TpokaAécel epebicud TV HOTIOV KOl TOV
dépuotoc. Amovyete TV Emoen UE TO Oéppa 1 TOVG PAevvoydvoug (cupmeptAapfovouévng e
EMOPNG TOV YEPIDV LE TO GTOUM) KOL TNV EXAPN UE TO PHATLO (GUUTEPIAAUPAVOUEVIC TNG ETOPNS TOV
YEPLDV LE TOL LATLOL).

Dopdte 0TOUIKO TPOGTATEVLTIKO EEOTAIGUO TOV ATOTEAEITOL OO OSLOTEPACTA YAVTIO KO YVOALL OTa
YEWPILEOTE TO KTNVIATPIKO QUPUOKEVTIKO TPOIOV.

Y& mepinton Toyoiag emagng e To dépua 1 Ta patio, TAVVETE Kot EEmAvveTe pe apbovo vepo.
Edv o epebiopog tov dépuatog N TV UATIOV empével, (NTNoTe wTptkny cupPovAn kot dgiéte to
QULAAGS10 1) TNV ETIKETA GTOV Y1ATPO.

Mnv aenvete To¢ GKOLAOVG OV Exovv VITOPANOel oe Oepaneia vo yAEipovY GToua AUECHS UETE TN
ANYN TOL PUPLAKOV.

H uiktepocivn €yxetl avapepbei 61 givarl euPpootoikn Kol TEPUTOYOVIKT 6 TEPOUATOL®O.
To KMVIWOTPIKO QUPUOKEVTIKO TPOIOV OV TPEMEL VO YOPNYELTAL aTd EYKVEC YUVOIKEG, GO YUVOIKEC
OV GKOTEVOLV VA LEIVOVV EYKVEG 1] TV OTOI®V 1] KATAGTAON EYKLHOGUVNG £lvol dyvaoT.



H piktepooivn pmopel va tpokaréoel avemBOUNTeg EVEPYEIES, 1010UTEPO GTOV YOUOTPEVIEPIKO CMOANVOL
HETA TNV KATATOGT.

Amoplyete Vv tuyaic KATAmOOTN (CUUTEPIAOUPAVOUEVIC TNG EMOPNG TV YEPUDV HE TO GTOUW),
Wwoitepa oo TOdLd.

Kieiote ™ o@udAn opéomg petd T Ypnomn vy vo omoevyete v mpdcofacn Tov modold o6To
EPLEXOLEVO. MnV aprveTe pia cOptyya oL TEPLEYEL O1GALIA GE PEPOG IOV PAETOLY Kot Tpoceyyilovv
TO TOUOLEL.

IMa va amotpéyete v TPOGPACT TOV TAOIDV GE XPNCLUOTOMUEVES GVPLYYES, emavatonofeTiote ™
oUPLYYO OPECHS LETA TN ¥pNon otV apyikn cvokevacio. Kot eravoaronobetnote ) @udAn Kot )
ovpyya 610 eEMTEPIKO KOLTI Kl QUAGETE TO GE AGPAAEG LEPOC, LAKPLE 0T TOL TTOLOLA.

Amophyete TNV TPOGROCT) TOV TOIDV GTI| PUPUOKEVLTIKT TPOPH TOL 6KOAOL. [0 va anotpéyete v
TPOGPacT TOV TOOLDY GTN POPUAKEVTIKT TPOPT] TOV GKVAOV, AVOUETE TNV € VA HEPOS TNG TPOPTG
Kol TEPIUEVETE €M OTOVL TO (MO KOTAVOAMGEL TANPOC TN PUPHOKEVTIKT TPOPN KOl, OTI GLVEYELD,
yopnynote v vorowtn tpoen. H mapoyn g Oepaneiog va yivetal oe puépog mov dev PAETOLY Kot dgv
npoceyyilovv ta moudid. OmoldNTOTE QUPUOKEVTIKY TPOPY] TOL Ogv KaTOvaAdONKe Tpémel va
amopakpuvhel apéocme kot vo mhvBel kKokd To doyelo payntov.

Xe mepinTmon VYol KaTAmoons, (NTote aUécmS TPkt GVUPOVAR Kot dei&te GTOV 1TPO TO VAL
00N YL®V YPNONG N TNV ETIKETA.

[MAvvete ta yépro peTd ™ ypnon.

Idwaitepec TPOQLAGEELS Y10 TV TPOGTAGIC TOV TEPIBAALOVTOC:

Agv 1oy0et.

3.6  AvemOdunra cvppavra

2KOAOL:

[ToAd cuyva ‘Epetog*, duppora™

(>1 Lo / 10 vrd Oepaneio (ma):

* Epugavietor evtog 5 €mc 7 nuepdv petd v vapén g Oepameiog kot dapkel yio mepiodo 1 émg 2
NUEPDV.

Avtéc Ol emdpacelg NTav avaoTpéyiues oto Téhog TG OBepomeiog ywpic va amoiteiton Kdmowa
GUYKEKPLUEVT] AyOYT].

Edv eppavietoov avtéc ot avembounteg evépyeleg (m.y. EUETOC, S1ApPOLN), EVIUEPDCTE QUECHOC TOV
kmviatpo. H tovtdypovn yopnynon OVIIEUETIKOV UTOPEL Vo LEIDGEL TOV KivOLVO OLTOV TOV
AVETOOUNTOV EVEPYELDV.

H avagopd averBountov coppdviov eivar onuavtikny. Emtpénel ™ ovveyn mopakoiovdnon tng
OCQAAELNG EVOC KTNVIATPIKOD POPLOKELTIKOD TPOoidvToc. Ot avapopEéc mTPEMEL VA, amocTEAAOVTAL, KAT
TPOTIUNON HECH KTNVIATPOV, EITE GTOV KATOYXO TNG GOENG KLKAOQOPING 1| GTOV TOTIKO OVTIIITPOGHOTO
Tov gite otV €BvVIKT apudda apyn HEow Tov eBviKoD GuoTHHATOG avapopds. Avatpélte emiong otnv
Tapdypo@o 16 Tov pOALOL 0ONYIBY YPNONG Y10 TA OVTIGTOLYO GTOLYEIN ETKOVMVING.

3.7  Xpnfon katd TV KONG1, TN YoroV)ia 1] TNV ®OTOKIM

ATO TG epYaOTNPLOKEG LEAETEG GE GEMIVEG Kol KOVIKAOVE dtomiotdbnkay evoeilelc tepatoyéveong
(emipec), euPpvoto&ikodtnrag Kot TokdTTag 670 £YKLo ((Ho, KOBMS Kot EXOPAGEIG OTT YOVILOTNTA
TOV ApoeEVIKOV Kot OnAvkav (dov (apovpaiot).

H aopdleia Tov kviaTpikod QopUOKEVTIKOD TPOTOVTOG dev £xel amodelydel Katd T SiapKeLd TG
KONONG, TNG YoAov)ing Kol oTo (MO Avamapoy®yngs.




Kvnon kot yoiovyia:

Agv GuVIOTATOL 1] XOPNYNON KATA TN S1APKELN TNG KUNGNE Kot TNG YoAovyiog.

Tovwomro:
Na pnv yopnyeitat oe {da avamopaywyne.

3.8  Almiemidpacn pe GAA0 QUPUOKEVTIKA TPOIOVTH Kol GALES popPEg alinlemidopaong
Agv glval yvootr| Kopio.

3.9 Odoi yopiynong kot docoroyia

Xpnomn amd 10 GTOUO.

To kVwTPIKd aprakeLTIKO TPOTOV TpEmeL va yopnyeital oe d6on 2 mg/kg copotikov Bdpovg, Tov
avtiotoyel o 1 ml woéoyov dwhvuatog avd 10 kg B. To @apHOKO TPETEL VO AVOULYVOETOL GE £V,
HEPOG TNG TPOPNG KOt VO YOPMYEITAL GTOV GKVAO i popd tv nuépa yo 28 nuépeg. Mol to (o
KATOVOAADGEL TANPOG TN POPLOKEVTIKY] TPOPT, Uropel va 500l To VITOAOITO YELLLO TOV GKOAOV.
Emedn to mopdotto eviomiletol o€ €0mTEPIKOVS 16TOVC (UVEADG TOV 00TMV, AEUPAOEVEG, GTANVAG,
oLKMTL), gival onuavtikd vo tnpnoel  didpkela g Oepameiog (28 Nuépeg) Yo va ScPUAGTEL N
OTOTELEGLLOATIKOTTO TOV KTNVIOTPIKOD PUPUOKEVLTIKOD TPOIOVTOC.

Mo va dwwoepoiiotel 1 cwot] 6ocoroyia, T0 copatikd Papog Bo mpémel va vroloyiletal 660 TO
duvatov akpiPéctepa TPV KoL KOTA TN dtdpkela g Bepaneiog.

H vmodocia Ba pmopoldoe vo odnyMoel G€ aVOTOTEAEGUOTIKY XPNOT KOl UTOPEl Vo, EDVONGEL TNV
avamTTLEN OVOEKTIKOTNTOC,

To mdéo o dddvpa yopnyeital HECH TNG CLGKEVAGIOG TOV TEPTYPAPETOL TOPAKAT®:



Product description:
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1 Protective overcap

2a Valve

2b Scroll wheel

3 Coloured smile: red = closed / green = open
4 Bottle

2a Valve

Zoom
2b Scroll wheel

IIeprypaen mpoidvtoc:

1 IIpootatevtikd enimmpa
2a BaApida

2b Tpoyodg kbAong

3 Xpopotiot évoeién og oo xapoyeLov | KOKKIVO = KAELGTO / TPAGIVO = avoLyTod
4 O









A. ©opéoTe TPOSTATEVTIKA YAVTIH TPV XEPICTEITE TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

B. Avokwnote duvatd t elaAn Tpv T Xpnon.

I'. ZEef1ddote TO TPOGTATELTIKO EMIMMLAL.

A. Eloaydyete ™ cbplyya 610 €XEVm AEVKO PEPOG TOV KATOKIOL (TPoyOg KOAoNG) TELovTag oTabepd
E. Eve mélete, yopiote ) ovpryya mpog to de&ud (de&tdotpopa) Léxpl Vo ELPAVIGTEL TO TPAGIVO
yopoyero.

1 + 2 Tovtdypova

2T. Amocvpete TOV 6GTO OYKO TOL KTNVIATPKOD QOPUAKEVTIKOD TPOTOVTOG 6T GUPLYYa

Z. Eefdmote ) olpryyo amd T0 KOmAKL Yopic va v miécete yopilovtdg TV TPog To aplotepd
(ap1otepdoTPOPA) HEXPL VO EUQOVIOTEL EOvE TO KOKKIVO YOUOYEAO Kol WETA ovveyiote va
TEPIOTPEPETE Y10, VO EEKOVUTTAOCETE T GVPLYYd. To cuGTNUA Propel emiong vo KAEIGEL TEPIOTPEPOVTAG
TOV TPOYO KOAIOMG XEPOKIVITAL.

H. Bwdote Eava to mpootatevtkd eminopa. IlpocBéote ™ cvvictdpevn 001 otV TPOON Yo
OKOAOVG. ZUVIGTATOL VO AVOULYVOETOL TN d00T € Eva UEPOG TNG TPOPNG, VO TEPIUEVETE UEYPL TO (DO
VO KOTOVOADGEL TAPOG TI QOPUOKEVTIKY] TPOPT] KOl GTI| GUVEYELDL VO YOPNYNOCETE TNV LROAOLTN
TPOON.

Mnv mAévete T cOpryya.
AQa1pEOTE TO TPOSTAUTELTIKA YAVTL Kol LAGETE TO KATOAANA®G 6T Ok ToVC.

[ va dac@aricete T COGTA YOPNYNGCT TOL KTNVIATPIKOD GAPUUKEVTIKOD TPOIOVTOG, avaTpéste ota
emeEnynuotikd oyéda kot Bivteo:
https://player.vimeo.com/video/848683785?h=863f2b2f85

3.10 XvpntoOpertoe vTEPO0coloYiag (KUl KATE TEPITTOON, PETPA AVTIHETAOMICNG KOl OVTIO0TO)

Mo perétn vrepdocoroyiag pe €og kot dSmAACIa 0061 Omd TN GLVICTMOUEVN Yo 28 nuépeg, £d€1Ee
avemOOUNTEG EVEPYELEC OTIMG: UM EAEYYOUEVOG ELLETOC.

3.11 Ewdwkoi meplopiopoi ypfiong Kot €0KEG oLVOKES ypNons, ovpmepltiappfavopiveoy
TEPLOPLOCUOV GTI| YP1OTN CVTLKPOPLOKOV KUl OVTITOPUCITIKAV KTNVIWITPLKOV QUPUIKEVTIKOV
TPOIOVTOV TPOKEIUEVOV VU TEPLOPLOTEL 0 KivVOLVog avanTuéng avtoyng

Agv 1oy0eL.

3.12 Xpovor avapovig

Agv 1oy0eL.

4. DOAPMAKOAOI'IKEYX IAHPO®OPIEX

4.1 Kmdwkog ATCvet: QP51DX07

4.2 @®appoKodvVOUIKI)

H widtepooivn £xet avti-Aeicpovikn dpdon in vitro kot og {owd poviéda évavtt tov L. infantum.

H pidtepooivn éxer meprypopel 0Tt €xel dueon emidpacn oto mopdoita mopepfaivoviag ot
Blocvvbeon 1OV EOCEOATISIMY Kol GTOV UETOPOMOUO TOV aAKvAOMTIOIOY, erxnpedlovtag TIC
ofeddoeg To0v KuToXpdOHeTog C TOL WITOXOVOPIOV KOl ETAYOVTOG HITOXOVOPLOKT OTOTOAMOT| Kol

Helmon TV vOoKVTTaPIK®V emmédwv Tov ATP, Kot kuttapikn andntwon.
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https://player.vimeo.com/video/848683785?h=863f2b2f85

AvBextikétra tov Leishmania infantum ot piktepooivn éxel avagepbei oe okdlovg Kol o€
avBpdmove. ‘Eyxer amodeyBel Otaotovpodpevn ovOekTikdOTNTo HeTald NG WATEQOCIVIG KOl TNG
appotepikivng B oto Leishmania infantum.

H avBektikomta 610 @dppoko o pmopodoe va opeiletal oe PEIMOT] TG CLGCMPEVONG MATEQOGTIVIG
oto mopdotto Leishmania, n omoio motebetan 6t1 opeiletan, gite o avénon g EKPONG PUPUAK®V,
oV poKaieitan and v vrepékppoot e P-yAvkompwrteivng petapopéa ABC, ko og peimon g
TPOCANYNG QOPUAKOD OO TNV OMEVEPYOTOINGCT] TOV UNYOVIUATOG UETAPOPAG WATEQPOGIVIG 7OV
amoteleitonl amd ToV HETAPOPEN LWATEPOGTVNG KO T BT LITOROVEAdH TOV.

[MoAvmapoyovtikol unyavicpol umAEKovVToL 6T QLGIKT OVOEKTIKOTNTA OTN MATEQOGivN 670 L.
infantum ..  amovoia TV yovidiav 3'vovkieotiddong/vovkiedong NUCL ko NUC2.

4.3 @oppoKoKIVNTIKY

Metd and yopnynon amd T0 OTOUN GE GKLAOVG, 1| WATEPOGIVY amoppopdtal oxedov TANP®S e
amolvtn Prodiabecipotnta mov avépyetal oto 94%. H piktepoocivn yapaxtmpiletor amd apyd ypdvo
nuiocewg Cong amoforng (tiz 160 wpadv) kor younAd Babud kadbopong tov midoupatoc (Cl = 0,04
ml/kg/min). Metd and po tpmtn Oepamevtiky 66on twv 2 mg/kg copatikov Pdpovs o TaicpEVoLg
OKOAOLG, 1 LEYIOTN CLYKEVTP®OT 610 TAdopa (Cmax) givan mepimov 5230 ng/mL pe Tmax 6 Opeg.

Metd amd emavolapuPoavopeveg yopnynoelg otn OBepanevtikn do6on tov 2 mg/kg couatikod Papovg
nuepnoing v 28 nuépes og Taicpévoug okvAovg, 1 Cmax givon mepimov 32582 ng/mL kot 1 AUCo+
glvar 649617 ng.h/mL petd v terevtaio yoprynon. Ot emovolouPoavOopeveg YopmnyNoELS TOL
KTNVIOTPIKOD QOPLOKEVTIKOV TPOTOVTOG Y10 28 NuéPeg 00Nyohv 6€ GLGGMPELGT e cLVTELEST 7,65.
H pidtepooivn amofdiietar kupiog pe ta kompava kot wepimov to 10% ng xopnyovpevns d6onG
amoPfaiietal avorrioioto pécm TV kompavev. H amofoAn g wAtepocivng pe to ovpa givol
apeAnTéa.

5. DAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppatoTnteg

A0y EAAEIYNG LEAETDV GUUPATOTNTOC, TO TUPOV KTNVIOTPIKO QUPOKEVTIKO TPOidV dev TPETEL VAL
OVOUELYVOETOL PUE GALD KTNVIOTPIKE QOPUAKEVTIKA TPOTOVTA.

52  Awipkewo {ong

Augpxeta {ONG TOL KTNVIOTPIKOV QAPUAKELTIKOD TPOIOVTOG COUPMOVA LLE T1 GLOKELAGTN TOANONG: 3
XPOVIO

Avgpxera {ong LeTd To TPOTO Gvoryua, TG OTOXEIMO0VG cuokevaciog: 12 efdouadec

5.3 Iowirepeg mpourdiers katd T @OLaEN TOV TPOIOVTOG

Agv vTapyovv €101KEG 0dMYieg S10THPNONG Y10 AVTO TO KTNVIATPIKO PAPUOKEVLTIKO TPOTOV.

54  ®von kol cHVOES TG GTOLYELDOOVS GCVOKEVOGIUG

Oudn  tepepBorikod  moAvaBvieviov (PET) efomAiouévn pe mopo  derypatoAnyiog  omod
moAvmpomvAévio (PP) pe mdpa oiiikovng kail cvptyyo 3 ml molvmpomvieviov (PP) Babuovounuévn
ava 0,1 ml toroBetuévn o€ KoVTi OO YUPTOVL.

Kovti and yaptovi pe pia erdin tov 30, 60 7 90 ml kot 1 cOpryya.

Mmropei va pnv KuKAOQOpOoUV OAEG 0L GLOKEVAGIES.

5.5  E10wkég Tpo@uAaEels amdppyng vog ui yPGLHOTOLN0EVTOG KTVIOTPLIKOD QUPUOKEVTIKOV
TPOIOVTOG 1] GAA®V VAIKOV TTOV TPOEPYOVTUL AT T1) YP1]C1) TOL TPOIOGVTOCS, AV VITAPYOVY
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Ta eappoko dev TPEMEL VO, ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.
XPNGUOTOMGTE TPOYPAULOTO EMOTPOPNS QUPUAK®OV Yoo TNV amdOppyn Un xpNoilomombévioy
KTNVIOTPIK®OV QOPUUKEVTIKOV TPOIOVTIOV 1 GAADV VAIKGOV OV TPOEPYOVTOL amd T YPNON TOLG
CUUPOVO, IE TIG TOTIKEG OMALTAOELS KOl HUE TUYXOV €B0VIKA GLUGTAUOTO GLAAOYNG OV LGYVOVV Y T
GYETIKA KTNVIOTPIKE QUPUAKEVTIKA TPOIOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAYX

VIRBAC

7. APIOMOX(OI) AAEIAYX KYKAO®OPIAXZ
A.AK. Korpov: CY00938V

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Huepounvia 1ng éykpiong: 12/3/2024

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeital LOvov e KTNVIOTPIKE GLVTAYTY.

Aentopepeic mANpoopieg Yo T0 v AOY® KINVINTPIKO QPOPUOKEVTIKO TPOlov glvan drabéoipeg ot
Baon dedopévav g EE yia ta ktmviatpikd tpoiovta (https://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA 11

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. ENIXHMANXZH
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HAHPO®OPIEX TOY NPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH YXYXKEYAXYIA
Xaptivo kovti

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Milteforan 20 mg/ml oo dtéAvpa

| 2. LYNOEXIH LE APAXTIKH(EX) OYZIA(EL)

Miltefosine 20 mg/mi

3. IYZKEYAZXIA

1 x 30 ml kot o oVptyya.
1 x 60 ml kot pioe cHpryyo.
1 x 90 ml ko o cHptyyo.

4. EIAOX(H) ZQOY(QN)

YO 0L

¢

| 5. ENAEIZEIS

‘ 6. OAOI XOPHI'HXHX

Xpnomn amnd 10 GTOLO.

‘ 7. XPONOI ANAMONHX

| 8. HMEPOMHNIA AHEHZ

Exp. {pweeee}
Metd 10 Tp®OTO Avorypa xpnon eviog 12 gfdopdadmv.

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHT'TQN XPHXHX MTPIN AITO TH XPHXH»

AwPaote 10 QUALO 0dNYIOV XPNOTG TPV 0T TN YPNOT). E:[i'

‘ 11.  OI AEEEIX «<AITIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH»
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ATOKAEIGTIKA Y10 KTNVIOTPIKT XP1ON.

12.  OI AEZEIX «NA ®YAAXXIETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITAIATIA»

Na purdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv ta mandid. @ @

‘ 13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

VIRBAC

‘ 14. APIOMOI AAEIAX KYKAO®OPIAX

A.A K. Kompov: CY00938V

‘ 15. APIOMOZX ITAPTIAAX

Lot {apOuog}
Agv mpémet va yopmyeitotl and £ykves yovaikeg

INo vo, d1ac@aricete T COGTNA YOPIYNGCT TOL KTIVINTPIKOD POPUUKEVTIKOD TPOIOVTOG, avoTpELTE GTA
eneENynuoTikd oyéda ko Bivieo:

(=] o]

https://player.vimeo.com/video/848683785?h=863f2b2f85
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https://player.vimeo.com/video/848683785?h=863f2b2f85

IMAHPO®OPIEX ITIOY MPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA
D Tov 60 ml
duaintov 90 mi

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Milteforan 20 mg/ml oo didivpa

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

Miltefosine 20 mg/mi

| 3. EIAOX(H) ZQOY(QN)

2Kk0AO1

(¢ U

‘ 4. OAOI XOPHI'HXHX

Xpnon amnd 10 GTOLO.
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT.

[14]

| 5.  XPONOI ANAMONHE

‘ 6. HMEPOMHNIA AHEZHX

Exp. {pweeee}
Metd 10 Tp®dTO Avorypa xpnon eviog 12 gfdopdadmv.

‘ 7. EIAIKEX XYNOHKEX AIATHPHXHX

‘ 8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

VIRBAC

‘ 9. APIOMOZX ITAPTIAAX

Lot {apOuoc}
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANAT'PA®ONTAI XTI MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX
Dvain Tov 30 ml

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Milteforan

¢

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Miltefosine 20 mg/mi

‘ 3. APIOMOZX ITAPTIAAX

Lot {apOuog}

| 4. HMEPOMHNIA AHEHX

Exp. {pw/eeee}
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B. ®YAAO OAHT'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

Milteforan 20 mg/ml woco diddvpa yio okdrovg

2. 2ovleon
Kabe ml mepiéyet:

ApPUGTIKO GVGTUTIKO:
Miltefosine.............cooeveieinne. 20 mg

Algpovo, dypmuo Kot ToyOPEVGTO 1AV AL,
Bl Eion ooy

YrvAot

4. OepamevTiKég evoeitelg

Bepomeio TOV KAWVIKOV GOUTTOUATOV TG AEICUOVIOGTC TOV GKOAOL, 1| 0TToia, TPOKAAEiTOL OO
Leishmania infantum.

5. Avtevoeilelg

Na pnv xpnoponoteital o€ mepinT®mon VIEPELOICONGING 6TO SPACTIKO GLGTATIKO 1 G€ KATOL0 £KO0YCL.
6. Ewwkéc mpogridomonoels

Ewwcég mpoedomomoels:

Ta KAvikd courtdpoto g vésov apyifovv va peimvovior aentd apéomg petd tnv &vapén g

Oepamneiog Kot pewdvovrar onuovikd 2 gfdopdades petd. Ta copntdpata cuveyifovv va Pedtidvovtol
YL TOLAGYIoTOV 4 £fdopades PLETA TNV OAOKANpwST TG Bepaneiog.

H Agiopavioon tov okviov givan pa {movocog mov petadidetor amd t1¢ okvineg (Phlebotomus spp),
OTLG OTOIEG Ol OKVAOL AELTOVPYOVV MG EEVIOTEG. Agv emTLYYAVETOL OEPATEVTIKO OTOTEAEGUA [IE QVTO
TO KTNVIOTPIKO QUPIOKEVTIKO TPOTOV Kot T0 Tapdolto dev eEaleipetal TANP®G amd TOVS AEUPUOEVES
Kol GAALOVC 16TOVG TV OKOA®Y ov vroPAnOnkav ce Oepamneia. H Ogpancio dev exkprldvel to mapdoito
Ao TOLG GKVAOVG Kot 1 VOoog umopel va givor Bavatneodpa. Katd cuvénesio, pmopel va cuvictdtot
gvbavacia yio évo (Mo 6€ KoK YEVIKN KatdotaoT 1/kat 6tav to (o PpioKeTon 6€ KOVIIVI 0mTOGTOOT)
amd v OVOGOKUTEGTOALEVO GTONO. .

H mpoinyn mpéner va givor pio odokAnpopévn Tpocéyyion otr Slayeipton g Agiocpaviaong tov
okOAov. Tomikd evtopoktovo, paxpdg dpdong (Spot-on 1 mepliain) mpémnel va epapuoloviol oe
okOAovg Tov Covv M ta&dedoVy GE EVONUIKES TEPLOXEG Kot TPEMEL va dlatnpovvTan kad' OAn
Suapkela NG mEPLOO0V Kvduvov mihovng EkBeomg oe/M dpacTNPIOTNTA TOV GKVITOV.

JUVIeTATOL ETIONG VO KPOTATE TO GKOAO GE KAELGTO YMPO KOTA TN OLAPKELN TNG EXOYNG TOV CKVITMOV
at0 TO0 GOVPOVTO £MC TNV QLY.

H mepurmy ypnon avimpotoloik®@y Qopuakov 1\ 1 ¥pNon 7Tov TopeKKAIVEL amd TIG 0dnyieg mov
dtvovtor oty IIXIT pmopel va avénosl v mieon emAoyng avOeKTIKOTNTAG Kol Vo, 0Oy OEL GE
HEIUEV amoTelecpatikoTNTa. H amdpoon ypnong Tov KIvieTpikod QOpUAKELTIKOD TPOIOVTOC
npénel va, faciletor otny emPePainon g ddyvoong e Asiocpaviaonc oto pepovouévo (mo.
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AvBextikétnta oto Leishmania infantum 1 khwvikéc vrotponéc petd ond Oepomeio pe pktepooivn
€xel avapepbel 6 oKOAOVE Kot 6€ avOpOTOVG.

Xe mepinT®on VIoOYing avIoyng 61N WATEPOGTVY], 0 HOAVGUEVOS GKVAOG Ba Tpémel va avtipetonileTon
LE KATAAANAO GUGTNUOTIKA 1) TOTIKA EVTOUOKTOVA €0V PPICKETOL GE EVONIKY| TEPLOYT, TPOKELEVOL
va pelwdel o kivovvog e&dmhmong avOeKTIKOY TopacitoV.

‘Exet amodeyfel dwaotavpovpevn avioyn peta&d TG WATEQOGivNg Kot NG apgpotepikiving B oto
Leishmania infantum.

H ypion ovtod tov Knviatpikold @opuokeLTkod mpoidvtog mpénel va Poaciletor oTic TomKES
TANPOPOPIEC GYETIKA UE TNV VOGO GIN TOV TOPAGITOV-GTOY®V, OOV givol S1UOECIIEG.

ZUVIGTAToL 1 TEPUTEP® SLEPEVLVNON TEPIMTAOCEMY VITOMTNG OVTOYNG, YPTOCLLOTOIDVTNS KOTAAANAN
Swyvootikn pébodo (m.y. PCR oe mpaypotikd xpovo). H emPeforopévn avBexticotnto Ba tpémet va
AVOPEPETOAL GTOV KATOYO TG AOEWG KUKAOPOPIG N OTIC OPLODIES APYES.

[dwitepec TpoLAGEELS Yia TV 0oQOAN ¥pTon ota €i0n {d

ZUVIGTATOL VO OVOULYVOETOL TO KINVIOTPIKO QUPUOKELTIKO TPoidv oty Tpoen Tov (Mov yio vo
SLOCQOAMOTEL OTL TO GTOUAYL OEV Eivarl AOE0 TPV amd TN YOPTYNOT KOl KATO GUVETELD Vo, LEt®BoVV ot
aveMOOUNTES EVEPYELES TOV TEMTIKOV GLGTNUOTOG.

H ypfiion o€ oxdAovg mov TAcyovv omd cofupn MTOTIKN Kol Kopdlokr ovemapkel Oo yivetot
GUUPMOVO, LLE TNV EKTIUNOT KIVOHVOL/0QEAOVE TOL KTNVIATPOUL.

Ed&v vroyidleote 611 0 6kOA0G oG pmopel vo gival £€YKVOG, ENKOVOVIOTE [LE TOV KTNVIATPO GOG Yo
GUUPBOVAEC TPV ATTd T YPY|ON).

[Swaitepec Tpo@LAGEEIC oV mpémet va AapPdvovtal omd To dToo Tov ¥opNYEl TO KINVIATPIKO
©opUaKeVTIKO TPOTdV og {dha:

AVTO TO KTNVIATPIKO QOPUOKEVTIKO TPOIOV UmOpel va, TPokaAécel epefiGUd TOV HOTIOV KOl TOV
dépuotoc. Amouyete TV emoen Ue TO Oépua 1 TOVG PAevvoydvoug (cupmeptlapfovouévng e
EMOPNG TOV YEPIDV LE TO GTOUM) KOL TNV EXAPN UE TO PHATLO (CUUTEPIAAUPAVOUEVIC TNG ETOPNS TOV
YEPLDV LE TO, LATLAL).

Dopdte 0TOUIKO TPOGTATELTIKO EEOTAIGUO TOV ATOTEAEITOL OO OSLOTEPASTA YAVTIO KO YVOALL OTO
YEWPILEDTE TO KTNVIATPIKO QUPUOKEVTIKO TPOiOV.

e mepinton Tuyoiag emagng e To dépua 1 Ta paTio, TAVVETE Kot EEmADveETE pe apbovo vepd.
Edv o gpebiopog tov dépuatog N TV UATIOV ERUEVEL, (NTNOTE WwTptkny GVUPOVAN kot dgilte To
QULAAGS10 1) TNV ETIKETA GTOV Y1ATPO.

Mnv agnvete Tovg 6kOAOVG TOL €xovv VoPAnbdei oe Bepomeion va YAeipovy dTopd QUECHOC UETA TN
ANYN TOL EAPLLAKOV.

H piktepocivn €yxetl avapepbei 61 givarl euPpootoikn Kol TEPUTOYOVIKT 6 TEPOUATOL®O.
To KIMVWOTPIKO QUPHOKEVTIKO TPOTOV OEV TPEMEL VO YOPNYEITOL OO EYKVEC YUVOIKEG, OO YUVOIKES
OV GKOTEVOLV VA LEIVOLY EYKVEG 1] TOV OTOI®MV 1 KATAGTACT] EYKLVLOCHVNG ivat dyvooT.

H pwidtepooivn umopei va mpokaAéosl avembounteg evépyeleg, 10104TEPH GTOV YUOGTPEVIEPIKO GCOANVA
HETA TNV KOTATOOT).

Amopiyete v tuyaic katdmoon (CUUTEPILOUBAVOUEVIC TNG EMAPNG TV YEPLUDV UE TO GTOUW),
0witepa oo TOLSLA.

Khieiote ™ o@udAn opéomg HETA TN YPNOTN Y Vo omoeyyete TNV mpdcsPacn Tov Todold oTo
TEPIEYOUEVO. MNV alprVETE Uial GVPLYYa OV TTEPLEYEL OLAAV U GE LEPOG OV PAETOVV KoL TPOGEYYiLovv
TOL TOUOLAL.

INo va amotpéyete v TpOGROCT) TOV TULOIDV GE YPTCLULOTOINUEVEG GUPLYYEC, ETAVOTOTODETNOTE T
oUPLYYO APECHG PETA TN YPNoM otV apyikn cvokevacio. Kol emavotorobetiote tn @udin kot
ovpyya 610 eEmTEPIKO KOLTI Kol QUAGETE TO GE AGPUAEG UEPOC, LAKPLE 0TTO TO, TTOLSLA.
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Amogiyete TNV TPOGPACT] TOV TOOLDV GTI QOPLUKEVTIKY] TPOPT TOV oKOAOL. 'l va amotpéyete v
TPdSocT TOV OOV GTI QOPIUKEVTIKT TPOPT TOV GKVAOL, avapiéte TV og éva LEPOG TS TPOPNG
Kol TEPIUEVETE £ OTOVL TO (MO KOTAVOAMGEL TANPOC TN PUPHOKEVTIKT TPOPN KO, OTI GLVEYELD,
yopnynote v vorowtn tpoen. H mapoyn g Bepaneiog va yivetor oe puépog mov dev PAETOLY Kot dgv
npoceyyilouv ta moudid. OmOldNTOTE QUPUOKEVTIKY TPOPY] TOL Ogv KaTOvaAdONKe Tpémel va
amopakpuvhel apéomg Kot va mAvBel kodd to doyeio eayntov.

Xe mepintmon Tuyoiag KaTdmoons, (ntote apuécms 1Tpikt] cVUPOVAN Kot deiEte aToV 1TPO TO VAL
00N YLDV XPNONG N TNV ETIKETA.

[MAvvete ta gépro peTd T ypnon.

Kvnon kot yadovyio:

Ao TIC epYACTNPLOKEG UEAETEG OE EMINVES Kol KOVIKAOLG dlomotdbnkay evoeiéelg tepotoyéveong
(emipveg), epPpvotoikdmrag Kot ToEkdTnTag 6T0 £YKLO (MO, KM Kol EMOPACELS 6T YovidTTOoL
TOV APGEVIKOV Kot OINAukdv (Omv (ETiHVEg).

H ac@dielo Tov KTNVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOC dev £xel amodelyOel katd ™ S1dpKelo TG
KONOoNG, NG YoAovyiag Kot ota Mo avamapoyyngs.

Agv GuVIoTATOL 1] XOPNYNON KATA TN SLAPKELN TNG KUNGNE Kot TNG YoAovyiog.

Tovpétn o
Na punv yopnyeitoan oe {da avoamapaymyngs.

AMNAenidpoon ue GALO QOPUOKEVTIKO TPOIOVTO. Kol GAAEC LOPPEC OAANAETIOpOONC:
Agyv givon yvooti kopio.

Ynepdocoroyia:
Mo perétn vrepdocoroyiag pe g kot dSmAdoIa 0661 Omd TN GLVICTMOUEVN Yo 28 nuépes, £d€1Ee
avemBoUNTEG EVEPYELES OTIMG: UM EAEYYOUEVOG ELETOG.

Kopiec acvupatotnrec:
A0y EAAEIYNG LEAETDV GUUPATOTNTOC, TO TUPOV KTNVIOTPIKO QUPOKEVTIKO TPOioV dev TPEMEL VAL
AVOUETYVOETOL E GANN KTNVIOTPIKG QOPUAKEVTIKG TPOIOVTO.

7. AvemOopunta coppavra

YxOAoL

[ToAd cuyva "Epetog*, duapporo*

(>1 Lo / 10 vrd Oepaneio (ma):

* Epnpaviletan evtog S €og 7 nuepdv petd v Evapén g Bepameiog Kot yevikad dtapkel yio mepiodo 1
£0¢ 2 NUEPDV.

AVTéC Ol eMOPACELS NTAV avaCSTPEYIUEC 0T0 TEAOG TG Oepomeiag ywpic va amorteitor Kdamolo
GUYKEKPLUEVT] QYY)

Edv eppaviotoov avtéc ot avemBounteg evépyeleg (.. EUETOC, S1ApPOLN), EVIUEPDOTE OUECHS TOV
ktnviatpo. H tawtoypovn yopRynom OovTIEUETIKOV UTOPEl Vo HEIMOEL TOV KIVOUVO OUTOV TOV
AVETOOUNTOV EVEPYEIDV.

H avagopd averiBountov coppdviov eivar onuavtikny. Emtpénel ™ ovveyn mopakoiovdnon tng
AGPAAELNG EVOG KTNVIOTPIKOD POPHOKEVTIKOD TPOTOVTOc. Ol avapopég TPEMEL VO AOGTEALOVTAL, KOTA
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNG GOE0G KUKAOPOPIOG 1] GTOV TOTIKO OVTIITPOCHOTO
Tov gite otV €BvVIKT apudda apyn HEc Tov €BviKoD GuoTHUATOG avapopds. Avatpéste emiong oTnv
TAPAYPOPO 16 Tov GOAAOL OONYIDV YPNONG Y10 T OVTIGTOLY0, GTOLYEIN ETKOVMVING.
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8. Aocoloyia yio ka0 €idog, TpOTOS KL 0601 Yop1YNONS

Xpnon amd 10 GTOUO.

To kmviatpkd eoappakevTikd mpoidv Ba mpémel va yopnyeitor oe d6on 2 mg/kg copaticon Papovg,
7ov avtiotolyei oe 1 ml wéoov dwwivpatog ava 10 kg B. To edpuaxo mpémetl va avapyvoeTal € Eva

UEPOG TNG TPOPNG KOL VO, YOPTYEITAL GTOV GKVAO piot popd v nuépa yio 28 nuépeg. Mot to (oo
KOTOVOADGEL TANPOS TN GOPLOKEVTIKY] TPOPT, Lropel va 600l To vTOAOITO YEL LA TOV GKOAOV.
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Product description:

L=
2a
—t

i

- 4

1 Protective overcap

2a Valve
2b Scroll wheel
3 Coloured smile: red = closed / green = open
4 Bottle
2a Valve

Zoom
2b Scroll wheel

IIeprypaen mpoidvtoc:
1 [Ipootatevtikd enimmpLo

2a BoABioa
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2b Tpoyd¢ KOAIoNG

3 Xpopotiot £voelgn oe oynua xapdyeAon | KOKKIVO = KAEIGTO / TPAGIVO = avoLyTO
4 O1én
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A. DopéoTE TPOGTATEVTIKA YAVTIH TPV YEIPIOTEITE TO KINVIATPIKO PUPLOKEVTIKO TPOTOV.

B. Avaxwniote dvvatd tn eiéAn Tpwv T ypnon.

I'. Zefd®0TE TO TPOGTATEVTIKO EMTMLOL.

A. Eloaydyete ™ obplyya 010 EXEVm AEVKO PEPOG TOV KATUKIOL (TPoyOg KOAoNG) TELovTag oTabepd
E. Eve mélete, yopiote ) ovpryya mpog to de&ud (de&tdotpopa) LéXpl Vo ELPAVIGTEL TO TPAGIVO
yopoyero.

1 + 2 Tovtdypova

2T. AnocVpete TOV 6®OGTO GYKO TOL KTNVIOTPIKOD PAPUAKEVLTIKOD TPOIOVIOC 6T cvpLyyd

Z. Eefdmote ) olpryyo amd T0 KOmAKL Yopic va v mécete yopilovtdg TV TPog To aplotepd
(ap1oTepOOTPOPA) HEXPL VO EUQOVIOTEL EOvE TO KOKKIVO YOUOYEAO Kol WETA ovveyiote va
TEPIOTPEPETE Y10, VO EEKOVUTTOGETE T GVUPLYYd. To cuGTNUA Propel Emiong vo, KAEITEL TEPIOTPEPOVTAG
TOV TPOYO KOAIONG XEWPOKIVNTAL.

H. Bloote Eovd to0 mpootatentikd eminmpa. [Ipochécte ™ cuvictdpevn d66M GtV TPOYn Yio
OKOAOVG. ZUVIGTATOL VO OVOULYVOETOL TN 800T € £va LEPOG TNG TPOPNG, VO TEPIUEVETE PEYPL TO (DO
VO KOTOVOADGEL TANPOG TN QOPUOKEVTIKY] TPOPT] KOl GTY GUVEYELWL VO YOPNYNOCETE TNV LROAOLTN
TPOON.

Mnv mAévete T cOpryya.
AQapEOTE TO TPOSTAUTELTIKA YAVTLH Kol PLAGETE TO KATOAANA®G 6T Ok ToVC.

9. Odonyiec Yo T 6ot Lopiynon

Eneidn to mapdotto eviomiletor o€ £0@TEPKOVS 16TOVG (LVEAOG TOV 0CGTMV, AEUPAOEVEG, CTANVAG,
ouKk®TL), givol onuavtikd va tpnel  ddpkela g Bepaneiog (28 nuépeg) Yo va dacpoloTel N
OTTOTELEGLLATIKOTITO TOL KTNVIOTPIKOD QUPUOKEVLTIKOD TPOIOVTOC.

INo va dwwoeoiotel 1 cwot] 6ocoroyia, T0 copatikd Papog Bo mpémel va vroloyiletal 660 TO
duvatov akpiPéctepa TPV KoL KOTA TN dtdpkela g Bepaneiog.

H vmodocio Bo pmopovce vo 001N yNoEL GE AVOTOTEAECUATIKT YPNHON Kol WTOPEl Vo uVONoCEL TNV
avamTLEN OVOEKTIKOTNTOC.

I va dtacparicete T 6OGTA YOPIYNGCT TOL KTIVIATPIKOD PAPLUKEVTIKOD TPOiOVTOG, avaTpéste ota
emeEnynuotikd oyéda. kot Bivteo:

(=] o]

https://player.vimeo.com/video/848683785?h=863f2b2f85

10. Xpévor avapoviig

Agv 1oy0eL.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

Agv vapyovv €181kEC 0dMYieg S1aTHPNONG Y10 AVTO TO KTNVIATPIKO PAPUAKEVTIKO TPOTOV.
Avgpxela {ong petd to TpdTo Gvoryua Tov Guecov mepEktr: 12 efdouddeg
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https://player.vimeo.com/video/848683785?h=863f2b2f85

Na pn xpnoyLonoleiton avTd TO KTNVINTPIKO QOPUAKEVTIKO TPoidv HeTd TNV Muepounvio ANENg mov
avaypaeetol otnv eTkéta petd omd EXP. H nuepopnvia AEng cvpmintel pe v teAevtoio nuéPa Tou
GUYKEKPIUEVOL UNVal.

12. Ewwkég Tpopurdéerg amoppryng

Ta eapuaxo dev TPETEL VL OTOPPITTOVTIOL LECH TOV ADUATOV 1) TOV OIKIHKDOV OTOPANTOV.

XpNGILOTOMGTE TPOYPAUUNTO ETIOTPOPNG QUPUAK®V Yol TNV AmOppyYn Un YPNoitomombéviov
KTNVIOTPIK®OV QOPUUKEVTIKOV TPOIOVIOV 1 GAADV VAIKGOV OV TPOEPYOVTOL amd T YPNON TOLG
CUUPOVO L€ TIG TOTIKESG OMALTHOELS Kol L TUYXOV €BVIKA GLGTAUOTA GLAAOYNG OV GYVOLY Yl T
GYETIKA KTNVIOTPIKE QAPUOKEVTIKA TPOTOVTOL.

Xoppovievbeite Tov knviaTpd cag Yo TOV TPOTO ATOPPLYNG TOV XPNCLLOTOMBEVT®V PapUAK®V.

13. Ta&vépnon TOV KTNVITPIKOV QUPRIKEVTIKMOV TPOIOVTMV

Na yopryeital Lovov e KTNVIOTPIKE GLVTAYY].

14, Ap1Bpoi Gog105 KUKAOQPOPIOS KO GVGKEVUGIEG

A.A K. Kompov: CY00938V

Oudn  tepepBoiikod  moivarBvieviov (PET) efomhiopévn pe mopo  derypotoAnyiog amod
moAvmpomvrévio (PP) pe modpo octiikovng katl cvptyya 3 ml molvmpomvieviov (PP) Babuovounuévn
ava 0,1 ml TomoBeTuévn o€ KoVTi OO YOUPTOVL.

Kovti amd yaptovi pe pia euain tov 30, 60 1 90 ml kor 1 cvpryyo.

Mmropei va pnv KuKAOPOpoUV OLEG Ol GLGKEVAGIES.

15. Hpepopnvia tedevtaiog avade®pnong Tov QUALOV 03N YAV YP1ONG

12/3/2024

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QUPLOKEVTIKO TPoioy gival dlabéaiueg ot
Baon dedopévav g EE yia ta ktmviatpikd tpoiovta (https://medicines.health.europa.eu/veterinary).

16. Xroygio emxowvoviag

Kdaroyoc tne ddsioc kKukAo@opioc Kol TUpOCKELOCTAC VTELOLVOC Vi TNV amodéGUELCT TOV
TOPTIOW@V:

VIRBAC

1° avenue 2065 m LID
06516 Carros

France

Tomkol ovVTUTPOCMTOL KOl GTOUYEIO ETKOVMVIOS Y10 TNV 0va@OpQ THavVOLOYOOUEVOV avVETOOUNTOV
EVEPYELDV :

VIRBAC EAAAYX MONOITPOXQITH A.E.

13° A E.O. AOnvaov — Aapiog, 14452, Metapdpowon,
TnA: +30 2106219520

info@virbac.gr.

IMo omoadnmote TANPOPOPio GYETIKA HE TO TUPOV KTNVINTPLIKO POPHOKEVLTIKO TPOioOV, TapaKoieiche
va amevBuvleite 6TOV TOTIKO OVTITPOGOTO TOL KATOYOL TNG AOEWG KUKAOPOPING.
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