ITAPAPTHMA 1

NEPIAHYH TOQN XAPAKTHPIZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Dexdomitor 0,1 mg/ml gvécipo dtdAvpa

2.  TIOIOTIKH KAI ITIOXOTIKH XYNOGEXH
Ka6e ml nepiéyet:

ApOoTIKO CVGTATIKG:
0,1 mg vopoyrlmpikng de&pedetoudivng mov toodvvaypet pe 0,08 mg de&pedetopudivng.

"Exdoya:

owotik) 6OvOeon £KOOY OV KL ALV Moocotuki] cvvOeon av oL TANPOPOPIES AVTES

GUGTUTIK®V €ival oNUOVTIKES Y10 TN 6OGTI XOop1yNoN
TOV KTNVIOTPIKOV QOPUUKEVTIKOD TPOIOVTOG

Methyl parahydroxybenzoate (E218) 2,0 mg

Propyl parahydroxybenzoate (E216) 0,2 mg

Sodium chloride

Water for injections

Awwyéc, dypopo dtdAvpua.

3. KAINIKEX IAHPO®OPIEX

3.1 Eiom {owv

YKONOL KOl YATEG.

3.2  Ogpamevtikég evosiEelg Yo kaOe gidog {Mov

Mn emepPotikég, EAUPPOS EMC LETPLO. ETDOIVVES, dLOOIKAGIES KOl EEETAUGELS TOV ATOITOVY CMLLOTIKY
GUYKPATNON, KOTAGTOAN Kol 0vOAyNGio 6€ GKOAOLE Kal YOTEC.

Ba61d kataotoln Kot avoAdynoio og oKOAOVG OTAV PN CIULOTOIEITAL 68 GLVOLACUO e BOVTOPPAVOAN
Y10 1TPIKEG Kot LIKPEG XEPOVPYIKES EMEUPAOELS.

[Ipovaprmon 6Tovg GKLAOVG KOl GTIG YATEG TIPLV TNV £YKATAGTAOT Kol Tr) O10TPNOT| TNG YEVIKNG
avaicnoiog.

3.3  Avrtevositeg

Noa unv ypnoiponoteitol o {da. e KOPOYYEIOKES SLOTAPUYES.

Na unv ypnoonoteitol oe (oo pe cofapn cvetnuatiky voco 1 o {da mov givar etotpoddavarta.
Noa unv ypnoonolEitol 6g TePITTOCT YVOOTNE VITEPELAIGHNGilog 6TO dPAGTIKO GLGTATIKO 1| G
Kdmoto(a) £xdoyo(a).

3.4 E0wkéc mpoEldomomjcelg

H yopiynon g de&uedetodivng o€ kKoutdfio nAtkiog pkpotepne tov 16 efoopddmy Kot yoTaKia
nAiog pikpotepng Tv 12 efdopddmv dev £xel pedetnOel.

3.5 Iowitepeg TPoPUAAEELS KATA TN YP1IoN



[dwaitepeg TPOQULAGEELS Y10 TNV Ao@OAN ¥prion ota. €101 (hwv:

Ta vd Bepomeio Cma Tpémel va kpatovvtol g {eotr| kot otabepn Oeprokpacio, TOGO KOTA TN
dtbpketa g Sodtkaciog 660 Kot KATa TV avavnyn.

Yvviotdrol ta (oo va givol vnotikd yia 12 opeg mtptv ) xoprynomn tov Dexdomitor. Nepd umopei va
do0et.

Metd ) Bepoameio, dev Ba Tpémetl va diveTar vepo N Tpoen Tpwv To LMo va givar tKovo Yo KoTamoon.

Evdéyetal va mapovoiactel 00Amor Tov KEPOTOES0VG KATA T S1dpKELN TNG KOTAGTOANS. Ot 0pBoipol
Oo Tpémel va TPOoTOTEVOVTOL LE £V, KOTAAANAO VYPOVTIKO.

No ypnoylomoteitat e TPocoyN 6€ VILEPNALKA (DO

210 veupikd, emOeTIKA 1 aviovya {da TpEnet va divetal 1 SuvatdTNTO Vo PEUTCOVY TPV ard TNV
évapén g Bepaneiog.

[Ipémel va Tparypatomoleitatl Guyvn Kot TAKTIKY] TpaKoAoHONoN TG OVATVELGTIKNG KoL TNG
Kapdlokng Aettovpyioag. H maipukn o&opetpio icmg etvat yproyun aAld dev gival OLGLAGTIKY Y0 TV
enopkn Topakorovdno. [pénet va givar dtabéoipog eE0MAMGHOG Yo YEPOKIVITO aePIOUO GTNV
TEPIMTOOTN AVOTVEVGTIKNG KOTAGTOANG N Amtvolag Emetta, amd T dtadoyikn xpnomn de&uedetomdivng
KoL KETAUIVNG Yio TNV €YKATAGTAOT avousOnoiog otig yateg. Luviotdrtal emiong va vapyel dueca
dwbéoipo o&uyovo, og Tepintwon mov aviyvevdel 1 vdpyel voyia Yo voauia.

Ot dppwotot kot Kotapefinpuévor okdAoL Ko ydteg Ba mpémet va Aappavouv TpovapKmon Hovo e
de&uedetoudivn Tpy amd TNV £YKOTACTACN Kot S10THPNoN TG YEVIKNG avalcOnaciog Bacet g
a&loAdynong KivdHvov-opELOVG.

H ypnion de€uedetopidiving ¢ H€co TPovapKmoTg GTOVE GKOAOVG KOl OTIC YOTEC LEIDVEL GNUOVTIKG,
TNV TOGOTNTA TOV YOPNYOVUEVOL POPUAKOV TOV OTOLTELTAL Y10, TV £YKATAGTOCT TG avaisOnoiag.
Amarteitol Tpocoy KaTd T xopNynom Tov evooeAEBLOV PapUIK®Y EYKOTASTACNS UEYPL VO
emtevyBel to emBounto amotérecpa. Ol amalTHOELS Y10 TTNTIKA ovalcOnTIKA Y10, T S10THPNoT TG
avaicOnoiag sivot emiong peltmpéved.

Idwaitepec Tpo@LAGEELS OV TTpEmeL va, Aaufdvovior amd To GATOUO TOL YOPNYEL TO KTNVINTPIKO
QOpLoKEVTIKO TPoidv og Lha:

Y mepintwon mov Katd AdOog vapEel AMyn amd To GTOU 1| KAVETE AVTOEVEST, Vo ova{NTNOETE
apéomg 1oTpikn fondela Kot vo, eTideifete 6TOV 1TPO TO EGOKAEIGTO PVALO 0ONYLDV YPHOEDS 1| TNV
ETIKETA TOV PUPLOKEVTIKOV TPoidvtog aAld MHN OAHIEITE kafd¢ evdéyetar vo Topovuclactovy
KOTOOTOAN KOl 0ALOYEG GTNV OPTNPLOKT TIEST).

Amo@lOyeTe TNV EXAPT TOV TPOIOVTOG UE TO dEPLO, Ta. LATIo 1) TOVE PAevvoyovoug. Tpoteivetar n
YPNON AOAPPOY®Y YOVTIOV. XE TEPITTOCT ETAPNC TOL TPOTOVTOG LLE TO dEPUM T} TOVG BAEVVOYOVOULC,
Eemhbvete auéomc LeTd TNV €kbeom To 6€ppa o €xel ektebel pe peydin TocoOTNTO VEPOD KOl
AQOIPESTE TO LOAVGUEVE POVYQ TOV PPIoKOVTIOL G GUEST ETOPN UE TO OEPLO. LE MEPITTMON ETOPNS
ue ta pdrtio, Eemiovete pe apbovo kabopd vepd. Edv eppoviotovy copmtouata, {ntmote
GLUPBOVAN 1TPOD.

Xg TEPIMTOOT TOL O YEPLICHOG TOL TPOTOVTOG YIVETOL Ad £yKHOLGS, Ba Tpémet va diveTar Wiaitepn
TPOCOYN MOTE VO, ATOTPUTEL 1] AVTOEVEST] KAOMG EVOEYETAL VA ELPAVIGTOVY GUCTAGELG TNG UNTPAG KO
LELOUEVT apTNPLOKT THEST] TOV EUPPVOV LETA OO aKOVG10 GUCTNUATIKY £KOeo.



SopupovAn mpog toug Tpovg: To Dexdomitor gival £vog 0-adpeEVEPYIKOC OYOVIGTNS, KoL TO.
CUUTTMOUOTO LETO TNV ATOpPpOPNGT TOL UTTOPEL VO, TPOKAAEGOVY KAVIKEG ETOPAGCELS OTIC OTOIEG
nepthapPdvoviatl 6060eEAPTOUEVT KATAGTOAT, OVATVEVGTIKT KATAGTOAN, Bpadvkapdia, vadtacn,
Enpootopia kot vrepyAvkaipia. ‘Exovv enione avagepbei kothokég appuduies. H avipetdnion tov
OVOATTVELGTIKMY KOl AUOSVVOUIKOY CUUTTOUATOV Oa Tpénel vo, Vol COUTTOUOTIKY.

O £101K0G 0L-0OPEVEPYIKOG AVTUYOVIGTNG, 1| ATTapUelOAN, 1 oToia €ival EYKEKPIUEVT) Y10l XPT|OT) OE
Cda, £xel ypnoononel otov AvOpmo UOVO TEPOUATIKG Y10 VO OVTOY®VIGTEL TIG EMOPAGELS TOV
TpoKaAovvTal amd T deEuedeToudivn.

Atopo pe Voot vrepevactnoio 6To 0pacTIKO GVOTOTIKO 1) 0& KATO10 Ao T, £KO0Y 0 TPEMEL VAL
YOPTYOUV TO KTNVIATPIKO POPUOKEVTIKO TPOTOV [LE TPOCOYN.

Id1aitepec TPoLAGEELS Y10, TNV TPOCTACIO TOV TEPIBdArovTOoC:
Agv 1oyet.

3.6 AvemOvunta coppavra

YxoroL

[ToAb cuyvd Bpadvkopdio
(> 1 {do / 10 vad Bepameia (oa):
Kvévaoon tov Brevvoyovaov?
Qypdmta 1oV PAevoydvvov?

Zuyva Appobuia!

(1 éwg 10 Cwa / 100 vd Bepomeio

{oa):

2ravio [Tvevpoviko oidnua

(1 éog 10 Coa / 10.000 vmd
Oepameia {oa):

ATpocdoplotng GuyvoTNTAG (dEV Aéyepon!
umopet va extundet pe faon to
Swfécipa dedopéva): Kapdrakodg omokieiopoc!

YymAf apmpioxn wieon?

XopnAn aptnpraxy micon?

"BKTOKTEG KOIMOKESG GUGTOASG!
Yreprothioxt] kot Kopupiky appuduio!
Ynrepoiehdppota!

Téon yio Epeto!

"Buetog?

OOAmON KEPUTOEIOOVG

Tpdpog podv
[MopoteTapévn KatacTtolq!

Bpadvmvora -

Mewwpévn o&vyovoon!
Melopévog avamveuoTikdg puoude
Akovoviot ovamvor|!
Taybdmvora!

EpvOnuo!

Mewopévn Oepuokpocio cOUATOg




Ovpnon!

"Otav 1 de&uedetoundivn kot 1 PoLTOPEAVOLT 0PN YOVVTOL TEVTOYPOVO.

2AOY® TG TEPLPEPIKNG OYYEIOCVOTAGTC KA TOV PAEBIKOD ATOKOPEGHOD TAPOVGIN PUGLOAOYIKAG
apTNPLEKNG 0EVYOVAOOTG.

SH aptnpiaxn wtieon o ovéndei apyikd kot ot cvvéyeta o emavéldel 6To PLGI0A0YIKO 1 KAT® 0mTd
TO PUVGLOAOYIKO.

*Mmropei va copel 5-10 Aentd petd v éveon. Mepikoi oxdrot pmopet eniong va kdvovv Eueto Kotd
N OTIYHH TG Avavnymg.

SOtav n deEpedetoudivn ypnoIHoTotEiTal G HEGO TPOVAPKOGNG,.

Koatd v tavtoyxpovn yopriynon de&pedetopdivng kot foutopeavoing oe okvAovg, £xouv avapepdel
Bpadvappubpieg kot Toyvappubuieg. Avtéc evoéyeton va teptiappdvovy coPapn eprefokoppikn
Bpadvkapdia, KoAmokotiakd amokAeioud 12 ko 2°° fabuov, prefokoufikn avakony 1 Tovon,
KaOMG Kol KOATUKEL, VITEPKOIALOKE KO KOIAMOKA TPDOPO COUTAOKO.

Koatd m ypnon g de&uedetopdivig og Léco Tpovapkwong, Exovv avapepdet Bpadvappubpieg Kot
Tayvappvbuisc kot teptrappdavovv cofapn eAeforopufikn fpadvkapdic, KOATOKOIMOKO ATOKAEIGUO
1°° xon 2°° Babpod Kot eAEPOKOUPIKT OVOKOTY. L& GTAVIEG TEPUTTMCELS EVOEXETAL VO TaPATPNOovV
VIEPKOIAMOKA Kol KOTMOKE Tp®@OPH GOUTAOKA, PAEBOKOUPIKT TADOT KOl KOATOKOIAMOKOG
amokAelopnog 3%° fadpov.

Tdrec:

IToAd cuyva Appobuia!

(> 1 {do / 10 vad Bepameia (oa): Bpadvkopdio
Koapdiakdg omokheiopoc?
"Buetog’
Qypotta Tov Brevoydvvov?
Kvévaoon tov Brevvoyovov?

Soyva Yreprothioxt] ko kouPiky appuduio!

(1 éwg 10 Cwa / 100 vo Bepomeio

{oa): Téon yio €peto!
Mewpévn o&vyovaoon?
YnoOeppio?

Oy cuyvd Anvowa?

(1 ¢w¢ 10 Cwa / 1.000 vro Bepameia

{oa):

2ravio [Tvevpoviko oidnua

(1 éog 10 Coa / 10.000 vmd

Oepamneio {oa):

ATpocdoplotng GuyvoOTNTAG (OEV "EKTOKTEG GLOTOASG

umopet va extun et pe faon to Yynin aptmpiokm wicon’

Swfécipa dedopéva): Xounf aptnpaxi wicon’
OOAMON KEPOUTOEIOOVG




Tpdpog podv

Bpadvmvora?

Melopévog avamvevaTikdg puoude
Ynooepiopde’

AkovOVioTn ovamvor]?

Aéyepon’

"Otav n de&uedetopudivy ypnotponoteital wg HEGO TPOVAPKMONG.
2Otav n de&uedetopndivn Kot N KeTopivn XpNoILoTolovVToL S1080YIKA.

SMropei va oopfet 5-10 Aemtd petd v éveon. Mepikéc ydteg pmopet emiong va kévouv £UeTo Kotd
N OTIYH TG Avavnymg.

*AGY® TG TEPLPEPIKNG OYYEIOCVOTAGTS KAl TOV PAEBIKOD ATOKOPEGHOD TAPOVGTN PUGLOAOYIKAG
apTNPLEKNIG 0ELYOVAOGOTG.

SH aptnpiakn wieon o ovéndei apyikd kot ot cvvéyeta Oo emavélOel 6To PUGI0A0YIKO 1 KAT® 0mTd
TO PUVGLOAOYIKO.

H evoopwikn yoprynon d6ong 40 pikpoypappapiov/kg (akoiovBodpevn amd ketopivn 1 TPOTOPOAN)
ovyva KatéAnée oe prePoropficn Ppadvkapdio kot pAeforoufikr| appubuia, TepioTaciokd KOTEANEE
0€ KOATOKOIMOKO OmOKAEIGHO 1 Babpod kot omavimg KatéAnEe o8 TPMIUES VTEPKOIALOKEG
EKTTOADGELG, KOATIKT O10Vi0, PAEBOKOUPIKEG TAVOELS, KOATOKOIMOKO AmOKAEIGHO 2°° Babiod 1
6LGTOAEG/ pLOLOVG SlapUYNG.

H avagopd avembdountov coufaviov eivar onpavtikn. Exttpénet ™ cvveyn napakolobtnon e
UOQUAELNG EVOC KTNVIATPIKOD (OPUAKEVTIKOD TPoiovTog. Ot avapopic TPEMEL VA, ATOGTEALOVTAL,
KATO TPOTIUNON HEC® KTNVIATPOV, EITE GTOV KATOYO TNG AdEWNG KUKAOQOPING 1| GTOV TOTIKO
avTITPOo®Td TOL ite otV €bvikn apuddia apyn LES® Tov €BVIKOD GLUGTALITOC OVAPOPAC.
Avotpé€te 6T0 POAAO 00N YLDV XPNOTG Y10 TO OVTIGTOLY0 OTOLXELD EMKOIVMVING.

3.7 Xpion katd v KON, T Yolovyia 1 TV ®OTOKiM

Kinon kot yorovyio

H aoopddeia tng de€pedetopidivng dev €xetl amoderyBel KoTd T dtdpKELD TG KUNONS Kot TG YOAOLYIOG
ota €101 {Owv-016Y0G. Emopévac, dev cuvIGTATAL 1] XOPTYNOT TOL TPOIOVTOC KATA TN S14pKELd TNG
KONOMG Kot TNG YoAovyiog.

Tovyotnta
H aoopdiein tng de€pedetopidivng dev €xetl amoderybei oe apoevikd mov mpoopilovtat yo

OVOTALP LY D).
3.8 Alinlermidpaocn pe GAha QUPRIKEVTIKA TPOIOVTO KOL AALES pOPPES aAANAenmidopaong

H yprion dAA®V KATOGTOATIKOV TOV KEVIPIKOV VEVPIKOD GUGTHUOTOS OVALUEVETAL VO EVIGYVGEL TNV
enidpaon tng degpedetodivng Kot emopéEvams Ba TpEmeL va YIvETal KATAAANAN TPOGAPUOYT TG
d0omg. Ta avtiyoAvepyiKd TPETEL VO YPNOULOTOLOVVTAL LE TPOCOYN LE TN deEpedeTopdivn.

H yopiynon atmopeldoing petd amod tn deEUedeTOdIV) AVAGTPEPEL YPIYOPO. TIG EMOPACELS TOV
QOpUAKOL KOl £TCL LELMVEL TOV XpOVo avavnymg. Evtog 15 Aentdv ot okdAot kot ot ydteg Exouv
Kavovikd Eumvioet kot givon opoiot.



I'dreg: "Emetta and yopnynon 40 pikpoypappapiov deguedetopdivng/kg o.p. evéopvikmg tavtdypova
pe 5 mg ketapivng/kg 6.p. otig yateg, N péylotn cuykévipwon tng depedetopdivng avéndnke oto
dumhdoto oAAG ot dev emNPEAcE TOV Tmax. O péEGOG YpOVOg NLONG TN OTOPOANG TNG
deuedetodivinc avénbnke oe 1,6 dpeg kot 1 cuvorkn ékBeom (AUC) avéndnke kotd 50%.

Mo 06om 10 mg ketopivng/kg ypnopomolodpevn tavtdypova pe 40 pikpoypappdpio
deuedetopudivna/kg evdéyetar vo mpokaréoet TayvKapdia.

IMa Tnpoeopiec oyetTikd [ TIC ovemBOunTeg evépyeleg, deite v mopdypapo 3.6 Avembounta
oupupava.

IMa TAnpoeopiec oyeTikd pe TNV ac@dAEln TOV (OOV-CTOY®V GE TEPUTTMCELS VIEPOOGOLOYING, Oeite
Vv Tapdypoeo 3.10 Zupntdpate vVIEPS0GOAOYINS.

3.9 Oodoi yopnynong kot 6060A0Yia
To mpoidv wpoopiletor yio:

- 2KOAoVG: eVOOQAEPLO 1 EVOOLDTKNY YOopRYNOoN
- I'dreg: evdopvikn yopnynon

To mpoidv dev mpoopiletal yio emovorlopuBavoueVeC EVEGELC.

To Dexdomitor, 1 fovtop@avOoAn kar/f 1 KeTapivy propodv vo, avopryfodv oty idto chpryya Koo
&xel amoderyOel 0Tt elvar PapUaKOAOYIKE SLUPATA.

Aocoioyia: cuVIGTOVTOL 01 0KOAOLOEG 0OGEIC:
YKYAOI:
O1 86c¢e1c TG de&uedetodivng Paciloviol 6NV ETPAVELN COUATOC:

Evdopiefiong: £m¢ kat 375 LKpoypauUdpLo/TETPOYOVIKO LETPO EMPAVELNG COUATOG
Evdopwikd: £m¢ kot 500 tukpoypapidplo/TeTpoy®vikd LETPO EMPAVELNG COUATOS

Otav yoprnyeitan o€ cuvdvacpo pe Bovtopeavorn (0,1 mg/kg) yia Pabid katacTtoAn Kot avoiyncia, 1
gvOOLVTKN d0om NG de&uedetopdivng ivat 300 UIKPOYPAUUAPIO/TETPAYOVIKO LETPO EMPAVELOC
ocopotoc. H 06om mpovapkmong pe deépuedetopdivn ivar 125-375 pikpoypappdplo/tetpoymviko
UETPO EMPAVELNG COUATOS, Yopnyovuevn 20 Aentd Tpv omd TV YKATAGTOCT Y10 SLOSIKOGIES TTOV
amartovy avoloOnoio. H doon npémnel va mpocappoletor avaAoyo LUe TOV TOTO TNG XELPOVPYIKNAG
eméuPacnc, ™ ddpkelo TE dadikaciog Kot TNy 13106VYKpAcic Tov {dov.

H tavtoypovn yprion de€pedetopidivng Kot Boutop@avoing TpoKoAEl KOTUGTOATIKES KOl OVOAYNTUKEG
eMOPAoELS TOL Aapfavouy yodpa to ToAD péca o 15 Aemtd petd tn yopnynon. Ot péyloteg
KOTOOTOATIKES KO OVOAYNTIKESG ETIOPACELG EMLTLYYAvovTaL €vTog 30 Aemtdv petd tn yopnynon. H
KOTOOTOAN dapkel TovAdyloTov 120 Aemtd peTd T Yop1ynon Kot 1 avoiynoia Siopkei TOLAGYIGTOV
90 Aemtd. H avbopunt avévnum Aappdaver xyopo péca o€ 3 dpeg.

H mpovapkmon pe de&pedetopdivn 0o peidoel onuovTikd tn 606G0A0YI0 TOL UTULTOVUEVOL UEGOD
£YKOTAGTAONG TNG avolctnciog Kot Oo LEIMGEL TIG AMOITNOEL GE TTNTIKG ovotoOnTiKd, yio ™)
dttpnon g avoloOnoiag. Te po KAVIKN UEAETT), Ol OTOLTHOELS Y10 TPOTOPOAT Kol OEl0TEVTAAN
petmdnkov katd 30% kot 60% avtictorya. Olot ot avolcONTIKol TAPAYOVTES TOV YPNCIULOTOIOVVTOL
Yo EYKATACTOOT 1 SloTpMon TG avolonciog Tpémet va yopnyovvtol uéypt tnv enitevén tov
emBuunTov amoTELECUATOG. ZE o KAMVIKY HeAéTn, 1) de&uedetopdivn cuvéfale oty emitevén



UETEYYEPNTIKNG avaiynoiag yio dtotnue 0,54 opdv. Qotoc0o ot 1 dtdpkela eEaptdtot amd
SLaQopec LETOPANTEC Kot Oo TPETEL VoL YOPNYELTAL TEPUITEP® AVOAYNGIO AVAAOYO LE TNV KAVIKNY
Kkpion.

Ot avtioTotyeg 060¢€1g pe Bdorn to PAPog COUATOG OVUPEPOVTOL GTOVG TOPOKAT® TIVAKEG. ZUVIOTATOL
1N XPNOM SOPLYYOS PE KATAAANAN S1ofadion yia va dtac@aiiotel 1 akpipng docoroyia OTov
YOPTYOUVTOL LKPEG TOGOTNTEGS.

YKVAOL AggpedeTopdivy AggpedeTopdivny AggpedeTopdivy
Bapog 125 pkpoypappaproe/m? | 375 pikpoypappdpro/m* | 500 pkpoypoppdpre/m?
(kg) (mcg/kg) (ml) (mcg/kg) (ml) (mcg/kg) (ml)
2-3 9.4 0,2 28,1 0,6 40 0,75
3,14 8,3 0,25 25 0,85 35 1
4,1-5 7,7 0,35 23 1 30 1,5
5,1-10 6,5 0,5 19,6 1,45 25 2
10,1-13 5,6 0,65 16,8 1,9

13,1-15 5,2 0,75

15,1-20 49 0,85

INo padié kataotor] Ko avaiyncio pe fovtop@avéin

Y KO OL AgEpedeTopioivn

papog 300 pikpoypappdpro/m? evdopvika

(kg) (mcg/kg) (ml)
2-3 24 0,6
3,14 23 0,8
4,1-5 22,2 1
5,1-10 16,7 1,25
10,1-13 13 1,5
13,1-15 12,5 1,75

INo peyadotepeg katnyopieg fépovg, ypnoonomote Dexdomitor 0,5 mg/ml kot Tovg 060A0Y1IKOVS
TVOKEG TOV.

I'ATEX:

H docoioyia yia T1g yateg givar 40 pkpoypappdpio vopoyiwpikng deuedetopdivng/kg o.p. mov
1eodvvapovv pe 6yko d6omng 0,4 ml Dexdomitor/kg o.B. 6tav ypnoionoeiton og un enepPatikéc,
ENIPPAG £DG HETPLYL ETOIVVEG OLUSIKACIES KOl EEETAGELG TTOL OTALTOVY CMUATIKT CLYKPATN O,
KOTOGTOAN KOt avaAyncia.

Ortav 1 6e&pedetopudivn ¥pNoIHOTOLEITAL Y10 TPOVAPKMGCT OTIG YOTES, ¥pNoLomoleitar 1) ida d6on. H
povipkwon pe de€puedetopidivn Oa LEIMOEL ONUOVTIKA T 00GOA0YI0 TOV OTOUTOVUEVOL HEGOV
€YKOTACTOONG TNG avolcnciog Kot Bo LEIMCEL TIG AMAITIOEL OE TTNTIKA ovoloOnTIKd yio ™
dtpnon g avoiotnoiog. Ze po KAVIKN LEAETT, 1] AmaiTnon Yo TPOTOPOAT LEIDONKe Katd 50%.
O)ot o1 avarsOntiKol TaPAYOVTEG TTOL YPNCUYLOTOLOVVTOL Y10 EYKOTAGTAON 1) S10THPTOT TNG
avaicnoiog mpémet va xopryouvTal UEYPL TNV EMITEVEN TOV EMBVUNTOV ATOTEAEGLLATOG,

H avaicOnoio propet va eykatactodel 10 Aewtd petd tnv Tpovapk®oT Le EVOOHVTKN XOPTYNoT KOG
doomg-otoyov 5 mg ketapivng/kg 6.p. N pe evioAEPia xop1ynon TPomoPOANG UEXPL TNV EMITEVEN TOV
emBountob aroteléopatog. H docoroyia yia T1g yateg mopovctdletal 6ToV TapaKkiT® TivaKa.

I'areg

Papoc Aggpederopdivn 40 kpoypoppdpro/kg evéopvikd
(kg) (mcg/kg) (ml)
1-2 40 0,5




I 2a1_'3 | 40 1

IMo peyaidtepeg katnyopieg Bapovg, ypnoonomote Dexdomitor 0,5 mg/ml Kot Tovg 6060A0Y1KOVS
TVOKEG TOL.

Ol aVOUEVOEVEG KOTAGTUATIKEG KOL AVOAYNTIKEG EMOPAGELS EMTVYYAVOVTOL LEGO € 15 AemTd petd
TN yopnynon kot dtotnpovvror uéypt kot 60 Aemtd petd tn xopnynon.

H xartactoin propel vo avaotpoesi pe otimapeloAn. H atimapeloin dev Oa npémel va yopnyeitat
vopitepa amd 30 AemTTE LETA TN YOPNYNON TS KETAUIVIC.

3.10 ZopntOpote VTEPS0c0A0YING (KUl KATH TEPITTMGT), NETPA UVTIHETOMIONS KO OVTIO0TA)

YKk0lot: Le MEPMTMOELS VEPOOGOAOYING, 1] EAV 01 EMOPACELG TNG deEUESETOUIDIVIG YiVOUY SUVNTIKA
ameANTIKEG Yo T {on, N KatdAAnAn doon atuwapeloAng eivar 10 popég 1 apykn 666m TG
deuedetodivng (Lkpoypappdpio/kg o.f. 1 LKPOYPOUUAPIO/TETPAYOVIKO LETPO ETIPAVELNG
oopotoc). O 6yKog doong g atmapeloAng ot cuykévipoon 5 mg/ml gival to Eva méumto (1/5) Tov
oyKkov d6omg tov Dexdomitor 0,1 mg/ml wov d366nKe 6TOV GKHAO, AVEEAPTHTMOS TNG 030V YOPNYNONS
tov Dexdomitor.

Iateg: Le mepumtmdoelg vrepdocoroyiag, 1| €Gv ot emOpAceELg TNG depedeTopdivng yivouv duvntikd
AmENTIKEG Yia T (N, 0 KATAAANA0G avToy®VIoTig eivat 1 otumale oA, YOPTYOOUEVT LE EVOOUVTKN
éveon, otV akoAovin d6om: 5 popég TV apyikn d6on deuedetopdivng oe pukpoypoppdpro/kg o.p.
‘Erterta amd tovtoypovn éxbeon o pia tpurhn (3X) vrepdocoroyia defpedetopdivng kat 15 mg
ketapivng/kg, umopel va yopnynet atumapeldin 610 CLVIGTOUEVO EMITEGO SOGNC Y10 TNV AVAGTPOPN
TOV ATOTELECUATOV TOL TPOKAAOVVTOL OO T deEPUEdETOOIVN.

& VYNAEG CLYKEVTPMOELS OEEUESETODIVIG OTOV 0PO, | KOTAGTOAN eV avEAvETaL TAPOAO TOV
av&AveTal To EMIMESO TNG AVOAYNGIOG He TEPAITEP® ALENTELG TNG 600mG. O 0YKoG dOONG TNG
atuapelOANg ot cvyKEVTIp®on Tov 5 mg/ml 1ovton pe to éva dékato (1/10) Tov 6yKov Tov
Dexdomitor 0,1 mg/ml mov €yet1 606<i ot ydta.

3.11 Ewwoi wepropiospol ypfiong Ko €101kég ouvOnkeg ypfons, coprepriopupfavopsveov
TEPLOPLOUAV GTT] YP1OT UVTLKPOPLOKAOV KUl OVTITUPUGLTIKAV KTNVIOTPLKOV
PUPUIKEVTIKOV TPOIOVTOV TPOKEIUEVOD VU TEPLOPLOTEL 0 KIVOUVOS avATTUENS UVTOYNS

Agv 1oyet.

3.12 Xpoévor avopovig

Agv woyet.

4. DOAPMAKOAOI'IKEX TIAHPO®OPIEX
4.1 Kmowkdog ATCvet: QNOSCM18.
4.2 ©@oppokodvvapuKy

To Dexdomitor wepiéyet de€pedetoudivn g dpacTiKni 0voia, 1) 0ol TPOKUAEL KOTOGTOAN Kot
avadynoio 6Toug okvAOLE Kot oTig Yates. H didpketa kat to PAOog Tng KOTAGTOANG Kot Tng
avaiynoiag ivol docoeaptmdpeva. XN UEYLOTN EMLOPACT) TOV PUPUAKOV, TO (MO glvar yorapo,
EamAmuévo Kot dev avTidpa o€ emtepika epediouara.

H de€uedetopdivn eivor £vag 1oyvpog Kot EKAEKTIKOG 0l2-0yMVIGTHG TV OOPEVEPYIKDV VITOS0YEDV
IOV OVOGTEALEL TNV AEAEVOEPMOT| TNG VOPASPEVAAIVIIG OTTO TOLE VOPUdPEVEPYIKOVE VeEVpdveS. H
ovumadnTiKn vevpodiafifacn epmodiletor Kot To eninedo TG cuveidnong petdveral. Metd



yopnynon g de&pedetoudivng mopatnpeital Leimon Tov Kapdakod puOpov Kot Tpocwptvog
KOATTOKOWMOKOG amokAelGog. H aptnplakn wicon peidveral £mg to puGIoA0YIKA 1 KAT® omd T
(UVCIOAOYIKA ETTED LETA TNV apytkT ovénon. O puBudg TG avamvong evoEyeToL evioTe va petmbet.
H deEpedetopdivn mpokaiel emiong Evav aplOpd GAA@V eTOPACEDV, SIUUECOAAPOVUEVOV OO TOVG
02-0OPEVEPYIKOVG VITOSOYELG, TOL TTEPIAAUPAVOLY avOpB®ON TPYDV, KATOGTOAN TOV KIVITIKOV Kot
EKKPITIKMDV AEITOVPYLDV TG YOOTPEVIEPIKNG 000V, H100PNOT) KOl VITEPYAVKOLLLICL.

Mmnopei va topatnpnOel o pikpn peiwon g Beppokpaciog.
4.3 DoppokoKvnTIKI

Q¢ Mmopuukn évmon, 1 de&pedetodivn amoppo@drtal kKodd petd and evdopvikn yoprynon. H
deuedetoudivn KoTavELETAL ETIONG TAXEMG GTO CMUN KoL SLOTEPVE EVKOAN TOV OLUATOEYKEPUALKO
QPAYHO. ZOUPOVO [LE LEAETEG OE 0POVPAIOVG, 1| HEYIOTT CUYKEVTIPMGT GTO KEVIPIKO VELPIKO GUCTNUA
elval OpKETEG POPES PHEYOADTEPT) OO TNV OVTIOTOLYN CLYKEVTIPMON GTO TAAGLA. TNV KukKAopopia, 1
deuedetoudivn decpevetal o€ PeYIAo TOGOGTO LE TIG TPAOTEIVEG TOL TAdoUATOg (> 90%).

Yxvlot: Metd amd pio evoopnikn doom tov 50 wkpoypappopiovkg, emroyydverol péyiom
oLYKEVTPOOT| 6TO0 TAdoua Tepimov 12 vavoypappapiov/ml énerta and 0,6 opec. H frodiabecipotnta
g oe&pedetopdivng etvar 60% kot o pavopevog oykog katavoung (Vd) givar 0,9 1/kg. O ypdvog
nuong g arofoing(ti) eivor 40-50 Aentd.

O1 k0pieg PLopETOTPOTEG GTOV GKVAO TEPIAAUPAVOLY TNV VOPOELAIWGT, TN 6V{EVEN e YAVKOVPOVIKO
0&0 kot v N-pebviioon oto Nrap. Olot o1 yvootol petafoAiteg 6TEPOVVTOL PAPUOKOAOYIKNG
dpdong. O petafoliteg anekkpivovral Kupimg ota ovpa Kol o€ PIKPOTEPT £KTOOT 6T KOTpava. H
deuedetoudivn Exet vynAn kabapon kot 1 amoforn g eEapTaTUL OO TNV AUOTIKY PO TOL NTTATOG,.
O mopatetapévog ypovog Nuiong e omoPoing avouéveTal ETOUEVOG e VTTEPOOGOAOYiES 1} OTaV |
deuedetoudivn cvyyopnyeitan pe GAleg ovoieg mov ennpedlovy TNV NTATIKN KVKAOQOPia.

I'ateg: H péyiom ovykévipmon oto TAdcopa exttuyydvetal mepimov 0,24 dpeg HETA amd VOOULIKN
yopnynon. Metd and pia evdopvikn 66om tov 40 pikpoypappapiov/kg o.p. N Cmax etvar

17 vavoypappdpio/ml. O eawvopevog 6ykog kotavouns (Vd) eivan 2,2 1/kg kot o ypdvog nuilong e
amoBoAng (ti) ivon pio mpa.

O1 Bopetatponég ot yata yivovral péco vopoSuiimong oto Nrap. Ot petaPolriteg anekkpivovat
Kuping ota 0vpa (1o 51% g d6oMg), Kot 6 HuKpOTEPT £KTAOT 0T KOTTpova. Onwme Kot 6Tovg
oKOAOVG, 1 de€pedeTopdivn Exel LYNAY KABAPOoN GTIG YATES Kol 1 amofoAn Tng e&aptdrtal and TV
ootk pon Tov Hratog. O mapaTeTapévog ypovos NL®NG TG AOBOANG AVAUEVETOL ETOUEVWMG LE
vepdocoroyieg N 6tav 1 deEuedetoudivny cuyyopnyeitar pe dAleg ovoieg Tov exnpedlovy tnv
NTATIKN KuKAOQOpiaL.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acvppatoTnTeg

Agv glval yvoot) Kopa.

To Dexdomitor givai copfatd pe fovtopeavorn kot ketapivn oty idto cvptyya eni TOLVAG)IGTOV 600
MpPEC.

52 Awpkero {ong

Avdpxela {ONG TOL KTNVIATPIKOD QOPUOKEVTIKOD TPOIOVTOC GULPMOVO, LIE TI) CLOKEVAGIN TOANGNC:
3 ém

10



Avdpxela (NG LETE TO TPMTO AVOLYLLN TNG OTOLEIDMOOVS Guokevaciog: 3 uveg otovg 25 °C.
5.3 Iowitepes mpo@urdiers katd T @UAAEY TOV TPOIGVTOG

Noa punv katoyvyeTor.

5.4 ®von ko 6HVOEST TG GTOLELDO0VS GLOKEVUGING

Tomov [ yvdivo eroridio mov wepiéyet 15 ml evésyov SoAVUATOG, KAEIGUEVO LE TOUO ELGYDOPNONG
amd EANOTIKO BP@PIOBOVTLAIOL Kol KATAKL 0O GAOVIVIO.

Meyébn cvokevaciog:

Xdaptvo kovti mov mepiéyet 1 praridio

Xdaptvo kovti mov mepiéyetl 10 praiion

Mmropei vo unv KukAo@opohv OAEG Ol GLOKELOGIES.

5.5 Edwkég Tpoura&elg amoppiyng evog pi ypnoponon)0£vrog KTV Tpiko
POPLAKEVTIKOD TPOTIOVTOG 1] GAAL®Y VAIKAOV TTOV TPOEPYOVTAL UTTO T1) (P1]G1) TOV TPOIOVTOG,
av VTapyovy

Ta edppoxo dev TPETEL VOL ATOPPITTOVTAL HECH TMV ADUAT®V 1] T®V OIKIOKAOV ATOPANTOV.

XpNCILOTOUOTE TPOYPAULOTO EMGTPOPNG POPUAK®OV Y10 TV OTOPPIYT Un ¥PNooTotnfévtmy

KTNVIOTPIKOV QAPHOKEVTIKOV TPOIOVI®V 1| GAA®V DAMK®OV TOL TPOEPYOVTAL amd TN YPNOT TOVG

GULQMVO, [LE TIG TOTMIKES OTALTHOELS KOl LLe TUYXOV €BVIKA GLOTHIATA GLALOYNG TTOL IGYVOLV Y10, TO.

GYETIKA KTNVIOTPIKE QOPLOKEVTIKE TPOIOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Orion Corporation

7. APIOMOX(OI) AAETAYX KYKAO®OPIAX

EU/2/02/033/003-004

8. HMEPOMHNIA IMTPQTHX ET'KPIXHX

Huepounvia Ing éykprong: 30/08/2002

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHY THX NIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY IIPOIONTOX

HH/MM/EEEE

10. TAEINOMHIH TQN KTHNIATPIKOQN ®APMAKEYTIKOQN ITPOIONTQN

Na yoprnyeitar pOvov e KTNVIATPIKT] GLVTAYT.
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Aentopepeic TANPOPOPIES Y10 TO €V AOYM KTNVIATPIKO QOPUOKEVTIKO TPOTOV gival S1a0éoiueg o
Baon dedopévav g EE yio ta ktnviatpucd mpoiovta (https://medicines.health.europa.eu/veterinary).
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1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Dexdomitor 0,5 mg/ml gvécipo dtdAvpa

2.  TIOIOTIKH KAI ITIOXOTIKH XYNOGEXH
Ka6e ml nepiéyet:

ApOoTIKO CVGTATIKG:
0,5 mg vdpoyrmpikng de&pedetopdivng mov 1oodvvaypet pe 0,42 mg de&pedetopudivng.

"Exdoya:

Iowotik) oOvOeo £KOOY OV KL GAAOV Moocotuki] cvvOeon av oL TANPOPOPIES AVTES

GUGTUTIK®V €ival oNUOVTIKES Y10 TN 6OGTI XOop1yNoN
TOV KTNVIOTPIKOV QOPUUKEVTIKOD TPOIOVTOG

Methyl parahydroxybenzoate (E218) 1,6 mg

Propyl parahydroxybenzoate (E216) 0,2 mg

Sodium chloride

Water for injections

Awwyéc, dypopo dtdAvpua.

3. KAINIKEX IAHPO®OPIEX

3.1 Eiom {owv

YKONOL KOl YATEG.

3.2  Ogpamevtikég evosiEelg Yo kaOe gidog {Mov

Mn emepPotikég, EAUPPOS EMC LETPLO. ETDOIVVES, dLOOIKAGIES KOl EEETAUGELS TOV ATOITOVY CMLLOTIKY
GLYKPATNON, KATAGTOAN Kol GvOAYNGio, 6& GKOAOLE Kol YOTEC.

Ba61d kataotoln Kot avoAdynoio og oKOAOVG OTAV PN CIULOTOIEITAL 68 GLVOLACUO e BOVTOPPAVOAN
Y0 TPIKEG Kot PIKPEG XEPOVPYIKES eMEUPACELS.

[Ipovaprmon 6Tovg GKLAOVG KOl GTIG YATEG TIPLV TNV £YKATAGTAOT Kol Tr) O10TPNOT| TNG YEVIKNG
avaicnoiog.

3.3  Avrtevositeg

Noa unv ypnoiponoteitol o {da. e KOPOYYEIOKES SLOTAPUYES.

Na unv ypnowonotgitol oe {oa pe cofapn cvetnuatiky voco 1 o {da mov givar etotpoddavorta.
Noa unv xpnoonoleitol oe TePItT®ON YVOOTNG VIEPELAIcONGilag 6TO dPAGTIKO GLGTATIKO 1| G
Kdmoto(a) £xdoyo(a).

3.4 E0wkéc mpoEldomomjcelg

H yopiynon g de&uedetopdivng o€ kKoutdfio nAtkiog pkpotepne tv 16 foopddmy Kol yoTaKia
nAiog pikpotepng Tv 12 efdopddmv dev £xel pedetnOel.

3.5 Iowitepec mPoPUAAEEIS KATA TN YP1ON)
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[dwaitepeg TPOQULAGEELS Y10 TNV Ao@OAN ¥prion ota. €101 (hwv:

Ta vd Bepomeio Cma Tpénel va kpatovvtal og {eot| kot otabepn Oeprokpacio, TOGO KOTA TN
dtbpketa g Sodtkaciog 660 Kot KATa TV avavnyn.

Yvviotdrol ta (oo va givol vnotikd yia 12 opeg mtptv ) xoprynomn tov Dexdomitor. Nepd umopei va
do0et.

Metd ) Bepoameio, dev Ba Tpémel va diveTar vepo N Tpoe1| Tpwv 1o {MO va givol 1Kovo Yo, KOTAToo.

Evdéyetal va mapovoiactel 00Amor Tov KEPOTOEB0VG KATA T S1dpKELN TNG KOTAGTOANG. Ot 0pBoipol
Oo Tpémel va TPOoTOTEVOVTOL LE £V, KOTAAANAO VYPOVTIKO.

No ypnoylomoteitat e TPocoyN 6€ VILEPNALKA (DO

210 veupikd, emOeTIKA 1 aviiovya (oo TpEneL va dlveTal 1 SuvaTOTNTO VO |PEUTCOVY TPV ald TNV
évapén g Bepaneiog.

[Ipémel va Tpaypatomoleitatl Guyvn Kot TAKTIKY TpaKoA0HONoN TG OVATVELGTIKNG KoL TNG
Kapdlokng Aettovpyiag. H makpukn o&opetpio icmg etvat yprioyun aAld dev gival OLGLAGTIKY Y0 TV
enopkn Topakorovdno. [pénet va givar dtabéoipog eE0MAMGHOG Yo YEPOKIVITO aePIOUO GTNV
TMEPIMTOOTN AVOTVEVGTIKNG KOTAGTOANG 1 Amtvolag Emetta, amd T dtadoyikn xpnomn de&uedetomdivng
KOl KETAUIVNG Yio TNV €YKATAGTAOT avoicOnoiog otig yateg. Luviotdrtal exiong va vdpyel dueca
dwbéopo o&uyovo, og Tepintwon mov aviyvevdel 1 vdpyel voyia Yo vroouia.

Ot dppwotot kot Kotafefinpuévor okdAoL Ko ydteg Ba mpémet vo Aappavouv TpovapKmor Hovo e
de&uedetodivn Tpv amd TNV £YKOTACTACT Kot SLOTNPNoN TNG YEVIKNG avoicOnaciog Bacetl g
a&loAdynong KivdHvov-opELOVG.

H ypnion de€uedetopidivng ¢ LG TPOVAPKMOTG GTOVE GKOAOVG KOl OTIC YUTEC UEIDVEL CUOVTIKE
TNV TOGOTNTA TOV YOPNYOVUEVOL POAPUAKOV TOV OTTOLTELTAL Y10 TV £YKATAGTOCT TG avaisOnoiag.
Amarteitol Tpocoyr KaTd, T YOpNyNom Tev evOoPAEBLOV PapUAK®Y EYKOTASTACNS UEYPL VO
emtevyBel to emBounto amotédecpa. Ol amaITHOELS Y10 TTNTIKA ovalcOnTIKA yio, T S10THPNoT TG
avaicOnoiag sivot emiong peltmpéved.

Idwaitepec Tpo@LAGEELS OV TTpEmeL va, Aaufdvoviot amd To GTOUO TOL YOPNYEL TO KTNVINTPIKO
QOpLoKEVTIKO TPoidv og Lha:

Y& mepintwon mov Katd AdOog vapEel AMyn amd To GTOU 1| KAVETE AVTOEVEST, Vo ovalNTNOETE
apéomg 1oTpikn fondela Kot vo, eTideifete 6TOV 1TPO TO EGOKAEIGTO PVALO 0ONYLDV YPHOEDS 1| TNV
ETIKETA TOV PAPUOKEVTIKOV TPoidvtog aAld MHN OAHIEITE kafd¢ evdéyetar vo mopovuclactovy
KOTOOTOAN KOl 0ALOYEG GTNV OPTNPLOKT TIEST).

Amo@lOyeTe TNV EXAPT TOV TPOIOVTOG UE TO dEPLO, Ta. LATIo 1) TOVE PAevvoyovoug. Tpoteivetar n
YAPNON AOAPPOY®Y YOVTIOV. XE TEPITTOOT EXAPNG TOL TPOTOVTOC LE TO dEPUM T} TOVG BAEVVOYOVOLC,
Eemhbvete auéomc HeTa TNV £kbeom To 6€ppa oV €xel ektebel pe peydAn TocOTNTO VEPOD Kol
AQOIPESTE TO LOAVGUEVE POVYQ TOV PPIoKOVTIOL G GUEST ETOPN UE TO OEPLO. LE MEPITTMON ETOPNS
ue ta patio, Eemovete pe apbovo kabopd vepd. Edv eppoviotodv copmtopata, {ntiote
GLUPBOVAN 1TPOD.

Xe TEPITTOOT TOL O YEPIGUOG TOL TPOTOVTOG YivETOL Ao £yKHOLGS, Ba Tpémet va diveTan Wiaitepn

TPOCOYN MOTE VO, ATOTPUTEL 1] AVTOEVEST] KAOMG EVOEYETOL VAL ELPOVIGTOVV GUGTAGELG TNG WTPOG KO
LELOUEVT apTNPLOKT THEST] TOV EUPPVOV LETA OO aKOVG10 GUCTNUATIKY £KOeo.
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SopupovAn mpog toug Tpovg: To Dexdomitor gival £vog 0-adpeEVEPYIKOC OyOVIGTNS, KoL TO.
GUUTTMOUOTO LETO TNV ATOpPpOPNGT TOL UTTOPEL VO, TPOKAAEGOVY KAVIKEG ETOPAGELS OTIC OTOTEG
nepthapPdvoviatl 6060eEAPTOUEVT KATAGTOAT, OVATVEVGTIKT KATAGTOAN, Bpadvkapdia, vadtacn,
Enpootopia kat vrepyAvkaipia. ‘Exovv enionc avapepOei kothakég appuuies. H avtipetonion tov
OVOATTVELOTIKMY KOl AUOSVVOUIKOY CUUTTOUATOV Oa Tpénet vo, eival courntopotikn.O ke o,-
AdPEVEPYIKOS OVTAYMVIGTNG, 1 oTumae(OAT, 1| omoia eival eykeKpLUEVN Yo ypnon o€ {doa., Exel
ypnoorom el otov AvOpTO UOVO TEPOUATIKG Y10 VO OVTOLY®VIGTEL TIG EMOPAGELS TOV
TpoKaAovvTal amd T deEuedeToudivn.

Atopo pe Voot vrepeuactnoio 6To 0pacTIKO GVOTOTIKO 1) 0 KATO10 Ao T, £KO0Y 0 TPEMEL VAL
YOPTYOUV TO KTNVIATPIKO QOPUOKEVTIKO TPOTOV [LE TPOCOYN.

Id1aitepec TPoLAGEELS Y10, TNV TPOCTACIO TOV TEPIBdArovTOoC:
Agv 1oyet.

3.6 AvemOvunta coppavra

YxOA0L

[ToAb cuyvd Bpadvkopdio
(> 1 {do / 10 vad Bepameia (oa):
Kvévaoon tov Brevvoyovaov?
Qypdmta 1oV PAevoydvvov?

Zuyva Appobuia!

(1 éwg 10 Cwa / 100 vd Bepomeio

{oa):

2ravio [Tvevpoviko oidnua

(1 éog 10 Coa / 10.000 vmd
Oepameia {oa):

ATpocdoplotng GuyvoTNTAG (dEV Aéyepon!
umopet va extun et pe faon to
Swfécipa dedopéva): Kapdrakodg omokieiopoc!

YymAf apmpioxn wieon?

XopnAn aptnpraxy wicon?

"BKTOKTEG KOIMOKESG GUGTOASG!
Yreprothioxt] kot Kopupiky appuduio!
Ynrepoiehdppota!

Téon yio Epeto!

"Buetog?

OOAmON KEPUTOEIOOVG

Tpdpog podv
[MopoteTapévn KatacTtolq!

Bpadvmvora -

Mewwpévn o&vyovoon!
Melopévog avamveuoTikdg puoude
Akovoviot ovamvor|!
Taybdmvora!

EpvOnuo!

Mewopévn Oepuokpocio cOUATOg

15



Ovpnon!

"Otav 1 de&uedetoundivn kot 1 PoLTOPEAVOLT 0PN YOVVTOL TEVTOYPOVO.

2AOY® TG TEPLPEPIKNG OYYEIOCVOTAGTS KAl TOV PAEBIKOD OTOKOPEGHOD TAPOVGIR PUGIOAOYIKAG
apTNPLEKNG 0EVYOVAOOTG.

SH aptnpiaxn wtieon o ovéndei apyikd kot ot cvvéyeta o emavéldel 6To PLGI0A0YIKO 1 KAT® 0mTd
TO PUVGLOAOYIKO.

*Mmropei va copel 5-10 Aentd petd v éveon. Mepikoi oxdrot pmopet eniong va kévovy £ueto Kotd
N OTIYHH TG Avavnymg.

SOtav n deEpedetoudivn ypnoiponoteitol g HEGO TPOVAPKOONG.

Koatd v tavtoyxpovn yopriynon de&pedetopdivng kot foutopeavoing oe okvAovg, £xouv avapepdel
Bpadvappubpieg kot Tayvappubuieg. Avtéc evoéyetar va teptiapfdvovy coPapn eprefokoppikn
Bpadvkapdia, KoAmokotiakd amokAeioud 12 ko 2°° fabuov, prefokoufikn avakony 1 Tovon,
KaOMG Kol KOATUKEL, VITEPKOIALOKE KO KOIAMOKA TPDOPO COUTAOKO.

Koatd m ypnon g de&uedetopdivig og LEGo Tpovapkwong, Exovv avapepdet Bpadvappubpieg kot
Tayvappubuiec ko Teptrappavovv cofapr ereforoufikn fpadvkapdio, KOATOKOIAMOUKO ATOKAEIGUO
1°° xon 2°° Babpod Kot eAEPOKOUPIKT OVOKOTY. L& GTAVIEG TEPUTTMCELS EVOEXETAL VO TaPATPNOovV
VIEPKOIAMOKA KOl KOTMOKE Tp®OPA GOUTAOKA, GAEPOKOUPIKT TADOT KOl KOATOKOIAMOKOG
amokAelopnog 3%° fadpov.

Tditeg

IToAd cuyva Appobuia!

(> 1 {do / 10 vad Bepameia (oa): Bpadvkopdio
Koapdiakdg omokheiopoc?
"Buetog’
Qypotta Tov Brevoydvvov?
Kvévaoon tov Brevvoyovov?

Soyva Yreprothioxt] ko kouPiky appuduio!

(1 éwg 10 Cwa / 100 vo Bepomeio

{oa): Téon yio €peto!
Mewpévn o&vyovoon?
YnoOeppio?

Oy cuyvd Anvowa?

(1 ¢w¢ 10 Cwa / 1.000 vro Bepameia

{oa):

2ravio [Tvevpoviko oidnua

(1 éog 10 Coa / 10.000 vmd

Oepamneio {oa):

ATpocdoplotng GuyvoTNTAG (dEV "EKTOKTEG GLOTOASG

umopet va extun et pe faon to Yynin apmpiokm wicon’

Swfécipa dedopéva): Xounf aptnpaxi wicon’
OOAMON KEPOUTOEIOOVG

16



Tpdpog podv

Bpadvmvora?

Melopévog avamvevaTikdg puoude
Ynooepiopde’

AkovOVioTn ovamvor]?

Aéyepon’

"Otav n de&uedetopudivy ypnotponoteital wg HEGO TPOVAPKMONG.
2Otav n de&uedetopndivn Kot 1 KeTopivn XpNGILOTOI00VTOL S10S0YIKA.

SMropei va oopfet 5-10 Aemtd petd v éveon. Mepiké ydteg pmopet emiong va kKvouv £UeTo Kotd
N OTIYH TG Avavnymg.

*AGY® TG TEPLPEPIKNG OYYEIOCVOTAGTS KAl TOV PAEBIKOD ATOKOPEGHOD TAPOVGTN PUGLOAOYIKAG
apTnpLokng o&uyoveoong.

SH aptnpiakn wieon o ovéndei apyikd kot ot cvvéyeta Oo emavélOel 6To PUGI0A0YIKO 1 KAT® 0mTd
TO PUVGLOAOYIKO.

H evoopwikn yoprynon d6ong 40 pikpoypappapiov/kg (akoiovBoduevn ard ketopivn 1 TPOTOPOAN)
ovyva KatéAnée oe prePorkopficn Ppadvkapdia kot preforxopupikn appubuia, Tepiotaciokd KOTEANEE
0€ KOATOKOIMOKO OmOKAEIGHO 1 Babpod kot omavimg KatéAnEe o8 TPMIUES VTEPKOIALOKEG
EKTTOANDGELG, KOATIKT O10Vi0, PAEBOKOUPIKEG TOVOELS, KOATOKOIAMOKO AmOKAEIGHO 2 Babiod 1
6LGTOAEG/ pLOLOYG SlapUYNG.

H avagopd avembduntov coufaviov sivor onpavtikn. Exttpénetl m cvveyn napakolobtOnen e
UOQUAELNG EVOC KTNVITPIKOD QOPUAKEVTIKOD TPoidvTog. Ot avoQopEc TPEMEL VO, ATOGTEALOVTAL,
KOTO TPOTIUNON HECM KTNVIATPOV, EITE GTOV KATOYO TNG ASEWNG KUKAOQOPING 1| GTOV TOTIKO
avTITPOo®Td TOL ite otV €bvikn apuddia apyn LES® Tov €BVIKOD GLUGTALITOC OVAPOPAC.
Avotpé€te 6T0 POAAO 00N YLDV XPNOTG Y10 TO OVTIGTOLY0 OTOLXELD EMKOIVMVING.

3.7 Xpion katd TV KONo1, T YoAovyia 1 TV ®OTOKiM

Kinon kot yorovyio

H aoopddeia tng de€pedetopidivng dev €xetl amoderyBel KoTd T dtdpKELD TG KUNONS Kot TG YOAOLYIOG
ota €i0M {dwv. ETopévag, dev ouvioTtdtol 1 YOp1yNoT TOL TPoidvTog KATA T SLAPKELN TG KOOGS
Kot NG YoAovyiog.

Tovyotnta
H aoopdieia tng de€pedetopidivng dev £xetl amoderybei o apoevikd mov mpoopilovtat yo

OVOTALP LY D).

3.8 Alinlermidpaocn pe GAha QUPRIKEVTIKA TPOIOVTO KOL AALES pOPPES aAANAenmidopaong

H yprion dAA®V KOTOGTAATIKOV TOL KEVIPIKOD VEVPIKOD GUGTHOTOG OVALULEVETAL VO EVIGYVGEL TNV
enidpaon tng degpedetodivng Ko eTopEVAMS Ba TPEMEL va YIVETOL KATAAANAN TPOGAPUOYN TNG
d0omg. Ta avtiyoAvepyiKd TPETEL VO YPNOULOTOLOVVTAL LE TPOCOYN LE TN deEpedeTopdivn.

H yopiynon atmoapeldoing petd amod tn 6eEUedeTOOIV) AVAGTPEPEL YPIYOPO. TIG EMOPACELS TOV

QOpUAKOL KOl £TCL LELMVEL TOV XpOVo avavnymg. Evtog 15 Aentdv ot okdAot kot ot ydteg Exouv
Kavovikd Eumvioet kot givon opoiot.
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I'dreg: "Emetta and yopnynon 40 pikpoypappapiov deguedetopidivng/kg o.p. evéopvikmg tavtdypova
pe 5 mg ketapivng/kg 6.B. otig ydteg, n péyiotn ovykévipwon tng depedetopdivng avéndnke oto
dumhdoto oAAG ot Oev emNPEAcE TOV Tmax. O péEGOG YpOVOg NLONG TG OTOPOANG TNG
deuedetoudivinc avénbnke oe 1,6 dpeg kot 1 cuvolkn ékBeom (AUC) avéndnie kotd 50%.

Mo 06om 10 mg ketopivng/kg ypnoiponoodpevn tavtdypova pe 40 pikpoypoppdpio
deuedetopudivna/kg evdéyetar vo mpokaréoet TayvKapdia.

IMa mnpoeopiec oyetTikd e TIC ovemBOunTeg evépyeleg, deite v mopdypapo 3.6 Avembounta
oupupava.

IMa TAnpoeopiec oyeTikd pe TNV ac@dAEln TOV (DOV-CTOY®V GE TEPUTTMCELS VIEPOOGOLOYINS, Oeite
Vv Tapdypoeo 3.10 Zupntdpate vVIEPS0GOAOYINS.

3.9 Oodoi yopnynong kot 6060A0Yia
To mpoidv wpoopiletor yio:

- 2KOAoVG: EVOOQAEPLA 1 EVOOLDTKN YopIYNoN
- I'dreg: evdopvikn yopnynon

To mpoidv dev mpoopiletal yio emovorlopuPavoueves EVEGELC.

To Dexdomitor, 1 fovtop@avOoAn kar/f 1 KeTapivy propodv vo, avoprydodv oty idto chpryya Kabog
&xel amoderyOel 0Tt elvar PapUaKOAOYIKE SLUPATA.

Aocoioyio: cuVIGTOVTOL 01 0KOAOLOEG 0OGEIC:
YKYAOI:
O1 860¢e1c TG de&uedetodivng Paciloviol 6NV ETPAVELD, COUATOC:

Evdopiefiong: £m¢ kat 375 LKpoypauUdpLo/TETPOYOVIKO LETPO EMPAVELNG COUATOG
Evdopwikd: £m¢ kot 500 tukpoypapidplo/TeTpoy®vikd LETPO EMPAVELNG COUATOS

Otav yoprnyeitan o€ cuvdvacpo pe Bovtopeavorn (0,1 mg/kg) yia Pabid katacTtoAn Kot avoiyncia, 1
gvoopvTKN d0om g de&uedetopdivng ivat 300 UIKPOYPAUUAPIO/TETPAYOVIKO LETPO EMPAVELOC
ocopotoc. H 06om mpovapkmong pe deépuedetopdivn ivar 125-375 pikpoypappdplo/tetpoymviko
UETPO EMPAVELNG COUATOS, Yopnyovuevn 20 Aentd Tpv omd TV YKATAGTOCT Y10 SLOSIKOGIEC TTOV
amartovy avoloOnoio. H doon npémnel va mpocappoletor avaAoyo LUe TOV TOTO TNG XELPOVPYIKNAG
eméuPacnc, T ddpkeln TG S1ad1Kaciog Kot TNV 10106VYKpacio Tov {dhov.

H tavtoypovn yprion de€pedetopidivng Kot Boutop@avoing TpokoAEl KOTUGTOATIKES KOl OVOAYNTUKEG
eMOPAoeLg Tov Aapfdavouv yodpa to ToAD péca o 15 Aemtd. Ot HEYI0TEG KATASTAUATIKEG KO
AVOAYNTIKEG EMOPACELG EMTVYYAVOVTOL £vTOG 30 Aemtddv petd tn yopnynon. H xoatactorn dwopiel
TovAdyiotov 120 Aemtd petd ™ yopnynon Kot n avoiynocio dtopkel tovAdyiotov 90 Aentd. H
avBopunTn avévnyn Aappdvetl yopa péca o€ 3 dPES.

H mpovapkmon pe de&pedetopdivn Do peidoel onuovTikd tn 606G0A0YI0 TOL UTULTOVUEVOL UEGOD
£YKOTAGTAONG TNG avolctnciog Kot Oo LEIMGEL TIG ATOITNOEL GE TTNTIKG ovoloOnTIKd. yio ™)
dtmpnon g avalotnoiag. Te o KAVIKY UEAETT], Ol OTOLTHGELS Y10 TPOTOPOAT| Kol OE10TEVTAAN
pemdnkov katd 30% kot 60% avtictoryo. OAot o1 avolcONTIKOl TAPAYOVTES TTOV YPTCIULOTOLOVVTOL
YO EYKATACTOGOT 1 SloTpMoN TG avoloOnciog Tpémel va yopnyovvral uéypt tnv nitevén tov
emBuunTov amoTELECUATOG. ZE o KAMVIKY HeAéTn, 1) de&uedetopdivn cuvéfale oty emitevén
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UETEYYEPNTIKNG avaiynoiog yio dtdotnue. 0,54 opdv. Qotoco vt 1 dtdpkela eEapTdton amd
SLaQopec LETOPANTEC Kot Oo TPETEL VoL YOPNYELTAL TEPUITEP® AVOAYNGIO AVAAOYO LE TNV KAVIKNY
Kkpion.

Ot avtioTotyeg 060¢€1g pe Pdor To PAPOg COUATOG OVUPEPOVTOL GTOVG TOPAKAT® TIVAKEG. ZUVICTATOL
M xPNoM cOPLYYoS PE KATAAANAN S1ofddion yio va S1ac@aiioTel 1 akpiprg docoloyia 6tav
YOPTYOUVTOL LKPEG TOGOTNTEGS.

YkvAiot AggpedeTopidivny AggpedeTopdivy AggpedeTopdivny
papog 125 meg/m? 375 mcg/m? 500 mcg/m?
(kg) (meg/kg) (ml) (meg/kg) (ml) (meg/kg) (ml)
2-3 9,4 0,04 28,1 0,12 40 0,15
34 8,3 0,05 25 0,17 35 0,2
4-5 7,7 0,07 23 0,2 30 0,3
5-10 6,5 0,1 19,6 0,29 25 0,4
10-13 5,6 0,13 16,8 0,38 23 0,5
13-15 52 0,15 15,7 0,44 21 0,6
15-20 4,9 0,17 14,6 0,51 20 0,7
20-25 4,5 0,2 13,4 0,6 18 0,8
25-30 4,2 0,23 12,6 0,69 17 0,9
30-33 4 0,25 12 0,75 16 1,0
33-37 3,9 0,27 11,6 0,81 15 1,1
37-45 3,7 0,3 11 0,9 14,5 1,2
45-50 3,5 0,33 10,5 0,99 14 1,3
50-55 3.4 0,35 10,1 1,06 13,5 1.4
55-60 3,3 0,38 9,8 1,13 13 1,5
60-65 3,2 0,4 9,5 1,19 12,8 1,6
65-70 3,1 0,42 9,3 1,26 12,5 1,7
70-80 3 0,45 9 1,35 12,3 1,8
> 80 2,9 0,47 8,7 1,42 12 1,9

INoa Badié kataotor] ko avaryncio pe fovtopavorn

Yx0lol AgEpedeTopioivn

Papoc 300 mcg/m? gvdopvikd

(kg) (mcg/kg) (ml)
2-3 24 0,12
34 23 0,16
4-5 22,2 0,2
5-10 16,7 0,25
10-13 13 0,3
13-15 12,5 0,35
15-20 11,4 0,4
20-25 11,1 0,5
25-30 10 0,55
30-33 9,5 0,6
33-37 9,3 0,65
3745 8,5 0,7
45-50 8,4 0,8
50-55 8,1 0,85
55-60 7.8 0,9
60-65 7,6 0,95
65-70 7,4 1
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70-80 7,3 1,1

b

> 80 7 1,2

bl

I'ATEX:

H docoioyia yia T1g yateg givar 40 pkpoypappdpio vopoyiwpikng deuedetopdivng/kg o.p. mov
1eodvvapovv pe 6yko d6ong 0,08 ml Dexdomitor/kg 6.J3. dtav ypnoomoteiton og un enepPoticés,
ENIPPAG £DC PETPLO ETOIVVES OLUOIKACIESG KOl EEETAGELG TTOL OTALTOVY CMUATIKT CLYKPATNON,
KOTOGTOAN KOl avaAynoia.

Orav 1 6e&pedetopudivn ¥pNoHOTOLEITAL Y10 TPOVAPKMGCT OTIS YATES, ¥pNoLoToteitar 1) idwa d6on. H
Tpovipkwon pe de€pedetopidivn Oa HEIMOEL ONUOVTIKA T1 00GOA0YI0 TOV OTOUTOVUEVOL HEGOV
€YKOTACTOONG TNG avolcnciog Kot Bo LEIMOEL TIG AMAITNOEL OE TTNTIKA ovoloOnTIKd yio ™
dtpnon g avoiotnoiog. Ze po KAVIKY LEAETY), 1] amaitnon yio TpomoPOAT peldOnke katd 50%.
O)ot o1 avarsOntiKol TaPAYOVTEG TTOL YPNCUYLOTOLOVVTOL Y10 EYKOTAGTACN 1) O10THPNOT TNG
avaicOnoiog mpémet va xop1youvTal UEYPL TNV ENITEVEN TOV EMBVUNTOV ATOTEAEGLLATOC.

H avaicOnoio propet va eykatactodel 10 Aewtd petd tnv Tpovapk®oT) Le EVOOHVTKN XOPTYNoT KOG
doomg-otoyov 5 mg ketapivng/kg 6.p. N pe evooPAEPLa YopYNGT TPOTOPOANG LEYPL TNV EMITEVEN TOV
emBountob arotedéopatog. H docoroyia yia T1g yateg mopovctaletal 6ToV TopakiT® TivaKa.

I'areg

Papoc AgEpederopoivn 40 meg/kg evoopvikd
(kg) (mcg/kg) (ml)
1-2 40 0,1
2-3 40 0,2
34 40 0,3
4-6 40 0,4
67 40 0,5
7-8 40 0,6
8-10 40 0,7

Ol aVOUEVOEVEG KOTAGTUATIKEG KOL AVOAYNTIKEG EMOPAGELS EMTVYYOVOVTOL LEGO € 15 AemTd petd
TN yopnynon kot dtarnpovvor uEypt kot 60 Aertd petd t yoprynon. H katactoAr uropei va
avaotpael pe atumopueloan. H atmapeldin dev Oa mpénet va yopnyeiton vopitepa amd 30 Aewtd petd
™ XOPNyNoN ™G KeTapivg,.

3.10 Zoprtdpote VTEPS0c0A0YING (KUl KATH TEPITTMGT), NETPA UVTIHETOMIONS KO OVTIO0TA)

Yx0lot: Le mEPMMTMOELS VIEPOOGOAOYING, 1] EAV 01 EMOPACELG TNG deEUEdETOUDIVIG YiVOUY dUVNTIKA
ameANTIKEG Yo T {on, N KatdAAnAn doon atuwapeloAng eivar 10 popég 1 apykn 666n TG
deuedetodivng (Lkpoypappdpio/kg o.f. 1 LKPOYPOUUAPIO/TETPAYOVIKO LETPO ETIPAVELNG
ompotoc). O 6yKog doong g atmapneloAng ot ovykévipwon 5 mg/ml wobtot e Tov 0yKo 600G
tov Dexdomitor mov d60nKe otov 6KOA0, ave&apTHTOS TNG 0601 YopnyNnons tov Dexdomitor.

Iateg: Le mepumtmdoelg vrepdocoroyiag, 1 €Gv ot emdpacelg TG deEuedeTopdivng yivouv duvntikd
AmEMTIKEG Yia T (N, 0 KATAAANAOG avToy®VIoTig eivat 1 otuwaple(OAT, YOPTYOOUEVT LE EVOOUVTKN
éveon, otnv akoAovin d6omM: 5 popég TV apyikn doon deuedeTopdivng oe pukpoypoppdpro/kg o.p.
‘Erterta amd tovtoypovn éxbeon o pia tpuhn (3X) vrepdocoroyia defpedetopdivng kat 15 mg
ketapivng/kg, umopel va yopnynet atumapeldin 610 CLVIGTOUEVO EMITEGO SOGNC Y10 TNV AVAGTPOPN
TOV ATOTELECUATOV TOL TPOKAAOVVTOL OO T deEUESETODIVN.

e VYNAEG CLYKEVTPMOELS OEEUESETODIVIG GTOV 0PO, 1) KOTAGTOAN deV avEAVETAL TAPOAO TOV
av&aveTal To EMImEdO TNG avOAYNGiag e TEPAITEP® AVENTELG TNG 600mG. O 0YKoG dOONG TNG
atuapelOANg ot cLYKEVTIp®ON TV 5 mg/ml 1covTal pe Tov 6yKo NG pong doong tov Dexdomitor
7ov €ygl 0obel ot Ydra.
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3.11 Ewwkoi mepropiopoi ypfions Kan 101kES 6vvOKeS ypriong, coprepriapfavopévov
TEPLOPLOUAV T YP1IOT] AVTIHIKPOPLIKDY KO AVTITAPUGITIKAOV KTIVIUTPIKAOV
POUPULUKEVTIKAV TPOIOVTOV TPOKELPUEVOD VU TEPLOPLOTEL 0 KIVOLVOS avATTVENS OVTOYIS

Agv woyet.
3.12 Xpévor avapoviig

Agv 1oy0et.

4. ®APMAKOAOTIIKEX MAHPO®OPIEX
4.1 Kaodwog ATCvet: QNOSCM18.
4.2 @oppoKodLVOUIKI)

To Dexdomitor mepiéyet deEpedetopdivn og dpacTikn ovaia, 1) 0ol TPOKUAEL KOTAGTOAN Kot
avaAynoio 6Toug oKOAOLS Kt oTig Yateg. H didpieia kat to BAOog Tng KOTAGTOANG Kot TNg
avaiynoiog etvor docoeaptmpeva. Zn PEYLOTN EMLOPOCT) TOV PAPHAKOV, TO (MO glvar yolapo,
EamAmpévo Kot dev avTidpa og emtepikd epediopara.

H deEpedetopdivn eivar £vag 1oyvupog Kot EKAEKTIKOG 0lo-0yMVIGTNG TMV 0OPEVEPYIKMV VTOS0YEMV
IOV OVOOTEALEL TNV AEAEVOEPMOT] TG VOPASPEVAALIVIG OO TOLG VOpadpevEPYIKODS vevpmves. H
ouumadnTikn vevpodiafifacn epmodileTon Kot To eminedo g cuveidnong peidveral. Metd
yopnynon g de&pedetodivng mopatnpeital peimon Tov KapdlaKov puOpov Kot Tpocwpivog
KOATOKOIAMOKOG amokAeliopoc. H aptnplokn wieon peidveral £mg to puGIOA0YIKA 1 KAT® omd T
(QULOI0A0YIKA eMimEd LETA TNV apyikn ovénon. O puBudg TG avamvong evoéyeTal eviote va puetmbet.
H deEpedetopdivn mpokadel emiong Evav apBpd GAA®V eTOPACE®DV, SIOUECOANPOVUEVOV OO TOVG
02-0OPEVEPYIKOVG VITOJOYELG, TOL TTEPIAAUPAVOLY avOpB®ON TPYDV, KATOGTOAN TOV KIVITIKOV Kol
EKKPITIKMDV AEITOVPYLDV TG YOOTPEVIEPIKNG 000V, H100PNOT| KOl VITEPYAVKOLLLICL.

Mmnopei va topatnpnOel o pikpn peiwon g Beppokpaciog.
4.3 DappokoKIvTIKI

Q¢ Mmopuukn évmon, 1 de&pedetodivn amoppo@drtal kKodd petd and evdopvikn yoprynon. H
deuedetoudivn KoTavEETAL ETIONG TAXEMG GTO CMUN KOl SLOTEPVE EVKOAN TOV OLUATOEYKEPUALKO
QPAYHO. ZOUPOVO [ LEAETEG OE 0POVPAIOVG, 1) LEYIOT CUYKEVTPMGT] GTO KEVIPIKO VELPIKO GUGTNUO
elval OpKETEG POPES PLEYOADTEPT) OO TNV OVTIOTOLYN CLYKEVTIPMON GTO TAAGLA. TNV KukKAopopia, 1
deuedetodivn decpevetal o€ PeYIAo TOGOGTO LE TIG TPAOTEIVEG TOL TAdoUATOg (> 90%).

Ykovlot: Metd amd pio evoopnikn doon tov 50 wkpoypappopiov/kg, emroyydvetol péyiom
oLYKkévTpwor oto TAdoua tepinov 12 ng/ml énerta and 0,6 opec. H frodiabecipotnta g
deuedetopudivng eivan 60% xat o povopevog dykog katavouns (Vd) etvan 0,9 1/kg. O ypodvog
nuong g arofoing(tin) eivor 40-50 Aemtd.

O1 k0pieg PlopeToTponéG 6TOV GKVAO TEPIAAUPAVOLY TNV VOPOELAIWGT, TN 6V{EVEN e YAVKOVPOVIKO
0&0 kot v N-pebviioon oto Nrap. Olot o1 yvootol HeTafoAiTeg GTEPOVVTOL PAPUOKOAOYIKNG
dpdong. O petafoliteg anekkpivovral Kupimg ota ovpa Kol o€ PIKPOTEPT £KTAOT oTa KOTpava. H
de&uedetoudivn Exet vynAn kKabapon kot 1 amofoin g eEapTdTal Ao TNV OUOTIKY POT| TOV NTATOG.
O mopatetapévog ypovog Nuiong e omoPoing avouéveTal ETOUEVOG e VTTEPOOGOAOYIES 1} OTaV |
deuedetodivn cvyyopnyeital pe dALeG ovcieg Tov EMNPeALovY TNV NTATIKN KVKAOQOPia.
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I'ateg: H péyiom ovykévipmon oto TAdopa exttuyydvetal mepimov 0,24 dpeg HETA amd VOOULIKN
yopnynon. Metd and pia evdopvikn 66om tov 40 pikpoypappoapiov/kg o.p. 1 Cmax etvar 17 ng/ml. O
eawvopevog oykog kotavoung (Vd) eivan 2,2 1/kg kot o ypdvog nulmng g amoPoAng (tiz) etvor pio
wpa.

O1 Bropetatponég otn yata yivovrol pécm vopoEuAimong oto Nrap. Ot petaPolriteg anekkpivoviat
Kuping ota 0vpa (1o 51% g dooMg), Kot 6 LuKpOTEPT £KTAOTN 6T KOTTpova. Onwme Kot 6Tovg
oKOAOVG, 1 de€pedeTopdivn Exel LYNAY KABAPON GTIG YATES Kol 1 amofoAn Tng e&aptdtal and TV
ootk pon Tov Hratog. O mapaTeTapévog ypovog NIL®NG TG AmoBOANG AVAUEVETOL ETOUEVWMG LE
vepdocoroyieg N 6tav 1 deEuedetoudivn cuyyopnyeital pue dAlec ovcieg Tov exnpedlovy v
NTATIKN KuKAOQOpiaL.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acvppatoTnTeg

Agv glval yvoot Kopa.

To Dexdomitor givatl copfatd pe fovtopeavorn kot ketapivn oty idta cvptyya eni TOLAG)IGTOV 600
MpPEC.

52 Awpkero {onfg

Avdpxela {ONG TOL KTNVIATPIKOD QOPUOKEVTIKOD TPOIOVTOC GULPMOVO, LIE TI) CLOKEVAGIN TOANGNC:
3 ém

Avdpxela (NG LETE TO TPMTO AVOLYLLN TNG OTOLELMOOVS cuokevaciog: 3 uveg otovg 25 °C.
5.3 Iowitepeg mpo@urdiers katd T @UAAEH TOV TPOIGVTOG

Noa punv katoyvyeToL.

5.4 ®von ko 6HVOEST TG GTOLYELDO0VS GLOKEVAGING

Tomov [ yvdhvo eroiridio mov wepiéyet 10 ml evésyov SoAVUATOG, KAEIGUEVO LE TOUO ELGYDOPNONG
amd EAAOTIKO PP@PIOBOVTLAIOL Kol KATAKL 0O GAOVIVIO.

Meyébn cvokevaciog:
Xaptvo kovti mov mepiéyetl 1 prakidio
Xdaptvo kovti mov mepiéyetl 10 praiion

Mmropei vo unv Kuklo@opohv OAEG 0L GLOKELOGIES.

5.5 Edwkég Tpoura&elg amoppryng evog pi ypnoponmon)0£vrog KTV Tpiko
POPULAKEVTIKOD TTPOTIOVTOG 1] GAAL®Y VAIKAOV TTOV TPOEPYOVTUL U6 T1) YP1)O1) TOV TPOIOVTOG,
av VTapyovy

Ta edppoxo dev TPEMEL VOL ATOPPITTOVTAL HECH TMV AVUAT®V 1] T®V OIKIOKAOV ATOPANTOV.

XpNCILOTOUOTE TPOYPAULOTO EMGTPOPNG POPUAK®OV Y10 TV OTOPPIYT Un ¥PNOoTonfévTay

KTNVIOTPIKOV QAPUOKEVTIKAOV TPOIOVI®V 1| GAL®Y DAMK®OV TOL TPOoEPYOVTAL amd TN YPNOT TOVG

GULQMVO, [LE TIG TOTMIKES OTALTOELS KOl Ll TUYXOV €BVIKA GLOTHATA GLALOYNG TTOL IGYVLOLYV Y10, TO.
GYETIKA KTNVIOTPIKE QOPLOKEVTIKE TPOIOVTAL.
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6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Orion Corporation

7. APIOMOZX(OI) AAETAYX KYKAO®OPIAX

EU/2/02/033/001-002

8. HMEPOMHNIA IMTPQTHX ET'KPIXHX

Huepounvia Ing éykprong: 30/08/2002

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHY THX NIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

HH/MM/EEEE

10. TAZEINOMHIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Na yopryeital povov e KTNVIATPIKY] GLVTAYT.

Agntopepeic TANPOPOPIES Y10 TO €V AOYM KTNVIATPIKO QOPUOKEVTIKO TPOTOV gival S1a0éciueg o
Baon dedopévav g EE yio ta ktnviatpucd mpoiovta (https://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA 11
AAAOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®OPIAX

Koavévag,.
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ITAPAPTHMA 111

EINNIXHMANXH KAI ®YAAO OAHT'TQN XPHXHXE

25



A. EINIXHMANXH

26



IMAHPO®OPIEX ITIOY IPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Dexdomitor 0,1 mg/ml evécipo didlvpa

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

1 ml epiéyet:
0,1 mg vdpoyrmpikng de&uedetodivng mov 1oodvvaypet pe 0,08 mg de&uedetoudivne.

3. YYXKEYAXIA

15 ml
10 x 15 ml

4.  EIAOX(H) ZQOY(QN)

2KOAOL KOl YOTEG

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHTHXHX

ZKkOlot: evOoQEAEPLO 1] EVOOUVTKT YopNyNnon
I'dreg: evdopvikn yopnynon

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp.
Awdpketa {ong petd to mpdto dvorypa: 3 unveg otovg 25 °C.

9. EJAIKEYX XYNOHKEX ATATHPHXHX

Noa punv katoyvyeTor.

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

AwPaote 10 pUALO 0ONYLDV ¥PNONC TPV OO TN XPNOT).
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11. OI AEZEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH>»

ATOKAEIOTIKA Y10 KTVIOTPIKT] YPTION.

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

Na eurdccetol og 0om, TV omoia dev PAETOLV Kat dgv Tpoceyyilovv Ta Taudid.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Orion Corporation

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/02/033/003 (1 @uoAidio)
EU/2/02/033/004 (10 groriduo)

15. APIOMOX ITAPTIAAX

Lot
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EAAXIXTEX ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO (I'YAAINO)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Dexdomitor

2. NMOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

vopoyropikn de&uedetopdivn 0,1 mg/ml

3. APIOMOX ITAPTIAAX

Lot

4. HMEPOMHNIA AHEHX

Exp.
Awdpkelo {ong petd to mpdto dvorypa: 3 unveg otovg 25 °C.
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INAHPO®OPIEX ITIOY IPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Dexdomitor 0,5 mg/ml evécipo didlopa

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

1 ml mepiéyet:
0,5 mg vépoyrmpikng de&uedetopdivng mov 1wodvvapet pe 0,42 mg de&uedetoudivng

3. YYXKEYAXIA

10 ml
10 x 10 ml

4. EIAOX(H) ZQOY(QN)

2KOAOL KOl YOTEG

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHTHXHX

ZKOlot: evOoQAEPLO 1] EVOOUVIKT YopNyNoN.
I'dreg: evdopvikn yopnynon

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp.
Awdpketa {ong petd to mpdto dvorypa: 3 unveg otovg 25 °C.

9. EJAIKEYX XYNOHKEX ATATHPHXHX

Noa punv kaToyvyeTol.

10. OI AEZEIX «<ATABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AIIO TH XPHXH»
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Awpaote 10 pUALO 0ONYLDV ¥PNONC TPV OO TN XPTNOT).

‘ 11. OI AEZEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH>»

ATOKAEIOTIKA Y10 KTVIOTPIKY] YPTON.

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

Na eurdccetol og 0om, TV omoia, dev PAETOLY Kat 6gv Tpoceyyilovy Ta TaLd1d.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Orion Corporation

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/02/033/001 (1 @uaAidio)
EU/2/02/033/002 (10 @ioAidw)

15. APIOMOX ITAPTIAAX

Lot
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EAAXIXTEX ENAEIZEEIX TIOY IIPEITEI NA ANATPA®ONTAI XTIX MIKPEX
YXTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO (I'YAAINO)

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Dexdomitor

2. NMOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

vopoyropikn de&puedetopdivn 0,5 mg/ml

3. APIOMOX ITAPTIAAX

Lot

4. HMEPOMHNIA AHEHX

Exp.
Awdpkelo {ong petd to mpdto dvorypa: 3 unveg otovg 25 °C.
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B. ®’YAAO OAHTI'TQN XPHXHX
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OYAAO OAHT'TQN XPHXHXE

1. Ovopacio Tov KTNVIITPIKOD QUPRIKEVTIKOV TPOIOVTOG

Dexdomitor 0,1 mg/ml evécipo didlvpa

2% YvvOeon
Ka6e ml nepiéyet:

APUGTIKO GVOTUTIKOG:
0,1 mg vdpoyrmpikng de&uedetodivng mov toodvvapet pe 0,08 mg de&uedetoudivne.

"Exooya:
Methyl parahydroxybenzoate (E 218) 2,0 mg
Propyl parahydroxybenzoate (E 216) 0,2 mg

3. Eion Loov

2K0OAo1 KoL YATEG,

4. OepamevTikég evoeifelg

Mn emepotikég, EAAPPOS MG LETPLO. ETDOVVES, SLUOIKACIES KOl EEETAUCELS TTOV ATOITOVV CMOUOTIKY
GULYKPATN O, KOTOOTOAN Kol OVOAYNGio 68 GKOAOLG Kol YOTEG.

Ba61d kataotoln Kot avaAdynoio o€ GKOAOVG OTAV YPNCIULOTOIEITAL GE GLVOVOCUO LE BOVTOPPAVOAN
YO LOTPIKEG KO UIKPES XEPOVPYIKES EneUPAoELC.

[Ipovapkmon 6Tovg GKOAOVE KOl GTIS YATEG TPLV TNV EYKATAGTOOT Kol T1 S10THPNOT| TG YEVIKNG
avaicOnoiog.

5. Avtevosigeag

Noa unv ypnowponoteitol o {da e KOPOYYEINKES SLOTAPUYES.

Na unv ypnowonotgital oe (oo pe cofapn cvetnuatiky voco 1 o {do mov gival etotpoddavorta.
Noa unv ypnoionoleitol oe TepItTOOT YVOOTNE VIepeLaIcnciag 6To dPAGTIKO GLGTATIKO 1| G
KGO0 070 TO EKS0Y .

6. Edwkég mpogidomoumjosig
Ewwkéc mposidomoosic:

H yopnynon mg de€pedetopidivng o xovtdfra nikiog pkpdtepns tov 16 gfdopddwv Kot yoTaxKio
niwiog pikpotepng Tv 12 efdopddmv dev Exel peretndel.

Idwitepec TPoPLAGEELS Y10 TNV AGQAAT Yprjom ota £idn (hwv:
Ta vd Bepomeio (ma Tpénel va kpatovvtal g {eot| kot otabepn Oeprokpacio, TOGO KOTA TN
dudpkela g Sladikaciog 660 Kol KOTA TNV avavny).

210 veupikd, emOeTIKA 1| aviiovya (oo TpEnet va dlvetal 1 SuvaTOTNTO VO |PEUTCOVY TPV ald TNV
évapén g Bepaneiog.
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No ypnoylomoteitar e TPocoy 6€ VLEPNALKA (DO

Mmnopei va Ttapovciaoctel 00AmoT Tov KEPOUTOEB0VG KATE TN SLAPKELN TNG KOTAGTOANG. Ta patia
TPEMEL VO, TPOCTATEVOVTOL e VO KATAAANAO VYPAVTIKO.

[Ipémel va Tparypoatomoleitatl Guyvn Kot TOKTIKY TUPUKOAOVONON TNG OVATTVELGTIKNG Kol TNG
Kapdlokng Aettovpyiog. H makpukn oéopetpio icmg etvat yproun aAld dev ival OLGLUGTIKY Y0 TV
EMOPKT TOPOKOAOVONOT).

[pénet va eivar S100€c10g EEOTAIGUOC Y100 XEPOKIVITO OEPIGUO OTNV TEPITTMOOT AVATVEVGTIKNG
KOTOOTOANG 1] ATVOL0G ETELTA OO TN OLOOYIKY] P oM deEUedeTopdivig Kot KETaUivig yio Tnv
gyKotaotaon avalshnoiog otig ydteg. Zuviotdtol eniong va vapyet dueca dtabéoipo o&uyovo, oe
mepinTOON TOL oviyveLOEL 1] VITAPYEL LTOYiN Yol VITOEALLiaL.

Ot dppwoTot kot KoTafefinpuévor okdAoL Ko ydteg Ba mpémet vo AapBavouy TpovapKmor HOVo e
de&uedetoudivn Tpy amd TNV £YKOTACTACN Kot S10THPNON TG YEVIKNG avalcOnaciog Bacetl g
a&loAdynong KivdHvov-opELOVG.

Idwitepec TpoPLAGEELS OV Tpémet va AopfavovTol amd To GTOUO TOV YOPNYEl TO KTNVINTPIKO
QOPUOKEVTIKO TPOTOV o€ {Ma:

X mepintwon mov Katd AdOog vapEel AMyn amd To GTOUA 1| KAVETE AVTOEVEST), VO 0va{NTHOETE
apéomg wtpikn fondeta kot va emdei&ete 6TOV 10TPO TO ECOKAEIGTO GVAAO 0ONYLDV YPCEDS QALY
MHN OAHTI'EITE kaB®g evoéyetal va TopouclocToV KATAGTOAN KOl 0AAAYEG GTNV OPTPLOKT
mieon.

Amo@hyeTe TNV EXAPT TOV TPOIOVTOG LE TO dEPLLO, TA LLATLO 1) TOVG PAgvvoyovoug. Tpoteivetar n
YPNON ASAPPOY®V YOVIIOV. XE TEPITTOOT EXAPNG TOL TPOIOVTOG LE TO dEPLA 1} TOVG PAEVVOYOVOULC,
Eemhbvete apéomc HETA TNV EkBeom To 0€ppa o €xel ekTeDel Le peydAn TocOTNTO VEPOD KOl
AQOIPESTE TO LOAVGHEVA poVYa TOV PPioKOVTOL G AUECT ETOPN LE TO SEPUA. LE TEPIMTMON ENXAPNG
pe ta partio, Eemovete pe apbovo kabapd vepod. Edv eppaviotodv copntopata, {ntiote
GuUBovAn WTpov.

Yg TEPIMTOOT TOL O YEPICHOG TOL TPOIOVTOG YiveTOL amd £yKOovGg, Ba Tpémet va divetar Wiaitepn
TPOCOYN DOTE VO, ATOTPONEL 1] AVTOEVEST] KOOMG EVOEYETOL VAL ELPOVIGTOVV GUGTACEL TNG UNTPOG KO
LEL®UEVT] apTNPLOKT THEST] TOV EUPPVOV HETA OO aKOVG10 GUCTNUOTIKY £KOeo.

ZovppovAn mpog toug wTpovg: To Dexdomitor givat £vog o-adpeEvEPYIKOC OY®OVIGTNG, KoL TOL
CUUTTOUOTE LETA TNV ATOPPOPNON TOL UTOPEL VO TPOKAAEGOVY KAVIKEG ETOPAGELG OTIG OTOTEG
epAapPavoviatl S0G0eEAPTMOUEVT] KATAOTOAN], AVATVEVCTIKT KOTAGTOAN, Bpadvkapdia, vwdtaon,
Enpootopia kot vepyAvkaipia. ‘Exovv eniong avapepOei kothokég appubuies. H avtipetdmion tov
OVOTTVELGTIKMY KOl AHLOSVVOUIKOV CUUTTOUATOV O Tpénet va givol cOUTTOHOTIKY. O E101KOG o-
AOPEVEPYIKOG OVTAYMVIGTNG, 1| OTUTOECOAT, 1| OTTola elval EYKEKPIUEVN Yo ypnon o€ {da., ExEl
ypnoonomfel otov AvOpmo UOVO TEPOUATIKE Y10, VO OVTUY®OVIOTEL TIG EMOPACELS TOV
TpoKaAovvtal amd TN deEpedetoudivn.

Atopo pe Voot vepgvatcnscio 6To pacTikd GLOTATIKO 1) G€ KATOL0 amd To £KO0Y0. TPEMEL VoL
YOPTYOUV TO TTPOIOV LLE TPOGOYT].

Eyxvpootvn kot yaiovyio:

H aoopdieia tng de€pedetopidivng dev €xetl amoderyBel KoTd T dtdpKELD TG KUNONG KoL TG YOAOLYIOG
ota €ioM {hov. ETopuévmg, dev cuvicTdTol 1 yop1ynom Tov Tpoidvtog KOTA T SIGPKELN TNG KOOGS
Kot NG YoAovyiog.

Tovipdro
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H aopdieia tng de€pedetopidivng dev €xel anoderydei o apoevikd mov mpoopilovtar yo
OVOTALP LY D).

AMnAenidpaon pe AL QOPUOKEVTIKE TPOTOVTA Kol GAAEG HOPPEG AAMAETIOpACTG:

H yprion dAA®V KOTOGTAATIKOV TOV KEVIPIKOD VEVPIKOD GUGTHOTOS OVALULEVETAL VO EVIGYVGEL TNV
enidpao tng degpuedeTopdivng Kot EmopEvms Ba Tpémet va yiveTol KATAAANAT TPOGAPLOYH TG
doong. H yprion de€uedetopidivig wg HEGO TPOVAPKMOONG GTOVG GKOAOVG LELMVEL GTILOVTIKA TNV
TOGOTNTO TOV YOPTYOVUEVOL POPUAKOVL TOL OTOLTEITAL Y10l TV EYKATACTOOT TG availsOnoiog.
Amauteitonl Tpocoy| Katd Tn XopNynon Tov evOopAERL®V PapUAK®Y EYKOTACTAONS UEXPL VO
emtevyBel to emBounto anotédespa. Ot OTOITAGELS Y10 TTNTIKA avousOnTiKd Yo Tn Slathpnon g
avaicOnoiog ivor emiong peltmpéves.

Ta avTiyoAMvepYIKE TPETEL VOL YPT|CLLOTOLOVVTOL [LE TTPOGOYN| LE TN de&puedeToUIdiv.

I'dreg: "Emetta and yopnynon 40 pikpoypappapiov dseuedetopidivng/kg o.p. evéopikmg tavtdypova
pe 5 mg ketapivng/kg o.p. otig ydrteg, n péyiotn ovykévipwon g deEuedetopdiving avénbnke oto
dumhdoto oAAG ot eV emNPEAcE TOV Tmax. O péEGOG YpOVOog NLNg TS 0moPOANG TG
de&uedetoudiving avénbnke oe 1,6 dpeg kot 1 cuvolkn €kBeon (AUC) avénonie katd 50%.

Mo 06om 10 mg ketopivng/kg ypnopomolodpevn tavtdypova pe 40 pikpoypoppdpio
de&uedetopudivna/kg evdéyetar vo mpokaréoet TayvKapdia.

H yopnynon atmopeldoing petd amd deEpuedetodivn avacTpEPEL YpNyopa. TIG ETOPACELS TOV
QOPUAKOL KOl £TCL PHELDVEL TOV XPOVO avavnymg. Evtog 15 Aentdv ot okdAot kot ot ydteg Exouv
Kavovikd Eumvioet kot givon 6poiot.

IMo Tnpoeopiec oyeTiKd Le TIG avemBOUNTEG EVEPYELES, OEITE TNV TapAypapo: AvemBounta
oupupava.

Ynrepdocoroyio:
g TEPIMTMOGELG VIEPOOCOAOYING TPETEL VAL KOAOVLHOVVTOL Ol TOPAKAT®O GCUCTAGELG:

YKYAOL: Xg nepittdoelg vnepdocoloyiag, 1 €4v o1 emdPAcEL TNG de&pedeTodivng yivoov
duvnTiKa ameintikég yia T {on, N KatdAAnin doon aturapeloAng eivar 10 popég 1 apykn 666m TG
de&uedetopudivng (pikpoypappdpio/kg 6.6. 1 LUKPOYPAUUAPLO/TETPOYOVIKO LETPO ETIPAVELNG
ompotog). O 6yKog doong g atmapeloAng ot cuykévipwon 5 mg/ml gival to éva néunto (1/5) Tov
oykov d6ong tov Dexdomitor 0,1 mg/ml mov 560nKe oTOV GKVAO, AVEEAPTHTMG TG 000V YOPTYNONS
tov Dexdomitor.

I'ATEZX: Ze nepmtdoeig vrepdocoroyiog, 1 v ot emdpaoelg tng depedetopidivng yivovv duvntikd
AmENTIKEG Yia T (N, 0 KATAAANAOG avToy®VIeTig eivat 1 otumale oA, YOPTYOOUEVT LE EVOOUVTKN
éveon, otV ako6AovOn d60oM: 5 Popég TV apyikn doon deuedeTopdivng oe pukpoypoppdpro/kg o.p.
‘Emterta amd tavtoypovn éxbeon o pia tpurhn (3X) vrepdocoroyia deEpedetopdivng kot 15 mg
ketapivng/kg, propet va xyopnynOei atimapeldAn 610 CLVIGTOUEVO EMITEGO dOGNC Y10 TNV OVOGTPOPN
TOV ATOTELECUATOV TOL TPOKAAOVVTOL OO T deEUESETOOIVY.

& VYNAEG GUYKEVIPDOGELG OEUESETOISIVIG OTOV 0PO, 1] KOTAGTOAN deV ALEAVETAL TAPOLO TOV
av&AveTol To emImEdO TG availynoiog Le TEPUITEP® avEnon TG 600G,

O 6ykog 660nGg TG aTmape(OANG oTN cLYKEVTPp®ON TV 5 mg/ml wobton pe to €va dékato (1/10) Tov
oykov Tov Dexdomitor 0,1 mg/ml wov €xel 00<i ot ydta.

7. AvemOounra cvppavra

Yxorot
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[ToAb cuyvd Bpadvkopdio
(> 1 Lo / 10 vad Bepameia (oa):
Kvévaoon tov Brevvoyovov?
Qypdmta 1oV PAevoydvvov?

Zuyva Appobuia!

(1 éog 10 Coa / 100 vd Bepameio

{oa):

2ravio [Tvevpoviko oidnua
(1 éog 10 Coa / 10.000 vmd

Oepameia (oa):

ATpocdoplotng GuyvoTnTaG (dEV Aéyepon!
umopet va extun et pe aon to
Swafécipa dedopéva): Kapdiakodg amokieiopoc!

YymAf apmmpioxn wieon?

XopnAn aptnpraxy micon?

"BKTOKTEG KOIMOKESG GUOTOASG!
Yreprothioxt] kot koupiky appuduia!

Ynrepoiehdppota!
Téon yio €peto!
"Buetog?

OOAmON KEPUTOEIOOVG

Tpdpog podv
[MopoteTapévn KaTacTolq!

Bpadvmvora -

Mewwpévn o&vyovoon!
Melopévog avamveuaTikdg puoude
Akovoviotn ovamvor|!
Taybdmvora!

EpvOnuo!

Mewopévn Oeplokpocio coOUATOg

Ovpnon!

"Otav 1 de&uedetondivn kot 1 PovTOPEAVOLT 0PN YOVVTOL TEVTOYPOVO.

2AOy® TG TEPLPEPIKNG OYYEIOCVOTAGTC KAl TOV PAERIKOD OTOKOPEGHOD TAPOVGIN PUGLOAOYIKAG
apTNPLEKNG 0EVYOVAOOTG.

SH aptnpiakn wtieon o ovéndei apyikd kot ot cuvéyeta Oo emavérdel 6To PUGI0A0YIKO 1 KaT® 0mTd
TO PUVGLOAOYIKO.

*Mmropei va copel 5-10 Aentd petd v éveon. Mepikoi okdlot pmopel eniong va kGvovy Eueto kotd
N OTIYH TG Avavnymg.

SOtav n deEpedetoudivn ypNoIHOToLEiTaL 1OG HEGO TPOVAPKOGNG.

Koatd v tavtoyxpovn yopriynon de&pedetopdivng kot foutopeavoing oe okvAovg, £xouv avapepdel
Bpadvappubuieg kot Tayvappubuies. Avtéc evoéyetar va teptapfdvovy cofapn eieforkoppikn
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Bpadvkapdia, KoAmokotiakd amokAieioud 1°° ko 2°° fabuov, prefokoufikn avakony 1 Tovon,
KaOMG Kol KOATUKEL, VITEPKOIALOKE KO KOIAMOKA TPMOPO COUTAOKO.

Koatd m ypnon g de&uedetopudivig og Léco Tpovapkwong, Exovv avapepdet Bpadvappubpieg kot
Tayvappvbuisc kot teptrapfdavovv cofapn eAeforopufikn fpadvkapdic, KOATOKOIMOKO ATOKAEIGUO
1°° xon 2°° Babpod Kot eAEPOKOUPIKT AVOKOTY. L& GTAVIEG TEPUTTOCELS EVOEXETAL VO TAPATPNO0VV
VIEPKOIAMOKA KOl KOTMOKE Tp®OPA GOUTAOKA, GAEPOKOUPIKT TADOT KOl KOATOKOIAMAKOG
amokAelopnog 3%° fadpov.

Tdrec:
IToAd cuyva Appobuia!
(> 1 {do / 10 vad Bepameia (oa): Bpadvkopdio
Koapdiakdg omokdeiopoc?
"Buetog’

Qypodtta Tov Brevoydvvov?
Kvévaoon tov Brevvoyovov?

Soyva Yreprothioxt] ko kopuPiky appuduio!
(1 éwg 10 Cwa / 100 vod Bepomeio
{oa): Téon yio &peto!
Mewpévn o&uyovaoon?
YnoOeppio?
Oy cuyvd Anvowa?
(1 ¢wc 10 Cwa / 1.000 vro Bepameia
{oa):
2ravio [Tvevpoviko oidnua

(1 éog 10 Coa / 10.000 vmd
Oepamneio {oa):

ATpocdoplotng GuyvoTNTaG (OEV
umopet va exktun et pe faon to
Swfécipa dedopéva):

"EKTOKTEG GLOTOASG

Yynin apmpiokm wicon’
Xounf aptnpaxf wieon’

OOAmON KEPUTOEIOOVG

Tpdpog podv

Bpaddmvora?

Melopévog avamvevaTikdg puoude

Ynooepiopde’
AkovOVioTn ovamvor]?

Aéyepon’

"Otav n de&uedetopudivny ypnoiponoteital wg HEGO TPOVAPKMONG.

2Otav n de&uedetopndivn Kot N KeTopivn XpNoILoTolovVToL S10d0yIKA.

SMropei va oopfet 5-10 Aemtd petd v éveon. Mepikéc ydteg pmopet emiong va kavouv £UeTo Kotd

N OTIYH TG Avavnyg.
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*AGY® TG TEPLPEPIKNG OYYEIOCVOTAGTG KO TOV PAEBIKOD GTOKOPEGHOD TAPOVGIR PUCIOAOYIKAG
apTNPLIKNG 0EVYOVAOOTG.

SH aptnpiaky wtieon o avéndei apyikd kot ot cuvéyeta o emavéldel 6To PUGI0A0YIKO 1 KAT® 0mTd
TO PUGLOAOYIKO.

H evoopwixn yoprynon d6ong 40 pikpoypappapiov/kg (akoiovBodpevn ard ketopivn 1 TPOTOPOAT)
ovyva KatéAnée oe prePokopfikn Ppadvkapdio kot pAeforoufikr appuduia, TepioTaciokd KOTEANEE
0€ KOATOKOIMOKO OmoKAEIGHO 1 Babpod kot omavimg KatéAnEe o8 TPMIUES VTEPKOIALOKEG
EKTTOANDGELG, KOATIKT O10Vi0, PAEBOKOUPIKEG TAVOELS, KOATOKOIMOKO AmOKAEIGHO 2 Babiod 1
6LGTOAEG/ pLOLOVG SlapuYNC.

H avagopd avemBdountov copfavtov eivar onpoavtikn. Emrpénet ) cvveyn napakorlobnon g
aoQAAENG EVOC TPO1dvToc. Edv mapatnproete omoladNmote ovemBounTn evépyeia, oKOUA KoL oV dgv
OVAQPEPETOL OTO ECMKAEIGTO PUALO 0ONYLDV YPNONG 1 AUPIPAALETE YiOL TNV OMOTEAEGUATIKOTITO, TOV
QopudKov, Topakaieiche vo emtKovevnoeTe, Katapyds, Le Tov KTnviatpd cag. Mropeite eniong va
AVOPEPETE OMOLOONTOTE AVEMBVUNTA GVUPAVTO GTOV KATOYO TG AOEL0S KUKAOPOPING 1] GTOV TOTKO
AVTITPOCHOTO TOL KATOYOL TNG AdELG KUKAOPOPING XPTCLLOTOIMVTOG TO GTOLXELN EMKOWVMVING GTO
TEAOG AVTOV TOL PVAAOD 0ONYIDV YPNOTG, 1 HECH TOL EBVIKOV GOG GLGTAUATOG avapopds: {oTotyeln
€0VIKOU GUOTNUATOG AVaPOPAS}.

8. Aocoloyia Yo KGOE €100g, TPOTOG KAl 0001 YOP1NYN oG
To npoidv wpoopiletor yio:

- 2K0AoVG: eVOOQAEPLA 1 EVOOUVTKN YopnyNoN
- I'dreg: evéopvixn yoprynon

To mpoidv dev mpoopiletal yio emovorlopuBavoueves EVEGELC.

To Dexdomitor, 1 fovtop@avOoAn kar/f 1 KeTapivn propodv vo, avopuryfodv oty idto chpryya Kabog
&xel amoderyOel 0Tt elvar PapUaKOAOYIKE SLUPATA.

ZUVIGTOVTOL 01 0KOAOVOES OGEIC:
YKYAOI:
O1 0660¢1g Tov Dexdomitor Bacilovrol 6TV ETLPAVELN CONATOS:

Evoopleping: £mg kat 375 pikpoypappapLo/TETPUyMVIKO HETPO ETLYAVELNG CONATOG
Evoopvika: £m¢ kat 500 pikpoypoppapLo/TETPUy®VIKO RETPO EMUPAVELNS CONOTOS

Orav yoprnyeitan o€ cuvdvacpo pe Bovtopeavorn (0,1 mg/kg) yia Pabid katacTtoAn Kot avoiyncia, 1
gvooLVTKN d0om TG de&uedetodivng ivat 300 UIKPOYPAUUAPIO/TETPAYOVIKO UETPO EMPAVELOC
ocopotoc. H 06om mpovapkmong pe deépedetopdivn ivarl 125-375 pikpoypappdplo/teTpoymviko
UETPO EMPAVELNG COUATOG, Yopnyovuevn 20 Aentd Tpv omd TV YKATAGTOOT Y10 SLOSIKOGIES TTOV
amartovy avoloOnoio. H doon npémnel va mpocapproletor avaAoyo LUe TOV TOTO TNG XELPOVPYIKNAG
eméuPacnc, ™ ddpkeln TG Sladkaciog Kot TV 10106VYKpacio Tov {dhov.

H tavtoypovn yprion de€pedetopidivng Kot Boutop@avoing TpokoAEl KOTUGTOATIKES KOl OVOAYNTUKEG
eMOPAoELS TOL Aapfavouy yodpa To ToAD péca o 15 Aemtd petd tn yopnynon. Ot péyloteg
KOTOOTOATIKES KO OVOAYNTIKEG ETIOPACELG EMLTLYYAvovTaL €vTOg 30 Aemtdv petd tn yopnynon. H
KOTOOTOAN dapkel TovAdyloTov 120 Aemtd PeTd TN Yop1yNon Kot 1 avoiynoia Siopkei TOLAGYIGTOV
90 Aermtd. H avbopuntn avévnum Aappdaver yodpo péca o€ 3 dpeg.
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H mpovapkmon pe de&pedetopdivn Do pLeidoel onuavTikd tn 60G0A0YI0 TOL UTULTOVUEVOL UEGOD
£YKOTAGTAONC TNG avolctnciog Kot Oo LEIMGEL TIG ATOITNOEL GE TTNTIKEA ovoloOnTIKd yio ™)
dttpnon g avoloOnoiag. Te (o KAVIKN UEAETT), Ol OTOLTHOELS Y10 TPOTOPOAT| Kol OE10TEVTAAN
petmdnkov katd 30% kot 60% avtictoryo. OAot o1 avolcONTIKOl TAPAYOVTES TTOV YPTCIULOTOLOVVTOL
Yo EYKATAGTOOT 1 SloiTpMoN TG avolonciog Tpémel va yopnyovvtol uéypt tnv enitevén tov
emBLUNTOD ATOTELECUATOC. ZE Lo KAVIKT HeAETT, | Oe&pedetopdivn cuvéBale otny emitevén
UETEYYEPNTIKNG avadynoiog yio dtdotnue. 0,54 opdv. Qotoco vt 1 dtdpkela eEaptdtot amd
SLaQopec LETOPANTEC Kot Oo TPETEL VoL YOPNYELTAL TEPUITEP® AVOAYNGIO AVAAOYO e TNV KAVIKN
Kkpion.

Ot avtioTotyeg 000¢€1c pe Pdom to PAPOg COUATOS AVUPEPOVTOL GTOVG TOPUKAT® TIVOKEG. ZVVIGTATOL
N xPNoM cOPLYYOC UE KOTAAANAN S1afdduion yio va, dS10c@aAloTel 1 akpiprg docoloyia 6tav
YOPIYOUVTOL LKPEG TOCOTNTEG,

YKVAOL AggpedeTopdivy AggpedeTopdivny AggpedeTopdivy
Bapog 125 pkpoypappapioe/m? | 375 pkpoypappdpro/m? | 500 pkpoypoppdpre/m?
(kg) (mcg/kg) (ml) (mcg/kg) (ml) (mcg/kg) (ml)
2-3 9.4 0,2 28,1 0,6 40 0,75
3,14 8,3 0,25 25 0,85 35 1
4,1-5 7,7 0,35 23 1 30 1,5
5,1-10 6,5 0,5 19,6 1,45 25 2
10,1-13 5,6 0,65 16,8 1,9

13,1-15 5,2 0,75

15,1-20 49 0,85

INo padié kataotor] Ko avaryncio pe fovtoppavéin

Y KO OL AgEpedeTopoivn

papog 300 pikpoypappdpro/m? evdopvika

(kg) (mcg/kg) (ml)
2-3 24 0,6
3,14 23 0,8
4,1-5 22,2 1
5,1-10 16,7 1,25
10,1-13 13 1,5
13,1-15 12,5 1,75

INo peyaidtepeg katnyopieg Bapovg, ypnooromote Dexdomitor 0,5 mg/ml Kot Tovg 6060A0Y1KOVS
TVOKEG TOV.

I'ATEX:

H docoioyia yia T1g yateg givar 40 pikpoypappdpio vdpoyiwpikng deuedetopdivng/kg o.p. mov
soduvapovv pe 6yko d6ong 0,4 ml Dexdomitor/kg 6.3. 6tav ypnoiponoleitol og un enepPatikés,
ENIPPAG £DC PETPLO ETMIVVEG OLUOIKACIES KOl EEETAGELG TTOL OTALTOVY CMUATIKT CLYKPATNON,
KOTOGTOAN KOt avaAynoia.

Orav 1 de&pedetopudivn ¥pNoIHOTOLEITAL Y10 TPOVAPKMGCT OTIS YUTES, ¥pNoLoToteitan 1) idwa d6on. H
Tpovipkwon pe depedetopidivn Oa LEIMOEL ONUOVTIKA T 00GOAOYI0 TOV OTOUTOVUEVOL HEGOV
€YKOTAGTOONG TG avalctnciog Kot Bo LEIMCEL TIG AMAITNOEL OE TTNTIKA ovoloOnTIKd Yo T
dtnpnon g avoioOnoiog. e pio KAVIKN LEAETT, 1] amaitnon Yo TPomoPOAT LEldOnKe Katd 50%.
O)ot o1 avarsOntiKol TaPAYOVTEG TTOL YPNCUYLOTOLOVVTOL Y10 EYKOTAGTAON 1) S10THPTOT TNG
avaicOnoiog mpémetl va Yop1youvTal UEYPL TNV EMITEVEN TOV EMBVUNTOV ATOTEAEGLLATOG,
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H avaicOnoia uropet vo, eykatactadel 10 Aewtd petd tnv Tpovapkmon pe VOOUVTKN XOpyNoT MG
d0oomc-otoyov S5 mg ketapivng/kg 6. 1 pe evoopAEPLa yopNyNon TPOTOPOANG UEYPL TNV EmitELEN TOL
emBountov amoteléouatog. H docoroyia yia Tig yateg mopovotaletol GToV TopaKiT® TivVaKo.

Iareg

Bépog AgEpedetopdivny 40 mkpoypappdapro/kg evoopvika
(kg) (meg/kg) (ml)
1-2 40 0,5
2,1-3 40 1

IMa peyaddtepeg kotnyopieg Bapovg, ypnoomomote Dexdomitor 0,5 mg/ml kot Tovg 6060A0Y1KOVC
TIVOKEG TOL.

O1 aVOUEVOEVEG KOTAGTUATIKEG KOL AVOAYNTIKEG EMOPAGELS EMTVYYAVOVTOL LEGO, 08 15 AemTd petd
TN yopnynom Kot drotnpovvror uéypt kot 60 Aemtd petd T xopnynon.

H xatactoin propet va avaotpoesi pe otmapeloAn. H atimapeloin dev Ba npémet va yopmyeitot
vopitepa and 30 AemTA HETA TN YOPNYNON TNG KETAUIVIG.

9. Oonyieg Yo T o6t YOpNYNON

Yvvietdral ta (oo va, gival vioTikd Yo 12 opeg Tpv ) xoprynon. Mropet vo d00el vepo.

Metd ) Oepoameio, dev Oa Tpémel va diveTar Tpoen N vepod oto {do Tpv va givor 1Kovo yio KoTdmoon.

10. Xpévor avapoviig

Agv 1oyet.

11. Ewwkég ouvOnkeg dwatipnong

Noa punv katoyvyeTor.

Awdpketa {ong pHetd To TpdTo AVOLYLa TOL AUECOL TTEPEKT: 3 punveg otovg 25 °C.

Na eurdccetol og 0om, TV omoia dev PAETOLV Kat dgv Tpoceyyilovv Ta Tandid.

No un ¥pNOILOTOIEITOL AVTO TO KTNVINTPIKO QOPUOKEVTIKO TPOIOV UETE TV nuepounvio ANENG Tov
ovoypagETOL TNV ETIKETO, KOl 6TO KOVTL petd to Exp.

12. Ewiwkéc mpo@uidcers amdppryng

Ta eapuaxo dev TPETEL VO, ATOPPITTOVIOL LEGH TOV AVUATOV 1| TOV OIKIOKOV OTOPANTOV.
XpPNGILOTOUOTE TPOYPAULOTO EMGTPOPNG POPLAK®OV Y10 TV OTOPPLYT U XPNCLOTOINOEVTOV
KTNVIOTPIK®OV QAPUAKEVTIKOV TPOIOVTI®V 1| GAL®Y DAKGOV TTOv TPoEéP)ovTal amd TN pNon TOVG
GUUPMVO, [LE TIG TOTMIKES OTMOALTIOELS KO PLe TUXOV 1oyvovTa e0vikd cuotipata cviioyng. Ta pétpa
LT OMTOGKOTOVV GTNV TPOGTOGI0 TOL TEPPAAAOVTOG,.

13. Ta&vépnon TV KTNVIOTPIKOV QUPULAKEVTIKOV TPOIOVTOV

Na yoprnyeitar pOvov e KTNVIHTPIKT] GLVTOYT.

14. Ap1Opoi o106 KUKLOQOPING KOl GVGKEVUGIES
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Ap1Buog adetag kukhopopiag: EU/2/02/033/003-004.
Meyébn cuokevaciog: ydptvo kovti pe 1 1 10 guoridia tov 15 ml.

Mmropei va, unv KukAo@opohv OAEG Ol GLOKELOGIES.

15. Hpepopnvia televtaiog avadedpnong Tov UALOV 00N YLOV (P1oNG

{HH/MM/EEEE}

Agntopepeic TANPOPOPIES Y10 TO €V AOYM KTNVIATPIKO QUPLOKEVTIKO TPOTOV gival S100éoiueg o
Baon dedopévav e EE yuo ta ktnviatpkd mpoiovra (https://medicines.health.europa.eu/veterinary).

16. Xroygia emkowoviag

Kéroyoc tne ddsioc kukhopopiog

Orion Corporation
Orionintie 1
FI1-02200 Espoo
dwlavdia

ITopaockevootng veevHuvvoc yio tnv arelevfipwon Twv TapTidwv

Orion Corporation
Orion Pharma
Orionintie 1
FI1-02200 Espoo
Owlavoio

Tomkoi avImpdGOTOL KOl GTOUYEID ETKOWVOVIOC Y10 TNV 0va@Oopa THoVOAOYOOUEVOV aVETLOOLUNTOV

EVEPYELDV:

IMo omowdnmote mANpoPopio GYETIKA LLE TO TAPOV KINVIOTPIKO PUPHOKEVTIKO TPOidV, mopakaieiche
va amevfuvheite GTOV TOTIKO OVTITPOCOTO TOL KATOYOL TG AOEL0G KUKAOPOPIOG.

Belgié/Belgique/Belgien
V.M.D. nv

Hoge Mauw 900
BE-2370 Arendonk
Tél/Tel: +32 14 67 20 51

Peny6sanka brarapus
Bet-tpeiin OO/

Oyn. bearapus 1

6000 Crapa 3aropa, brarapus
Ten: +359 42 636 858

Ceska republika
Orion Pharma s.r.o.

Na Strzi 2102/61a,
Praha, 140 00

Tel: +420 227 027 263
orion(@orionpharma.cz

Danmark
Orion Pharma A/S,

Lietuva

UAB ,,ORION PHARMA*
Ukmergés g. 126
LT-08100 Vilnius, Lietuva
Tel: +370 5 2769 499

Luxembourg/Luxemburg
V.M.D. nv

Hoge Mauw 900

BE-2370 Arendonk
Tél/Tel: +32 14 67 20 51

Magyarorszag

Orion Pharma Kft.

1139 Budapest, Pap Karoly u. 4-6
Tel.: +36 1 2370603

Malta
Orion Corporation
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Orestads Boulevard 73,
2300 Kegbenhavn S
TIf: +45 86 14 00 00

Deutschland
VETOQUINOL GmbH
Reichenbachstrasse 1
85737 Ismaning
GERMANY

Tel: +49 89 999 79 74 0

Eesti

UAB ,,ORION PHARMA*
Ukmergés g. 126
LT-08100 Vilnius, Leedu
Tel: +370 5 2769 499

EAlLada

EAANKO EAAAY A.E.B.E.
Aew@opoc Mecoyeiov 335,
EL-152 31 Xolavdpt, ATTiKN
TnA.: 430 6946063971

Espaia

Ecuphar Veterinaria S.L.U.

C/Cerdanya,

10-12 Planta 6°08173 Sant Cugat del Vallés
Barcelona (Espana)

Tel: +34 93 5955000

France

Laboratoires Biové

3 Rue de Lorraine
FR-62510 Arques
Tél: +333 2198212

Hrvatska

IRIS FARMACIJA d.o.o.
Bednjanska 12

10000 Zagreb

Tel: +385 91 2575 785

Ireland

Vetoquinol Ireland Limited
12 Northbrook Road

D06 ESW5 Dublin 6
IRELAND

Tel: +44 1280 814 500

fsland

Orion Corporation
Orionintie 1
FI1-02200 Espoo
Tel: +358 10 4261
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Orionintie 1
FI1-02200 Espoo
Tel: +358 10 4261

Nederland
VETOQUINOL B.V.
Postbus 9202,

4801 LE, BREDA
NETHERLANDS
Tel: +31 10 498 00 79

Norge

Orion Pharma AS Animal Health
Postboks 4366 Nydalen,

N-0402 Oslo

TIf: +47 40 00 41 90

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Austria

Tel.: +43 (0)7242 490 -20

Polska

Orion Pharma Poland Sp. z o.0.
ul. Fabryczna 5A,

00-446 Warszawa

Tel.: +48 22 8333177

Portugal

Belphar, Lda.

Sintra Business Park, N°7, Edificio 1 — Escritorio 2K
Zona Industrial de Abrunheira 2710-089 Sintra

Tel: +351 308 808 321

Romania

Orion Pharma Romania srl
B-dul T. Vladimirescu nr 22,
Bucuresti, 050883-RO

Tel: +40 31845 1646

Slovenija

IRIS d.o.o0.

Cesta v Gorice 8

1000 Ljubljana

Tel: +386 (0)1 2006650

Slovenska republika
Orion Pharma s.r.o.
Na strzi 2102/61a,
Praha, 140 00, CR
Tel: +420 227 027 263



Italia

Vétoquinol Italia S.r.1.
Via Luigi Galvani, 18
47122 Forli (FC) —
Italia

Tel: +39 0543 462411

Kvzpog

EAANKO EAAAY A.E.B.E.

Aewopog Mecoyeiov 335,
EL-152 31 Xolavdpt, ATTiKN
TnA.: 430 6946063971

Latvija

UAB ,,ORION PHARMA*
Ukmergés g. 126
LT-08100 Vilnius, Lietuva
Tel: +370 5 2769 499

orion@orionpharma.sk

Suomi/Finland

ORION PHARMA Eliinladkkeet
PL/PB 425,

FI-20101 Turku/Abo

Puh/Tel: + 358 10 4261

Sverige

Orion Pharma AB, Animal Health
Golfvigen 2,

SE-182 31 Danderyd

Tel: +46 8 623 64 40

United Kingdom (Northern Ireland)
Orion Corporation

Orionintie 1

FI1-02200 Espoo

Tel: +358 10 4261
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OYAAO OAHT'TQN XPHXHXE

1. Ovopacio Tov KTNVIITPIKOD QUPRIKEVTIKOV TPOIOVTOG

Dexdomitor 0,5 mg/ml evécipo didlvpa

2% YvvOeon
Ka6e ml nepiéyet:

APUGTIKO GVOTUTIKO:
0,5 mg vdpoyrmpikng de&uedetodivng mov 1oodvvapet pe 0,42 mg de&uedetodivng.

"Exooya:
Methyl parahydroxybenzoate (E 218) 1,6 mg
Propyl parahydroxybenzoate (E 216) 0,2 mg

3. Eion Loov

2K0OAo1 KoL YATEG,

4. OepamevTiKég evoeifelg

Mn emepPotikég, EAAPPOS MG LETPLO. ETDOVVES, SLUSIKACIES KOl EEETACELS TTOV ATOITOVY CMOUOTIKY
GULYKPATN O, KOTOOTOAN Kol OVOAYNGio 68 GKOAOLG Kol YOTEG.

Ba61d kataotoln Kot avaAdynoio o€ GKOAOVG OTAV YPNCIULOTOIEITAL GE GLVOVOCUO LE BOVTOPPAVOAN
YO LOTPIKEG KOl UIKPEG XEPOVPYIKES EMEUPACELC.

[Ipovapkmon 6Tovg GKOAOVE KOl GTIS YATEG TPLV TNV EYKATAGTAOT Kol T1 S10THPNOT| TNG YEVIKNG
avaicOnoiog.

5. Avtevosigeag

Noa unv ypnowponoteitol o {da e KOPOYYEINKES SLOTAPUYES.

Na unv ypnowonotgitol oe {da pe cofapn cvetnuotiky voco 1 o {da mov givar etotpoddavorta.
Noa unv ypnoonoleitol oe TePItTOOT YVOOTNE VItepeLacnciag 6To dPAGTIKO GLGTATIKO 1| G
KGO0 070 TO EKS0Y .

6. Edwkég mpogidomoumjosig
Ewikéc mposldomooELc:

H yopnynon mg de€pedetopidivng o xoutdfra nikiog pikpdtepns tov 16 gfdopddwv Kot yoTaxKio
niwiog pikpotepng Tv 12 efdopddwv dev Exel pedetndel.

Idwitepec TPoPLAGEELS Y10 TNV AGQAAT Yprjom ota £idn (hwv:
Ta vd Bepomeio (ma Tpénel va kpatovvtal og {eot| kot otabepn Oeprokpacio, TOGO KOTA TN
dudpkela g Sladikaciog 660 Kol KOTA TNV avavny).

210 veupikd, emOeTKd 1 aviovya {da TpEnet vo divetal 1 SuvatoOTNTO VO |PEUTCOVY TPV amd TNV
évapén g Bepaneiog.
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No ypnoylomoteitar e TPocoy 6€ VLEPNALKA (DO

Mmnopei va Ttapovciaoctel 00Amor Tov KEPAUTOEB0VG KOTA TN SLAPKELN TNG KOTAGTOANG. Ta patia
TPEMEL VO, TPOCTATEVOVTOL LUE VO KATAAANAO VYPAVTIKO.

[Ipémel va Tparypoatomoleitatl Guyvn Kot TOKTIKY TUPUKOAOVONON TNG OVATTVELGTIKNG Kol TNG
Kapdlokng Aettovpyiag. H maipkn o&opetpio icmg eivar yprioyn aAld dev ival OLGLAGTIKY Y0 TV
EMOPKT TOPOKOAOVONOT).

[pénetl va elvor drabécipog eE0TAGIOC Y10l XEPOKIVITO OEPIGUO OTNV TEPITTMOOT AVATVEVGTIKNG
KOTOOTOANG 1] ATVOL0G ETELTA OO TN OLOOYIKY] P oM deEUedeTopdivig Kot KETaUivig yio Tnv
gyKotaotaon avalstnoiog otig ydteg. Zuviotdtol eniong va vapyet dueca dabéoipo o&uydvo, og
TePInTOON TOL OV veLDOEL 1] VTAPYEL LoV Yo VITOEALLiCL.

Ot dppwoTot kot KoTafefinpuévor okdAoL Ko yateg Ba mpémet va Aapupavouy TpovapKmor Hovo Le
de&uedetoudivn Tpy amd TNV £YKOTACTACN Kol S10THPNON TG YEVIKNG avalcOnciog Bacetl g
a&loAdynong KivdHvov-opELOVG.

Idwitepeg TPoLAGEEIC TOV TPEMEL Vo AapfBAvovTol amd TO GTOLUO TOL YOPNYEl TO KTNVINTPLKO
QOPUOKEVTIKO TPOTOV o€ {Ma:

X mepintwon mov Katd AdOog vapEel Ayn amd To GTOUA 1| KAVETE AVTOEVEDT], VO 0va{NTHOETE
apéomg wtpikn fondeta Kot vo emdeiEeTe GTOV 1UTPO TO ECOKAEIGTO GVALO 0ONYLDV YPNCEDS OALY
MHN OAHTI'EITE kaB®g evoéyetal va TopouclocToV KATAGTOAN KOl 0AAAYEG GTNV OPTPLOKT
mieon.

Amo@lyeTe TNV EXAPT TOV TPOIOVTOG LE TO dEPHLO, T LATLO 1) TOVG PAevvoyovoug. [poteivetar n
PO ASAPPOY®V YOVTIOV. e TEPITTOOT EMAPTG TOL TPOTOVTOG LE TO SEPUA 1] TOVG PAEVVOYOVOULC,
Eemhbvete apéomc HETA TNV EkBeom To 0€ppa o €xel ekTeDel Le peydAn TocOTNTO VEPOD KOl
AQOIPESTE TO LOAVGUEVE PpOoUYa TOV PPIoKOVTOL O AUECT ETOEN LE TO dEPUA. LE TEPIMTMON EXAPNS
pe Ta pdrtio, Eemiovete pe apbovo kabapd vepo. Edv eppoviotovv copmtopata, {ntinote
GuUBovAn WTpov.

Yg TEPIMTOOT TOL O YEPIGHOG TOL TPOTOVTOG YivETOL Ad £yKHOLGS, Ba Tpémet va diveTar Wiaitepn
TPOCOYN MOTE VO, ATOTPUTEL 1] AVTOEVEST] KAOMG EVOEYETUL VO ELPOVIGTOVY GUOTAGELS TNG HNTPAG KO
LEL®UEVT] apTNPLOKT THEST] TOV EUPPVOV HETA OO aKOVG10 GUCTNUOTIKY £KOeo.

ZuppovAn mpog toug wTpovg: To Dexdomitor givan £vog o-adpeEvEPYIKOC OYOVIGTNG, KoL TO
CUUTTOUOTA LETA TNV ATOPPOPTON TOL UTMOPEL VO TPOKAAEGOVV KAVIKEG ETIOPACELG OTIG OTOIEG
epAapPavoviatl S0G0eEAPTMOUEVT] KATAOTOAN], AVATVEVCTIKT KOTAGTOAN, Bpadvkapdia, vwdtaon,
Enpootopia kot vepyAvkaipia. ‘Exovv eniong avapepOei kotmokég appubuies. H aviipetonion tov
OVOTVELGTIKMY KOl ALOSVVOIKOV CUUTTOUATOV Oa Tpénet vo gival copntopatikn. O e101Kog o-
AOPEVEPYIKOG OVTAYMVIGTNG, 1| OTUTOECOAT, 1| OTTola elval EYKEKPIUEVN Yo ypnon o€ {da., ExEl
ypnoonomfel otov AvOpwmo POVO TEPAUATIKE Y10 VO OVTOY®VIOTEL TIG EMOPACELS TOV
TpoKaAovvtal amd TN deEpedetoudivn.

Atopo pe yvooTi| vepgvatcncio 6to SpacTikd GLOTATIKO 1) GE KATO10 amd To KO0y TPEMEL VOl
YOPTYOUV TO TTPOIOV LLE TPOGOYT].

Eyxvpootvn kot yaiovyio:

H aoopdieia tng de€pedetopidivng dev £xel amoderybel KoTd T SLIpKELD TG KUNONG Kot TNG YOAOLYIOG
ota €i0M (hwv. ETopévmg, dev GuviGTATOL 1] YOPTYNOT| TOV TPOTOVTOG KOTA TN SIAPKELD TG KUNONG
Kot NG YoAovyiog.

Tovipdro
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H aoopdieia tng de€pedetopidivng dev €xetl amoderybel oe apoevikd mov tpoopilovtat yio
OVOTALP LY D).

AMnAenidpaon pe AL QOPUOKEVTIKE TPOTOVTA Kol AAAEG HOPPEG AAANAETIOPACTG:

H yprion dAA®V KOTOGTAATIKOV TOV KEVIPIKOD VEVPIKOD GUGTHOTOS OVALULEVETAL VO EVIGYVGEL TNV
enidpao tng degpuedeTopdivng Kot EMoUEVMS Ba TPEMEL va YIVETOL KATAAANAT TPOGAPLOYN TG
doong. H yprion de&pedetopidivig wg HEGO TPOVAPKMOTG GTOVS GKOAOVG LELDVEL GTLOVTIKA TNV
TOGOTNTO TOV YOPTYOVUEVOL POPUAKOV TOV OTOLTEITAL Y10 TV £YKATAGTAOT TG avausOnciog.
Amatteitol Tpocoy| Katd Tn XOpNynomn Tov evOoPAERL®V PapUAK®Y EYKATACTAONG UEXPL VO
emtevyBel to emBounTo anotérespa. Ol AmaITHOELS Y10 TTNTIKA ovalcOnTIKE yio Tn S10THpNoT TG
avaicOnoiog ivor emiong peltmpéves.

Ta avTiyoAMvepYIKE TPETEL VOL YPT|CLLOTOLOVVTOL [LE TTPOGOYN| LE TN de&puedeToUIdiv.

I'dreg: "Emetta and yopriynon 40 pikpoypappapiov dseuedetopidivng/kg o.p. evéopikmg tavtdypova
pe 5 mg ketapivngkg 6.B. otig ydteg, n péyiotn ocuykévipwon tng de€pedetopidivng avéndnke oto
SmAdco1o oAAG 0T gV emNPEcE TOV Tmax. O pEGOG YpOVOg NLNG TS amoBoANg g
de&uedetoudiving avénbnke oe 1,6 dpeg kot 1 cuvolkn €kBeon (AUC) avénonie katd 50%.

Mo 06on 10 mg ketopivng/kg ypnopomolodpevn tavtdypova pe 40 pikpoypappdpio
de&uedetopudivna/kg evdéyetar vo mpokaréoet TayvKapdia.

H yopnynon atmopelding pHetd amd Se&puedetoudivn avacTpEPEL YPNYopa TIC ETOPACELS TOV
QopUAKOL KOl £TCL LELMVEL TOV XpOVo avavnymc. Evtog 15 Aentdv ot okdAot kot ot ydteg Exouv
Kavovikd Eumvioet kot givon 6poiot.

IMo TAnpoeopiec oyeTiKd Le TIG avemBouNTEG EVEPYELES, OEITE TNV Tapdypapo: AvemBounta
oupupava.

Ynrepdocoroyio:
g TEPIMTMOGELG VIEPOOCOAOYING TPETEL VAL KOAOVLOOVVTAL O TAPAKAT®O GCUGTAGELS:

YKYAOL: Xg nepittdoelg vnepdocoloyiag, 1 €4v o1 emdPAcEL TNG de&pedeTodivng yivoov
duvnTiKa ameintkég yia T {on, N KatdAAnin doon atuwapeloAng eivar 10 popég 1 apykn 666m TG
de&uedetoudivng (pikpoypappdpio/kg o.f. 1 LKPOYPOUUAPIO/TETPAYOVIKO HETPO ETIPAVELNG
ompotog). O 0yKog d6ong g atimapeloAnG ot cuykévipwon S mg/ml 16ovTol pe Tov 6 YKo d0oTg
tov Dexdomitor mov d60nKe otov 6KOA0, ave&apTiTOS TG 060V YopnyNnons tov Dexdomitor.

I'ATEZX: Ze nepmtooeic vtepdocoloyiag, 1) GV ot EMOPAcELS TG de€puedeTopidivng yivouy duvnTikd
AmENTIKEG Y1a T (N, 0 KATAAANAOG avToy®VIeTig eivat 1 otumaple(OAT, YOPTYOOUEVT LE EVOOUVTKN
éveon, otnv akodAovin d6on: 5 eopéc TV apykn d6on deguedeTopidivng oe pkpoypappapa/kg .p.
‘Erterta amd tovtodypovn éxbeon o pia tpurhn (3X) vrepdocoroyia deEpedetopudiving kot 15 mg
ketapivng/kg, umopet va xopnynbei atimapeldAn 610 GLVIGTMOWUEVO ENITEO SOGNG Y10 TNV AVOGTPOPN
TOV ATOTELECUATOV TOL TPOKAAOVVTOL OO T deEUESETOOIVN.

e VYNAEG CLYKEVTPMOELS OeEUedETOOIVIG GTOV 0PO, ) KOTAGTOAN eV avédveTal TapOAO TOV
av&AveTol To eMImEdO TNG avalynoiog Le TEPUITEP® avEN oM TG SO0,

O 6ykog 66onGg TG atmapefOANG 0N CLYKEVTPp®ON TV 5 mg/ml 1covTaL HE TOV OYKO TNG LONG
d00omg tov Dexdomitor mov £yet 600¢ei otn yarta.

7. AvemOdunra cvppavra

YxoroL

| [Toh0 cuyvd | Bpadvkapdia
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(> 1 {do / 10 vad Bepameia (oa):
Kvévaoon tov Brevvoyovaov?
Qypomta Tov PAevoydvvov?

Zuyva Appobuia!

(1 éwg 10 Cwa / 100 vo Bepomeio

{oa):

2ravio [Tvevpoviko oidnua

(1 éog 10 Coa / 10.000 vmd
Oepameia (oa):

ATpocdoplotng GuyvoTNTAG (EV Aéyepon!
umopet va extun et pe faon to
Swbéciua dedopéva): Kapdiakodg omorieiopoc!

YymAf apmpioxn wieon?

XopnAn aptnpraxy micon?

"BKTOKTEG KOIMOKESG GUOTOASG!
Yreprothioxt] kot kopuPiky appuduio!

Ynrepoiehdppora!
Téon yio €peto!
"Buetog?

OOAmON KEPUTOEIGOVG

Tpduog podv
[MopoteTapévn KatacTtolq!

Bpadvmvora -

Mewpévn o&uyovoon!
Melmpévog avamvevaTikdg puoude
Akovoviot ovamvor|!
Taybdmvora!

EpvOnuo!

Mewopévn Oepokpocio coOUATOg

Ovpnon!

"Otav 1 de&uedetondivn kot 1 PovTOPEAVOLT 0PN YOVVTOL TEVTOYPOVO.

2AOy® TG TEPLPEPIKNG OYYEIOCVOTAGTS KAl TOV PAEBIKOD AMOKOPEGHOD TAPOVGIN PUGLOAOYIKAG
apTNPLIKNG 0EVYOVAOOTG.

SH aptnpiakn wtieon o ovéndei apyikd kot ot cuvéyeta o emavérOel 6To PLGI0A0YIKO 1 KAT® 0mtd
TO PUVGLOAOYIKO.

*Mmropei va copPel 5-10 Aentd petd v éveon. Mepikoi oxdrot propet eniong va kévovy Eueto Kotd
TN OTIYU TG AvavnyS.

SOtav n deEpedetoudivn ypnoIHonotEital g HEGO TPOVAPKOGNG.
Koatd v tavtoypovn yopriynon de&pedetopdivng kot foutopeavoing oe okvAovg, £xouv avopepdel
Bpadvappubpieg kot Tayvappubuieg. Avtéc evoéyetar va teptiapfdvovy cofapn eprefokoppikn

Bpadvkapdia, KoAmokotiakd amokAeioud 12 ko 2°° abuov, prefokouPikn avakony 1 Tovon,
KaOMG Kol KOATUKEL, VITEPKOIALOKE KO KOIAMOKA TPMOPO COUTAOKO.

48



Koatd m ypnon g de&pedetopudivig og Léco Tpovapkwmong, Exovv avapepdet Bpadvappubpieg Kot
tayvappvOuiec ko Teprrappavovv cofapr ereforoufikn fpadvkapdio, KOATOKOIAMOKO ATOKAEIGHO
1°° xon 2°° BaBpod Ko eAgforkopfikr| ovaKonn. e OTAVIEG TEPUTTMCELS EVOEXETAL VO TapATPN 0LV
VIEPKOIAMOKA KOl KOTMOKE Tp®@OPH GOUTAOKA, GAEPOKOUPIKT TADOT KOl KOATOKOIAMOKOG
amokAelopog 3%° fadpov.

Tdrec:

IToAd cuyva Appobuia!

(> 1 Lo / 10 vad Bepameia (oa): Bpadvkopdio
Koapdiakdg omorheiopoc?
"Buetog’
Qypodtnta TV Brevoydvvov?
Kvévaoon tov Brevvoyovov?

Soyva Yreprothioxt| kot kopuPiky appuduio!

(1 éog 10 Coa / 100 vd Bepameia

{ha): Téon yio €peto!
Mewpévn o&uyovaoon?
YnoOeppio?

Oy cuyvd Anvoto?

(1 éog 10 Eoa / 1.000 vrd Bepameio

{oa):

Zrivio [Tvevpoviko oidnua

(1 éog 10 Coa / 10.000 vmd

Oepamneio {oa):

ATpocdoplotng GuyvoOTNTAG (OEV "EKTOKTEG GLOTOMSG

umopet va extun et pe faon to Yynin aptmpiokm wicon’

Swfécipa dedopéva): Xounf aptnpaxi wicon’
OOAmON KEPUTOEIGOVG
Tpdpog podv
Bpadimvora?
Melopévog avamveuaTikdg puoude
Ynooepiopde’
AkovOVioTn ovamvor]?
Aéyepon’

"Otav n de€uedetopdivy ypnoiponoteitor wg HEGO TPOVAPKMONG.
2Otav n de&uedetopndivn Kot N KeTopivn XpNoILoTolovvTol S1odoyIKd.

SMropei va oopfet 5-10 Aemtd petd v éveon. Mepikég ydrteg pmopet emiong va kévouv £Ueto Kotd
N OTIYH TG Avavnyg.

*AGY® TG TEPLPEPIKNG OYYEIOCVOTAGTS KAl TOV PAEBIKOD ATOKOPEGHOD TAPOVGTN PUGLOAOYIKAG
apTNPLKNG 0EVYOVAOGOTG.
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SH aptnpiakn wtieon o ovéndei apyikd kot ot cvvéyeta o emavérdel 6To PLGI0A0YIKO 1 KAT® 0mTd
TO PUGLOAOYIKO.

H evdopwixn yoprynon d6ong 40 pikpoypappapiov/kg (akoiovBoduevn ard keTopivn 1 TPOTOPOAN)
ovyva KatéAnée oe prePorkopfikn Ppadvkapdio kot pAeforoufikr appubuia, TepioTaciokd KOTEANEE
0€ KOATOKOIMOKO OmOKAEIGHO 1 Babpod kot omavimg KatéAnge o€ TPMIUES VTEPKOIALOKEG
EKTTOANDGELG, KOATIKT O10Vi0, PAEBOKOUPIKEG TOVOELS, KOATOKOIAMOKO AmOKAEIGHO 2°° Babuod 1
6LGTOAEG/ pLOLOVG SlapLYNC.

H avagopd avembBountov copfavrov eivar onuavtikn. Enttpénet m cvveyn napoakoiovdnon g
aoQAAENG EVOC TpoidvToc. Edv mapatnproete omoladmote avemBounTn evépyeia, 0KOUO KOl av dgv
OVAQPEPETUL OTO ECMKAEIGTO GVALO 0ONYL®DV YPNONG N AUPIPBAALETE YiO TNV OMOTEAEGUATIKOTITO, TOV
QopudKov, Topakaieiche vo emtkovevioeTe, Katapyds, Le Tov KTnviatpd cag. Mropeite eniong vo
AVOPEPETE OMOLOONTOTE AVEMBVUNTA GVUPAVTO GTOV KATOYO TG AOE0C KUKAOPOPING 1) GTOV TOTKO
AVTITPOCHOTO TOL KATOYOL TNG QLG KUKAOPOPING XPTCLOTOLMVTOG TO GTOLXELN EMKOWVMVING GTO
TEAOG VTOV TOL PVAAOD 0dNYIDV YPNONG, N LECH TOL EBVIKOV GOG GUCTNUATOG Avapopds: {oTotyela
€0vikov cuoTNUATOG avapopds}

8. Aocoloyia Yo KGOE €100g, TPOTOG KAl 0001 YOP1NYNONG
To npoidv wpoopiletor yio:

- 2K0OAoVG: eVOOQAEPLA 1 EVOOUVTKN Yprion
- Iareg: evéopvixn ypnon

To mpoidv dev mpoopiletal yio emovorlopuBavoueves EVEGELC.

To Dexdomitor, 1 fovtop@avOoAn kar/f 1 KeTapivy pmropodv vo, avoprydodv oty idto chpryya Kabog
&xel amoderyOel 0Tt elvar PapUAKOAOYIKE SLUPATA.

ZUVIGTOVTOL 01 0KOAOVOES OGEIC:

O1 060215 Tov Dexdomitor Bacilovrol 6TV ETLPAVELN CONATOS:

Evoopleping: £mg kat 375 kpoypoppapLo/TETPUyMVIKO HETPO ETLPAVELNG CONATOG
Evoopvika: £m¢ kat 500 pikpoypoppapLo/TETPUy®VIKO HETPO EMUPAVELNS CONOTOS

Otav yoprnyeitan o€ cuvdvacpo pe Bovtopeavorn (0,1 mg/kg) yia Pabid katactoAn Kot avoiyncia, 1
gvOoLVTKN d0om NG de&uedetodivng ivat 300 UIKPOYPAUUAPIO/TETPAYDVIKO LETPO EMLPAVELOC
ocopotoc. H 66om mpovapkmong pe deépuedetopdivn ivarl 125-375 pikpoypappdplo/tetpoymviko
UETPO EMPAVELNG COUATOS, Yopnyovuevn 20 Aentd mpv omd TV YKATACTOOT Y10 SLOSIKAGIES TTOV
amartovy avoloOnoio. H doon npémnel va mpocappoletor avaAoyo LUe TOV TOTO TNG XELPOVPYIKNAG
eméuPacnc, ™ ddpkelo TS S1adIKaciag Kot TV 10106VYKpacia Tov {dov.

H tavtoypovn yprion de€pedetopidivng Kot Boutop@avoing TpokoAEl KOTUCTOATIKES KOl OVOAYNTUKEG
eMOPAoELS TOL Aapfavouy yodpa To TOAD péca o 15 Aemtd petd tn yopnynon. Ot péyloteg
KOTOOTOATIKES KO OVOAYNTIKEG ETIOPACELG EMLTLYYAvovTaL €vTOg 30 Aemtdv petd tn yopnynon. H
KOTOOTOAN dopkel TOvAdyloTov 120 Aemtd PETA TN XOPTYNOT KOt 1] ovadynoia dapkel TOLAGYIGTOV
90 Aermtd. H avbopunt avévnum Aappdaver xyodpo péca o€ 3 dpeg.

H mpovapkmon pe de&pedetopdivn 0o Leidoel onuavTikd T 60G0A0YI0 TOL UTULTOVUEVOL UEGOD

£YKOTAGTAONC TNG avolctnciog Kot Oo LEIMGEL TIG ATUITNOELS GE TTNTIKG avoloONTIKd, yio ™)
dttpnon g avoloOnoiag. Te (o KAVIKN UEAETT), Ol OTOLTHGELS Y10 TPOTOPOAT| Kol OEl0TEVTAAN
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pemdnkov katd 30% ka1 60% avtictoryo. OAot o1 avolcONTIKOl TAPAYOVTES TTOV YPNCIULOTOLOVVTOL
Yol EYKATAGTOOT 1 SloTpMoN TG avoloOnciag Tpémel va yopnyouviatl uéypt tnv enitevén tov
emBLUNTOD aTOTELECUATOG. ZE o KAMVIKY HeAETN, 1) Oe&uedetopdivn cuvéPale oty emitevén
UETEYYEPNTIKNG avaiynoiag yio dtdotnue. 0,54 opdv. Qotdco vt 1 dtdpkela eEapTdtot amd
SLaQopec LETOPANTEG Ko Oo TPETTEL VO YOPTYELTAL TEPALTEP® AVOAYNGIO, AVAAOYO, LLE TNV KAVIKNY
Kkpion.

Ot avtioTotyeg 06G¢e1g e Pdomn To PAPOg COUATOG AVOPEPOVTOL GTOVG TOPAKAT® TIVIKES. ZVVIGTATOL
N xPNoM cOPLYYOC UE KOTOAANAN S1afdduion yio va dS106@aAloTel 1 akpiprg docoloyia 6tav
YOPIYOUVTOL LKPEG TOCOTNTEG,

YkvAiot AggpedeTopdivny AggpedeTopdivy AggpedeTopdivny
papog 125 meg/m? 375 mcg/m? 500 mcg/m?
(kg) (meg/kg) (ml) (meg/kg) (ml) (meg/kg) (ml)
2-3 9,4 0,04 28,1 0,12 40 0,15
34 8,3 0,05 25 0,17 35 0,2
4-5 7,7 0,07 23 0,2 30 0,3
5-10 6,5 0,1 19,6 0,29 25 0,4
10-13 5,6 0,13 16,8 0,38 23 0,5
13-15 52 0,15 15,7 0,44 21 0,6
15-20 4,9 0,17 14,6 0,51 20 0,7
20-25 4,5 0,2 13,4 0,6 18 0,8
25-30 4,2 0,23 12,6 0,69 17 0,9
30-33 4 0,25 12 0,75 16 1,0
33-37 3,9 0,27 11,6 0,81 15 1,1
37-45 3,7 0,3 11 0,9 14,5 1,2
45-50 3,5 0,33 10,5 0,99 14 1,3
50-55 3.4 0,35 10,1 1,06 13,5 1.4
55-60 3,3 0,38 9,8 1,13 13 1,5
60-65 3,2 0,4 9,5 1,19 12,8 1,6
65-70 3,1 0,42 9,3 1,26 12,5 1,7
70-80 3 0,45 9 1,35 12,3 1,8
> 80 2,9 0,47 8,7 1,42 12 1,9

INoa Badia kataotor] ko avaryncio pe fovtopavorn

Yx0lol AgEpedeTopioivn

Papoc 300 mcg/m? gvdopvikd

(kg) (mceg/kg) (ml)
2-3 24 0,12
34 23 0,16
4-5 22,2 0,2
5-10 16,7 0,25
10-13 13 0,3
13-15 12,5 0,35
15-20 11,4 0,4
20-25 11,1 0,5
25-30 10 0,55
30-33 9,5 0,6
33-37 9,3 0,65
3745 8,5 0,7
45-50 8,4 0,8
50-55 8,1 0,85
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55-60 7.8 0,9
60-65 7.6 0,95
65-70 74 1
70-80 73 1,1
> 80 7 12
TATEX:

H docoioyia yia T1g yateg givar 40 pikpoypappdpio vdpoyiwpikng deuedetopdivng/kg o.p. mov
1eodvvapovv pe 6yko d6ong 0,08 ml Dexdomitor/kg 6.J3. dtav ypnoomoteiton og un enepPoticés,
ENIPPAG £DC PETPLO ETOIVVEG OLUSIKACIES KOl EEETAGELG TTOL OTALTOVY CMUATIKT CLYKPATNON,
KOTOGTOAN KOl avaAynoia.

Orav 1 de&pedetopudivn ¥pNoHOTOLEITAL Y10 TPOVAPK®GCT] OTIG YATES, ¥PNOLoTOoLEiTaL 1] 1010 S6om.
H mpovapkwon pe de&pedetopndivn Bo peidoel onpavtikd trn 60G0A0YI0 TOL UTOLTOVUEVOL HEGOV
EYKOTACGTOONG TNG avoloOnciog Kot Bo Leudoel EMIONG TIG OMALTHOELS OE TTNTIKA ovoloONTIKA Yo )
dpnon g avoiotnoiog. Ze po KAVIKY LEAETT, 1] amaitnon Yo TPomoPOAT peEldOnKe Katd 50%.
O)ot o1 avarsOntiKol TaPAYOVTEG TTOL YPNCUYLOTOLOVVTOL Y10 EYKOTACTACN 1) S10THPNOT TNG
avaicOnoiog mpémetl va Yop1youvTal UEYPL TNV EMITEVEN TOV EMBVUNTOV ATOTEAEGLLATOC,.

H avaicOnoio propet va eykatactadel 10 Aewtd petd tnv Tpovapk®oT Le EVOOHVTKN XOPTYNoT KOG
doomg-otoyov 5 mg ketapivng/kg 6.p. N ue evooeAEPLa yopynon TPomoPOANG LUEXPL TNV EMITEVEN TOV
emBountob aroteléopatog. H docoroyia yia T1g yateg mopovctaletal 6ToV TapakiT® TivaKa.

I'drec

papog Aggpederopoivny 40 meg/kg evéopvikd
(kg) (mcg/kg) (ml)
1--2 40 0,1
2-3 40 0,2
34 40 0,3
4—6 40 0,4
67 40 0,5
7-8 40 0,6
8-10 40 0,7

Ot avOUEVOUEVEG KOTAOTAATIKESG KOL OVOAYNTIKEG EMOPACELS EMTVYYAVOVTOL LEGO OE 15 Aemtd petd
TN yopnynon Kot dttnpovvrol péEypt kot 60 Aemtd petd tn xopnynon.

H xatactoin propel vo avactpoesi pe otmapeloin. H atimapeloin dev Oa npémel va yopnyeitat
vopitepa amd 30 Aemtd petd ™ YopNyNon e KETAUivNG.

9. Oonyieg Yo T 6@t Lop1yNoN

Yvviotdral ta (oo va givol vnotikd Yo 12 opeg Tpv ) yoprynon. Mropet va d00et vepo.

Metd ) Oepomeia, dev Oa Tpémel va diveTar Tpoen 1 vepod 6to (Do TPV va givor 1Kovo Yo KoTamoon.

10. Xpodvor avapoviig

Agv woyet.

11. Ewwkéc ovvOnkeg dwatipnong

Na punv kaTonyvyeTot.
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Awdpkelo {oNg pHetd To TpdTO AVOLYLa TOL AUECOV TTEPEKTN: 3 punveg otovg 25 °C.

Na eurdccetol og 0om, TV omoia dev PAETOLY Kat 6gv Tpoceyyilovy Ta Tatdid.

Na pn xpNOIHOTOIEITOL AVTO TO KTNVINTPLIKO QUPHOKEVTIKO TPOiOV UETE omd TNV npepopunvia ANéng
OV OVOLYPAPETOL GTIV ETIKETA KOl 6TO KOVTL peTd to Exp.

YKYAOI:

12. Ewiwkéc mpo@urdcers andppryng

Ta eapuaxo dev TPETEL VO, ATOPPITTOVIOL LEGH TOV AVDUATOV 1| TOV OIKIOKOV OTOPANTOV.
XpPNGILOTOUOTE TPOYPAULOTO EMGTPOPNG POPUAK®OV Y10 TV OTOPPIYT Un ¥PNoLoTonfévtmy
KTNVIOTPIK®OV QAPUOKEVTIKOV TPOIOVI®V 1| GAL®Y DAKOV TOL TPoépyovTal amd TN ¥pNoT TOVG
GULPMVO, [LE TIG TOTIKES OTALTOELS KOl Le TUYXOV 1oyvovTa eBvikd cuothpata cuiloyng. Ta pétpa
LT OMOGKOTOVV GTNV TPOGTOGI0 TOL TEPPAAALOVTOG,.

13. Ta&vépnon TV KITNVIOTPIKOV QUPULIKEVTIKOV TPOIOVTOV

Na yoprnyeitar povov e KTNVILTPIKT] GLVTAYT.

14. Ap1Opoi Gog10g KUKALOQOPING KOl GVGKEVUGIES
Ap1Buog adetog kukiopopiag: EU/2/02/033/001-002.

Meyébn cuokevaciog: ydptvo kovti pe 1 1 10 grodidia tov 10 ml.
Mmnopei va unv KukAo@opohv OAEG Ol GLOKELOGIES.

15. Hpepopnvia televtaiog avabedpnong Tov UALOD 00N YLOV (P11
{HH/MM/EEEE}

Aentopepeic TANPOEOPIES Y10 TO €V AOYM KTNVIATPIKO QOPUOKEVTIKO TPOTOV gival d100€o1ueg o
Baon dedopévav e EE yuo ta ktnviatpkd mpoidvra (https://medicines.health.europa.eu/veterinary).

16. Xroygia emkowoviag

Kdtoyoc e adeiag KukAoQopiog
Orion Corporation

Orionintie 1

FI1-02200 Espoo

Owlavoio

Iapackevootne vTevBVVog Y10 TNV aTeALVOEP®ON TV TUPTIOWV
Orion Corporation

Orion Pharma

Orionintie 1

FI1-02200 Espoo

Owlavoio

Tomkoi avIpOSOTOL KOl GTOUYELD ETIKOVAOVIAC Y10, TNV 0vaQOPa THOVOAOYOUUEVOV aVETLOOLUNTOV
EVEPYELDV:
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https://medicines.health.europa.eu/veterinary

IMo omodnmote TANpoPopio GYETIKA LLE TO TAPOV KINVINTPIKO PAPHOKEVTIKO TPoidV, mopakaieiche

va amevfuvheite GTOV TOTIKO OVTITPOCOTO TOL KATOYOL TG AOEL0G KUKAOPOPIOG.

Belgié/Belgique/Belgien
V.M.D. nv

Hoge Mauw 900
BE-2370 Arendonk
Tél/Tel: +32 14 67 20 51

Peny6sanka brarapus
Bet-tpeiin OO/

Oyn. bearapus 1

6000 Crapa 3aropa, bearapus
Ten: +359 42 636 858

Ceska republika
Orion Pharma s.r.o.

Na Strzi 2102/61a,
Praha, 140 00

Tel: +420 227 027 263
orion(@orionpharma.cz

Danmark

Orion Pharma A/S,
Orestads Boulevard 73,
2300 Kagbenhavn S

TIf: +45 86 14 00 00

Deutschland
VETOQUINOL GmbH
Reichenbachstrasse 1
85737 Ismaning
GERMANY

Tel: +49 89 999 79 74 0

Eesti

UAB ,,ORION PHARMA*
Ukmergés g. 126
LT-08100 Vilnius, Leedu
Tel: +370 5 2769 499

EAlLada

EAANKO EAAAY A.E.B.E.
Aeweopog Mecoyeiov 335,
EL-152 31 Xolavdpt, ATTiKN
TnA.: +30 6946063971

Espaiia
Ecuphar Veterinaria S.L.U.
C/Cerdanya,

10-12 Planta 6°08173 Sant Cugat del Vallés

Barcelona (Espana)
Tel: +34 93 5955000

Lietuva

UAB ,,ORION PHARMA*
Ukmergés g. 126
LT-08100 Vilnius, Lietuva
Tel: +370 5 2769 499

Luxembourg/Luxemburg
V.M.D. nv

Hoge Mauw 900

BE-2370 Arendonk
Tél/Tel: +32 14 67 20 51

Magyarorszag

Orion Pharma Kft.

1139 Budapest, Pap Karoly u. 4-6
Tel.: +36 1 2370603

Malta

Orion Corporation
Orionintie 1
FI1-02200 Espoo
Tel: + 358 10 4261

Nederland
VETOQUINOL B.V.
Postbus 9202,

4801 LE, BREDA
NETHERLANDS
Tel: +31 10 498 00 79

Norge

Orion Pharma AS Animal Health
Postboks 4366 Nydalen,

N-0402 Oslo

TIf: +47 40 00 41 90

Osterreich

VetViva Richter GmbH
Durisolstrasse 14

4600 Wels

Austria

Tel.: +43 (0)7242 490 -20

Polska

Orion Pharma Poland Sp. z o.0.
ul. Fabryczna 5A,

00-446 Warszawa

Tel.: +48 22 8333177
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France

Laboratoires Biové

3 Rue de Lorraine
FR-62510 Arques
Tél: +333 2198212

Hrvatska

IRIS FARMACIJA d.o.o0.
Bednjanska 12

10000 Zagreb

Tel: +385 91 2575 785

Ireland

Vetoquinol Ireland Limited
12 Northbrook Road

D06 ESW5 Dublin 6
IRELAND

Tel: +44 1280 814 500

fsland

Orion Corporation
Orionintie 1
FI1-02200 Espoo
Tel: +358 10 4261

Italia

Vétoquinol Italia S.r.1.
Via Luigi Galvani, 18
47122 Forli (FC) —
Italia

Tel: +39 0543 462411

Kvzpog

EAANKO EAAAY A.E.B.E.

Aewopog Mecoyeiov 335,
EL-152 31 Xolavdpt, ATTiKN
TnA.: 430 6946063971

Latvija

UAB ,,ORION PHARMA*
Ukmergés g. 126
LT-08100 Vilnius, Lietuva
Tel: +370 5 2769 499

Portugal
BELPHAR, Lda

Sintra Business Park, N°7, Edificio 1 — Escritorio 2K
Zona Industrial de Abrunheira 2710-089 Sintra

Tel: +351 308 808 321

Romania

Orion Pharma Romania srl
B-dul T. Vladimirescu nr 22,
Bucuresti, 050883-RO

Tel: +40 31845 1646

Slovenija

IRIS d.o.o0.

Cesta v Gorice 8

1000 Ljubljana

Tel: +386 (0)1 2006650

Slovenska republika
Orion Pharma s.r.o.
Na strzi 2102/61a,
Praha, 140 00, CR

Tel: +420 227 027 263
orion@orionpharma.sk

Suomi/Finland

ORION PHARMA Eliinladkkeet
PL/PB 425,

FI-20101 Turku/Abo

Puh/Tel: + 358 10 4261

Sverige

Orion Pharma AB, Animal Health,
Golfvigen 2,

SE-182 31 Danderyd

Tel: +46 8 623 64 40

United Kingdom (Northern Ireland)
Orion Corporation

Orionintie 1

FI1-02200 Espoo

Tel: +358 10 4261
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