IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tessie 0,3 mg/ml w10 dtdAvU Yo GKOAOVG

2. MOIOTIKH KAI IIOXOTIKH XYNGEXH

Kabe ml nepiéyet:

APUGTIKO CVGTUTIKO:

0,3 mg toouryudivng (tasipimidine) mov 1odvvopei pe 0,427 mg Beukng Tacuyudivng

"Exooya:

HoooTikn 6vvOeon av o TApoPopieg avTég
gival oNUOVTIKES Y10 TN 6®GTI JOPNYN o TOV
KTNVIOTPIKOD QUPUIKEVTIKOD TPOIOVTOG

Sodium benzoate (E211) 0,5 mg
Tartrazine (E102)
Brilliant blue (E133)

Sodium citrate

Iowotiki) 60vOeD EKOOYMV KO GALOV
GUGTUTIKOV

Citric acid monohydrate

Purified water

Alovyég dtddlopa TPACIVOL YPOUATOG.

3. KAINIKEX IIAHPO®OPIEX

3.1 Eiom {oov

YrvAot

3.2 Ogpamevtikéc gvocieis Yo kaOe gidog {mov

Bpayvypovia avakodeion omd mepIoTaciokd Gyyog Kot pofo 6e oKOAOVE, TOL TUPOSOTOVVTIL OO
BopvPoug 1 avaympnon Tov 10KTATY.

3.3  Avrevositag

Na unv ypnoonoteital o€ mepintmon vrepevaictnciog 6To dPAcTIKO GLOTATIKO 1| 68 KAmolo(at)
£xdoyo(a).

No unv ypnoULoToIEiTaL 6 GKUAOVE UE GLGTNIATIKY VOG0 pETpLag 1 Paptic popeng (mov ta&vousitot
¢ ASA III Y peyaddtepn), m.y. VEPPIKN, NTOTIKN 1| KAPOOyYEWKT VOGO HETPLOG 1 Papldg LOPPRG.

Noa pnv xpnoULoTolEital 6 GKOAOVG TOL Elval ELPAVAS KATESTAAUEVOL (Oelyvouy onuddial L.y,
VIIVNAOG, UI GUVIOVIGUEVOV KIVIGEWDY, LEIMUEVNG AVTATOKPLIONC) atd T AfYN TPoTYouUEVNC SOOTG.

3.4 Edwkég mpoetdomoncelg
Tomikd coprnTdOpoTa AyYXoLg Katl oo sivarl Aaydviaoua, TPOROC, «nyovéLoy (cuyvy aAlayr 0éong,

TpE&Io YOp-YOpm, avnovyia), avalntnon avipdnmv (vo tpockoiidtal, vo kpdPetal and Ticw, vo
ayyilet pe to oL, va akorovbel SLopKdE TO GTOUO), KPOWILO (KAT® 0o EXITAQ, GE GKOTEWV(



SouUdTI), TPOGTADELD SLOPVYNGC, «TAYOLO» (AToVGio KIVAGE®V), ApyNnon TPOoeNG 1 AMYovdtdc,
AVAPLLOGTY OVPTOT), AVAPLOGTY APOSELST), ClEAOPPOLN K.AT. AVTA T onpeia avakoveilovtal, aAAd
umopei va punv e&orelpfodv TANp®G.

e {da mov givan eEapeTiKd VELPIKA, TaPAYUEVO 1] OVIIGLYO, TO ETITEDA TV EVOOYEVAOV
KatexoraUVAV eivar cuyva vymid. H papuaxoioyikr| enidpacr mov endyetor amd toug dApa-

2 0yoVIoTEC o€ owTd T (Do pmopel vo etvat Petmpévn.

Oa mpénet va eEeTootel TO EVOEXOLEVO XPTONG EVOG TPOYPAULOTOS TPOTOTOINGNS TG GUUTEPUPOPAC,
10img o€ YPOVIEG KATOOTAGEL OTMOC TO (yY0G ATOYWOPIGUOD.

3.5 Idwitepeg TPo@UAAEELS KaTA TN (PO

Idwaitepeg TPOQLAGEELS Yo TNV 0.oQaAn ypron oto. £idn (owv:

Edv o orvrog eivar kateotolpévog (delyvel onpddia m.y. VIVNALLG, (1] GLVIOVIGUEVOV KIVI|GEDV,
UELMUEVIC OVTOTOKPIOTG), UV TOV OQNVETE LOVO TOL KO UV TOV SIVETE POyNTO Kal VEPO.

Agv &yel pelen el n aoedreta g xopynong tocimydivig oe okbhAoLg NAKiog KATo TV 6 unvov
Kot Gvo tov 14 etdv 1 Bapovg katm tov 3 Kg. To mpoiov vo yopnyeital Lovov GOUPOVA UE TNV
EKTIUNON 0QPELOVG-KIVOVUVOL 0Ttd TOV VITELOLVO KTNVIATPO.

H axpifeia tng ovpryyog £xet kotaderyOel povo yio d6ceig 0,2 ml kot Gvm. Xvvenmg, dgv eivotl duvot
N xopnynon Bepanciog 6e GkOAOLE Y1 TOVG 0MoioVE amateital 0o uikpdTEPN TV 0,2 Ml.

Agdopévov 6t pumopet va mopatnpndet peioon g Beprokpasciog Tov GOUOTOS LETE TN KOPTYNOT, TO
vd Bepoaneio (Do Tpémel vo mopapével o KatdAAnAn Beppokpacio TepBariovTog.

H tacurypudivn propet va endyetl eppécmg avénon g yAvkoupiog. Xe dopntikd {da, to Tpoidv va
YOPMYELTAL GOUPOVO LUE TNV EKTIUNGT OQELOVG-KIVIDVOL OO TOV KTNVIATPO.

e mepinton gUéTon PeTd T ANy TOL TOGIUOL SIAVIATOC, VO TNPEiTaL TO GUVNOEG CLVIGTMUEVO
YPOVIKO ST LETAED dVO YOPNYNOEWDV (TOVAYIGTOV 3 MPEC), TPV TNV EK VEOL YOPTYNON TOL
TPOIOVTOC,.

[dwaitepec mpo@uAGEeic Tov wpémer va AauBavoviol amd To GTOLO TOL YOPNYEL TO KTNVINTPLKO
QOPUOKEVTIKO TTPOidV o€ {ma:

H éxBeon oty tacumpidivn propet vo tpokaiécel avemBHUNTEG EMOPACELS, OTMG KATOGTOAN,
QVOTTVEVGTIKT KATUOTOAN, PpadvKopdic Kot VTOToT).

Amo@lyeTe TNV KATATOOT Kol TNV EXAPT] UE TO OEPLLO, CUUTEPIAAUPAVOLEVTG TG EMAPNG TV YEPUDV
LLE TO GTOUAL.

IIpokeévov va amotpanel N TpOSPOOT) TOV OOV GTO TPOIOV, LNV APNVETE TN YEUOUEVN chPLYYQ
YOPNYNOMG APVAKTI KOTA TNV TPOETOLUAGIO TOL GKOAOL Yia T yopnynon. H ypnoyomoimuévn
ovpLyya Kot 1 KAEIGTH @LAAN Ba Ttpénel vo. emavatomofeTovvTal GTo apyIkd KOVTI KOl VoL QUAGGGOVTOL
o€ 0éom v onoia dev PAETOLY Ko deV TPOoEYYILovY T TALd1E.

Y& mepintwon mov Kot Aabog vdpel emapmn (e To dEpua, TAOVETE AUECHOC TO EKTEDELUEVO dEPUO LIE
vepo Kot 0pUpECTE TO, LOAVGUEVE povya. Xg TepimTmon Tov katd AdBog vrdpEet katdmoon, va.
avalnoete opécmg 1atpikn fondeta kot va emdeiEete GTOV 1ATPO TO ECHOKAEITTO PVAAO 00N YLDV
YPNOEDG N TNV ETIKETO TOL POPLOKEVTIKOV TPOidVTOG. Mnv odnyeite, kabmg pumopel va mapatnpnOel
KOTAGTOAN 1 UETAPOAES TNG AP TNPLOKNG TTHECTG.



Av16 10 TPOTOV pImopel va TPokaAESEL Lo 0PBOALULKO epeBiopd. ATOPVYETE TNV EMAPT LE TO, PLATIO,
SUUTEPIAAUPAVOLEVIC TG ETOPNG TV XEPIDV LLE TO UATLO. 1€ TEPITTMOT EXAPNC LE TO LATLOL,
Eemhbvete auécmg To LATIa e vepPO.

AT T0 KTNVITPIKO POPUOKELTIKO TPOTOV umopel va tpokorécel viepevacOnaia (ariepyia). Atopa
LLE YVOOTY| VIEPELATONGIN BTNV TAGUTLULLOTVY 1] G OTO0ONTOTE ATO T £KOOYA TPEMEL VO, ATOPEVYOLV
TNV EMOEN LE TO KTNVIATPIKO QOPUAKEVTIKO TPOTOV.

ITAévete ta xépla oag petd tn xpron.

[dwaitepeg TPOQLAGEELS Y10 TV TPOCTAGIC TOV TEPIBAALOVTOC:

Agv 1oy0eL.

3.6 AvemOopunta coppavia

YivAoL:
[ToAv Guyva "Epeon
(> 1 {oo /10 vrd Bepoameia Coa):
AnBapyog
Zoyva Awzapayn g copmeprpopds (I'afyiopa, Amopuyn,
(1 émg 10 Lda / 100 vrd Bepomeia AvEnuévn avTidpaoTikOTNTO)
{oa):
Awippora, N'ootpevepitida, Noavtio
Avrtidpaon vrepevarcOnociog
Agvkomevia
Atadio, KatactoAr, Yavniia, Atonpocovatolopudg
Axpdrein ovpmv
Avope&ia, Qypdtra tov frevvoyovav, [Toivduyia
ATpocdIOPIeTNE GLYVOTNTOS Mewwpévoc kapdakoc puduoct, Xaunin aptmpiakn micon?
(dev pmopel vo ektyun et pe Péon ta
owféoipa dedopéva): Meiopévn Oepuokposio coparoct

Lrapotnpeiton oe pn ayyddn (oo

H avagpopd avem@ountov coppdvtov sivar onuovtikn. Emitpénel  cvveyn mapakoiovdnomn tng
AGPAAELOG EVOG KTIVIOTPIKOD POPUAKEVTIKOD TTPoidvTog. Ot ovapopég TPEMEL VO ATOGTEALOVTOL, KATH
TPOTIUNOT HECH KTNVIATPOV, E(TE GTOV KATOYXO TNG AOELNG KUKAOQOPIOG 1) GTOV TOTKO OVTITPOCOTO
TOV gite oV €Bvikn apuddlo apyn LEC® TOL EBVIKOD GLGTAUATOC OVOPOPAC. AVaTPEETE GTO PUAAOD
001 YLDV YPNONG YO TO, OVTIGTOLY O OTOLXEID ETIKOVOVING.

3.7  Xpnion katd TV KONG1, TN YoAOV)IO 1] TNV ®OTOKId,
AT6 TG epyaoTploKéG LEAETEG O€ EMIVEG SLOMIOTOONKAV EVOEIEEIS avamTLEINKNG TOEIKOTNTOG OE
To&1KEG Y10 TO £YKVO (DO HOGELS TOV TPOKAAOVY GAPT] KAVIKA CUUTTMUOTO TOL oyeTilovTot ue

KOTAGTOAT, LELMUEVT] KOTAVOAMGT TPOPNG KOl UEIOUEVT] aENGT SCOUATIKOD BAPOVE TS UNTEPQC.

H aopdleia Tov kviaTpikod QopUOKEVTIKOD TPOTOVTOG dev Exel amodelydel Katd T StdpKeLa TG
KOMoNG Ko TG yaAovyiag ota, €idn (dwv.



Na punv yopnyeiton katd 1 S1ApKeLR TG KOTONG KOt TNG YOAOLYING.
3.8  AlMlemiopacn pe GAho QUPUAKEVTIKA TPOTOVTA KO GALES HOPQPEG dAANAETIOpOONG

H yprion dAA®V KaTAGTOATIKOV TOpayOVI®mV TOV KEVIPIKOD VEVPIKOD GUGTHLLOTOS OVOLEVETOL VO,
EVIGYDOELG TIC EMOPACELS TNG TACITYSIVIG KO, (0 EK TOVTOV, TPEMEL VAL YIVETOL KATOAANAT
TPOCAPLOYN TNG dOOTG.

H tacumyudivn €xetl peretndel 6 cuvdvacUo e KAOTpapivn, pAovotetivn, deuedeTopidivn,
pueBadovN, TPOTOPOAT KOl IGOPAOVPAVIO.

e peAéteg pe oKOAOLG epyactnpiov mwov Ehafav cuvovaoud provoéetivng (1,1-1,6 mg/kg nuepnoing
v 12 nuépec) ko tactmyudivig (20 pg/kg pia eopd, v nuépa 12, N = 4 oxdror) 1§ tacumyudivng
(20 pg/kg) ko Khopumpapivng (1,2-2,0 mg/kg) apeotepeg xopnyovHEVES dVO POPEC NUEPNGIWS KT
) O1dpKela 4 nuep®v o€ 6 oKOAOLGS, dev £yovv Tapatnpn el Khvikég aAAniemdpdoeic. Otov 1
TOGUTIUIOIVT] XPTCLLOTOIEITOL TAVTOYPOVA UE KAOUITPOALIVI 1| @AoVOEETIVN, 1 dOOT TNG TACITYLSIVIG
npénel va, pewdveton oto 20 pg/kg copatikod Bapovg.

Xe mepinton mov 0 oKOAOG glye mpoyeveésTEPA YPEICTEL Pel®on NG dOONS TG TACITYUdivG oTa

20 pg/kg, avtn 1 d6on pmopei vo datnpndei. Qotdc0, Katd v Evapén g xprong cvvdvacuoy, Ha
TPEMEL VO, dTveTar Hia, SOKIUAGTIKT 0061 cOU@OVA UE TIG 00nyieg oty Topdypago 3.9. Xouniotepeg
dooelg tacimyudivng dev €govv peketndel ot xpron GuVOLAGLHOD.

H tooumyudivn mpoxdrece Nmo Emg LETPLO KOPILOYYELOKT] KATAGTOAN OTAV YopMynonke wg
povoBepoaneio 1] o€ cuvdvacud pe pebadovn M pe pebadovn kot de&pedetopdivn o vyieic GKOAOLG.
Edv xémolog oxdriog mov voPdaiietal og Oepameia pe tacumyudivny xpnlet yevikng avarcOnociog, n
ATOITOVEVT] 00T EXAYMYNC TNG TPOTOPOANG KO 1) GLYKEVTP®GT TOV 1G0PAoVpaviov Oa mpénel va
pelmovv.

3.9  Odoi yopnynong ko 60coroyia,
Amo6 otopaTOC YpNO.

To mpoidv mpoopiletal yio Ppayvypovia ypiom, aALG umopel va yopnynOel pe acedieio Emg Kot yio
9 Swndoyucég nuépeC.

To mpoidv mpémel va yopnyeital amd Tov otopaToc o€ 60om 0,1 ml/kg copaticod Bapovg (Tov
toodvvopet pe 30 pg/kg) o mepiotaciokd dyyoc Kot oo 6e GKOAOLE, TO 000 TVPOSOTOVVTOL ATTO
BopvPoug 1 avaympnon Tov 10KTATY.

Edv to mpoidv mpoopiletar yio xpnor 6€ KATOGTAGELS OOV 0 GKDAOG TPOKELTOL VO, LEIVEL LOVOG LETA
T yopnynon, Ba mpémet va xopnynOel o dokipactikny d6or. Metd tn yopnynon e SOKUOTIKNG
d00omg, 0 okvAog Ba Tpémel va vtoPANDel oe mapakoroHOnon Yo 2 dpeg MOTE VO, S10GPAAICTEL OTL T
emAeyuévn 8001 ToL TPOToVTOog gV oyeTileTon pe avemBouNTES EVEPYELEC Kot OTL Eival acPAAES Yia
ToVv 6kOAO 1OV £xel Adfel v aywyn vo peivetl pdvog tov (BA. Topdypapo 3.5).

Mnv tailete Tov 6KOAO Y10 pio dpo TPV KoL Yo pio dpa. LeTd T xopnynon g Bepaneiog, Kabhg n
amoppdenon uropei va kabvotepniosl. Mropei va 600gl pua pkpn Ayovdid, doTe va S1uGQPaAGTEL OTL
0 okVOA0G Ba katamiel To dtdlvpa. Mmopel va dobel eElebBepa vepo.

IMopaxoAiovBeite tov okdro. Edv to cuppdy mov mupoddtnoe tov edfo cuveyiletar Kot 0 GKOAOG
apyiler T va gppavilel onueia dyyovg kot @ofov, prnopet va xopnynOel véa d6om petd v tapodo
TOVAdYIGTOV 3 @P®V 0td TNV TpoTyovevn d6on. To mpoidv pmopet va xopnynOel £wg xat 3 popég ava
24 dpsec.

Meiwon d6ong



Edv o oxbAog Bpioketol o KATAGTAOT) VTVNALNG, 0L KIVI|GELS TOV OEV EIVOL GUVTOVIGUEVEG 1] €AV 1)
AVTOTOKPLOT) TOL GKOAOL GTO KOAEGLO TOV OIOKTHTN €lval acuvnOioTo apyr LETA TN Ay TG
Oepaneiog, evoeyopévmg 1 doom va givarl vrepfoiikd vynin. H enduevn doom npénet va, peiwbdei ota
2/3 Tov OYKOV TG TPONYOVUEVT|S 600TG, TO 0moio avtiotoryei og 20 pug/kg copatikov Bapovg. H
peimon g 66omg Ba TpEmeL VoL TPy LOTOTOELTOL LOVO KATOTLY GUUBOVANG KTNVIATPOL.

Ayyoc kot 6fog mov Tvpodotovvion and B6pvfo:

H mpdn 6601 mpémet va yopnyeitar pio dpa Tptv amd v ovapevopevn évopén tov epediopatog mov
TVPOOOTEL TO AYYOG, TO GUVTOUOTEPO SLVOTOV APATOL O GKLAOG EKONAMDGCEL TA TPMTA GNUElR AyXOVG 1|
OTOV 0 1O10KTNTNG EVIOTIGEL Vol TUTIKO €PEDIoU TOV EMPEPEL AyY0G 1 POPO GTOV GKOAO.

Ayyog Ko @Ofog Tov TVPOJOTOVVTAL ATO AVOYDPNGT) TOV OIOKTNTN:
H d60m ntpémel va yopnyeiton pio dpo Tptv omd TNV AVOUEVOLEVT] OVOXDPNGT TOV O10KTHTN.

Oonyiec yopnynong:

[13 1. A®AIPEXH TOY ICMATOX
=L AQupéoTe TO TOUW OO TN PLAAN (TIEGTE TPOG T KAT® Kot TePLoTpéyte). DuddEte
TO TOUO Y10, VO KAEloeTe EAvA TN OLIAN.

2. YYNAEXH THX XYPIITAX
YrpdETE EPAPUOGTA TN CVPLYYO LEGO GTOV TPOGUPLOYEN TOL PPICKETOL GTO ETAVM
LEPOG TNG PLOANG. XPNOILOTOWGTE ATOKAEIGTIKG T1) GUPLYYO. TTOV TOPEYETOL LLE TO
TPOIOV.

Aapi daktodev

KkvAvdpo l Epporo

I

[ © @ 0 £
) o o - - =) S
| T T T O |

3. EIIIAOT'H THX AOXHX

Avomodoyvpiote Tn LaAN pe TV TomobeTuévn cvpryya. TpaPnéte To éuporo mpog
Ta. €@ €m¢ OTOV M LadPT YPAUUR TOV VTOSEIKVIEL TN 6®GTH 6001 (ml) va gival
0pOTH KOTM ard T TTEPHYI0 TNG AUPNC GTOV KOAVIPO TNG GVPLYYOC.

— <

Edv o oxvlog €xet Bapog dvm tav 30 kg, n cuvolikn d6on Oa yopnyeitor og dvo
YOPIOTEG DOGELS, KOG 1) LEYIOTN TOGOTNTA SLOADLOTOG TOV YWOPAEL T GUPLYYO
givon 3,0 ml.

H axpifeta tng oOpryyog Exet kataderyOei povo yio 06ce1g 0,2 ml Ko dve. Xvvenmg,
dev givon duvatn 1 yopnynon Bepaneiog 6 GKOAOVG Yo TOVG OTOIOVE OTaLTEITOL
d6om pkpotepn tov 0,2 ml.

Mnv a@fveTe TN YEUOUEVT GUPLYYA YOPYNONG APOANKTY] KOTA TIV TPOETOLOGTO
TOVL GKOAOL Y10 TN YOPNYyNon.



4. XOPHI'HZH THX AOXHZ

TomoBetnote amaAd Tr GUPLYYE GTO GTOUN TOV GKOAOL Kol YOPNYNOTE TN 60T 6N
Baon g yAwooog mélovtag Pabuiaio to EpuPoro Emg dtov adeldioet 1| GOpLyyo.
A®GTE GTOV OKVAO Lo, pikp] Ayovdid, MOTE Vo S10cPOALGTEL OTL 0 GKVAOG Bal
Katamiel To SV

5. EMNANATOIIO®GETHXH XTH XYXKEYAZXIA

Enavaronofemote 10 mdpo Kot EemAvvete T cOpLyyd Le vEPO OTAV TEAELDGCETE.
TomoBetnote Eavd T GVPLYYa Kol TH PLAAT GTN SEVTEPOYEVT] GUGKELOGIO KoL
@VAAETE TOL O6TO YoYEio.

3.10 ZopntOpeTe VTEPO0GOAOYINS (KUl KATA TEPIMTOGN, HETPO UVTINETOMIGCNG KOl OVTIO0TO)

To BdBog kot 1 dibpkela TNG KATAGTOANG EIval 00G0EEAPTOUEVA KO, MG EK TOVTOV, UTOPEL VOl
mapoTnpNnovy onueia KataoToAng Wing o Tepimtdoelg vIEpPaong e doomg. Ot okdAot Tov
Aappévouy to Tpoidv o VYNAN VIEPSOGOAOYIL SLUTPEXOVY VYNADTEPO KIVOLVO EIGPOPNOTG EUETOV,
AOY® TNG EPETIKNG Kol TNG KOTAGTAATIKNG Tov KN enidpaong mov oyetiletat e 10 dpactiKd
ovotatikd. Mua 1daitepa VYNAY vepdocoroyia pmopel va glvar SuvynTiKa amenTikn yuo ™ o).

Metd ) yoprynomn 60cemv TOGILOL SUAVLOTOG TACUTLULSTVIG TTOV Elval VYNAITEPES OO TIG
cuvicTdEVES, pmopel va mapatnpndel petwpévog kapdiakodg pubudc. H aptnplakn wicon peimveton
ENIPPAOC KATO atd TO PLGIOAOYIKA eimeda. O avamvenoTIKOC pLOUOC UTOPEL TEPIGTAGLOKA VO,
pelmBel. Ot vynAoTEPEG dOGEIC TOGIUOV SLOADLOTOC TOCITLUIIVIG O TIG GUVICTMOUEVES UTOPEL
eniong va emdyouv TOAAEG AAAEG EMOPACELS SAUEGOAAPOVUEVES OO TOVG AAPA-2 AdPEVEPYIKOVG
V0d0YElC, 6TIg 0Toieg TEPAaPdvovTaL 1| aENGT TNE OPTNPIOKNC TTiEaNC, 1| HElOT TNG
Oepuokpaociog Tov cdpatog, 0 Afapyog, o Euetog kot 1 Tapdtaoct tov ductinotog QT.

Onwg éxetl xataderyBel oe o TporkAvikn HeAETT, o1 EMOPACELS TNS TOCLTLLOIVIG LTOPOVV Vol
AVOGTPOPOVV UE TN YPNON EO1KOD aVTIOOTOV, TNG ATITOUECOANG (AVTAY®VIGTHG TV GAQQ-2
AdPEVEPYIK®Y VIOS0YEWV). Mia dpo petd tn Oepomeio pe tacumyudivy o d6om 60 Hg/kg copotikod
Bapovg, xopnyndnke evéopiefing d6om aturapelding 300 pg/kg copatikod Bdpovg, n omoia
avtiotoryei og 0,06 ml/kg couatikod Bdpovg, doAvpatog mov mepiéyel S mg/ml. To amoterécpota
VTG TNG MEAETNG KOTEDEIEY OTL O1 EMOPACELS TNG TAGUTLULOIVIG EIVOL SUVATOV VO OVAGTPAPOVV.
Qo1600, dedopévov 6Tt 0 xpovoc Nuicelog Long e Tacmyudivng vrepPaivel avtdv g otuapeloAng,
Kol onpein TOV EMOPACEMV TG TACITYUSIVIG UTOPEL VO ETOVEUPAVIGTOVV.

3.11 Eidwkoi wepropiopoi yp1)ong Kol E101KEG 6uVONKES ypriong, coprepriopfavopévev
TEPLOPLOGLAV GTI| YP1]OT] AVTIHIKPOPLOKAY KU OVTITOPUCLTIKAV KTVIITPIKAOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELREVOV VO, TEPLOPLOTEL 0 KIVOUVOG avATTUENS UVTOYNS

Agv 1oyVeL.

3.12 Xpovor avapovig

Agv 1oyVeL.

4. OAPMAKOAOI'IKEX IAHPO®OPIEX



4.1 Kodkog ATCvet: QNOSCM96
4.2 @appoxKodvVoUIKI)

To kviaTpKd PapUAKELTIKO TPOTOV TTEPLEYEL TAGITSIVI ©G dpacTtikd cvotatikd. H tacumyudivn
glvat £vag 1oYVPOG Kot EKAEKTIKOGC OYOVIGTNG TOV GAQO-2A adpevepyik®V VITOd0YEMV (OTTMG EXEL
Kkatadeybel € avOpOTIVOLG adPEVEPYIKOVE VTTOSOYEIG) TOV AVUGTEAAEL TNV OTELELOEPOOT
VOpadPEVAAIVIG amd TOVG VOPAOPEVEPYIKOVS VEVPAOVES, OTOKAEIEL TO OVTAVAKAOGTIKO TOL
ALPVISIOCHOV Kot EE0VIETEPDVEL KOT' aLTHV TOV TPOTO TN J1EYEPOM.

H tacmypudivn og ayovietg Tov GAQa-2 adpEVEPYIKMY DTOS0YEMV UELOVEL TNV VIEPUETPN
gvepyomoinomn g vopadpevepyikng vevpodiafifacng (avénuévn amehevbépmon vopadpevariving otnv
nepiloyn locus coeruleus tov eykepdaiov), | omoia &xetl kataderyBel OTL emdyet dyyog Kot eOfo o€
TEWPOUATOL®O TOV EKTIOEVTAL GE GTPECOYOVES KATUGTACELS,

2UVOTTIKA, N TacTLdivn aoKel TIC EMOPAGELS TNG LEIMVOVTOS TNV KEVIPLKT VOPASPEVEPYIKN
vevpodafifacn. Emmpoctétme g ayyolvTikng exidpacnc, 1 TACUTIUISIV UTOPEL VO TPOKAAEGEL KOl
GAAeC VOO TEG 5000eEAPTAOUEVES SOUEGOLOPOVUEVES OO TOVG AAPA-2 OOPEVEPYIKOVG LITOSOYELS
(QOPUOKOAOYIKEG EMOPACELS, OTMG KUTAGTOAY, avOAyNoia Kol Heiwon Tov Kapdlakol puduov, g
apTNPLOKNG TTieong Kot ¢ Oeppokpaciog tov opHov.

H évapén g enidpaong mapatnpeitor cuvinbwg evtog 1 mpag petd tn yopnynon g Bepaneiog. H
SLapKELD TNG EMOPOOTG TOPOLGLALEL KATOL0 SIOKVUOVGT) 0VE TEPLOTATIKO Kol UTOPEL va Slopkéel
£€m¢ Kol 3 ®PeEC N TEPICCOTEPO.

4.3 DappokoKIvTIKY

Anoppdonon

Metd v and ToL GTOUATOG XOPNYNOT] TOL SLHADUATOG, 1] TOCITLLUSIVY ATOPPOPATOL TAYEWS GE
YNOTIKOOS GKOAOVG. X& Lo QOPUAKOKIVITIKY LEAETT GE VIGTIKODG GKOAOVG, TopatnpnnKe pétpla
BrodiabeoipdtnTa g tacmydivng and Tov otopatos TS TaENS Tov 60 % katd péco opo. Metd v
amo tov otopatoc yopnynon 30 pg/kg oe oxOAOVG Og KaTAoTAoN VNOTELNG, 1] LEYIGTN CLUYKEVTPMON
TAGUTIUISIVIG 0T0 TAAo A vl katd Tpocéyyion S ng/ml kot tapatnpeital ot 0,5-1,5 opa. Me v
EMOVAAN YT TNG 006NC 3 dPEG apyoTEPX, 1) ETAKOAOVON LEYIOTN CLYKEVTPMGT GTO TAAGUA
epoaviCetor va etvor petpimg (30 %) vynAdtepn, oArd dev VIAPYEL Kapio ETIOPAUCT OTOV YPOVO
emitevéng g uéytomg ovykévipwong. H Anymn tpoeng katd tov ypdvo g yopnynong emPpadiovel
TNV OTOPPOPNOT| KoL HELDVEL TO PHEYIOTO EMMESN GTO TAAGLA. LE KATAGTOOT ANYNG TPOPNG, 1 HEYLOTN
oLYKEVTPMOT| Elvar younAdtepn, ota 2,6 ng/ml, ko enépyetal apyotepa, otic 0,7-6 dpec. H cuvorikn
£xBeon g Taomyudivng 6To TAAGHA Eval CUYKPIGIUN G€ KOTAGTAGELG VNoTelag Kot AMymg tpoeng. H
GLOTNHOTIKT Ek0E0T] LEAVETOL KOTA TPOGEYYIOT] OVAAOYIKE TPOG TN dOGN EVTOG TOV dOGOAOYLKOD
gvpovg Tov 10-100 pg/kg. Agv mopatnpodviol oNuein. GVGCOPELONE EMELTO ATO EXAVOAAUPAVOUEVN
xopnynon.

Koatavoun
H tacumyudivn eivon pua évoon pe vymn katavoun. O dykog katavoung otovg okdiovg eivar 3 I/kg.

H tacumiypudivn d1e1600el 6Tov £YKEQOAIKO 10TO GTOVG GKOAOVE KOl 1) GUYKEVIP®OT) TOV QUPIAKOV
£merto amo emavorlapPavouevn xopriynon sival vynAdtepn otov eYkEPaAo omd 0,Tt oto TAdopa. H
déopevon g tacmyudivng in Vitro otig mpmTeiveg Tov TAAGHOTOS GTOVG GKOAOVG eivat younAn, Katd
npocéyyon 17 %.

MetofoMopog

O petaforopdg g TocImydivne Tpayuatomoleitol Kupimg péow amoucbviimong kot
aPLOPOYOVOGTC, Kot 01 apBovOTEPOL KUKAOPOPOVVTEG HeTafOoAlTEC eivan TpoidvTa amopuebviinong kot
aLOpoyoveenc. To amopedvMopEvo TPoidv apLdPOYOVOGCNG TNE TAGUTLLOTVIG AVELPICKETIL OE
eAdy1oTo EMIMEDD GTO TAACUO TOV GKOAWMV UETE OO YOP1YNOT VYNAGDY 306e@V. O1 KUKAOPOPOVVTES



petooAritec eivor ToAD Aydtepo 16YVPOoi 6 GYECN LE TO UNTPIKO PAPLOKO, OTIMG EXEL KATOOELOEL oE
AOPEVEPYIKOVG VTTOJOYEIC GTOV AVOP®TTO Kol GTOVG EMIVEG.

Amnéxipion

H taourypudivn elvan pia évoon pe vymin kaBapon mov amofdAleTon Toéms amd v KukAogopio
otovg 6kOAOLG. H ouvolikn kabopon eivor 21 ml/min/kg petd and tayesio evoopréfa doom 10 pg/kg.
O péoog tehkdg ypdvog nuicetag Cmng tvar 1,7 dpeg HETA amd yop1ynom amd Tov GTOUATOS GE
Kkatdotoon vnoteiog. To 10606Td TNE TSIV G TOV AmEKKPIVETOL AUETAPANTO oTa 0Opa Eivar

25 %. Ohot o1 KUKAOPOPOVVTEG UETAPOAITEG ATEKKPIVOVTOL GTO, OVPE TTOAD AYOTEPO GUYKPITIKA [IE
TNV TOCTLSTV.

5. OAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppatotnteg

Abdyo EAdetyng pHeELET®V aoLUPATOTNTOG, TO TAPOV KINVIATPIKO QUPUAKEVTIKO TPOTOV OEV TTPEMEL VOl
OVOUELYVOETOL PLE GALD KTNVIOTPIKE POPUAKEVTIKA TPOTOVTA.

5.2  Awipkewo {ong

Augpxela {ONG TOL KTNVINTPIKOV QAPUAKEVTIKOD TPOIOVTOG COLPMVA LIE TT GVCKELOCIN TOANGNC:

3 ém.

Adpxeto, {oNg HETA TO TTPMTO AVOLYLLOL THG GTOLELDA0VG cvokevaciog: 1 étog o€ yuyeio (2 °C — 8 °C)
N 1 pvag og Beppoxpacia pucpdtepn tov 25 °C.

5.3 Iowirepeg mpo@urdiers katd T @OLAEN TOV TPOIOVTOG

No puAidooetar og yoyeio (2 °C — 8 °C). Na gpuAdooetal | grdAn oo eEmTeptkd KOLTI Y10, Vol
TPOGTATEVETAL OO TO PG,

54  ®von ka1 6HVOES TNG GTOLYELDOOVS CVOKEVUGIUG

Awoyng yodivn euain tomov I tewv 15 ml pe mopo aceaieiog yio Toidid amd TOAVTPOTLAEVIO KOl
TPOCAPUOYEQ OO TOAVABVAEVIO YOUNATG TUKVOTNTOG Kol ETEVOVOT atd TOAVABVAEVIO VYNANG
TUKVOTNTOG. TN CLUCKEVAGIN TEPIAAUPAVETAL Lo cOPLYYO amd TOAVUIOVAEVIO YOUNANG
TUKVOTNTOG/ TOAVGTUPEVIO YL YOPTYNON OO TOV GTOLOTOC.

Meyébn cuokevaciog:
Xaptvo kovti pe 1 eLaAn kot pie cOpLyyo yio xopnynon amd Tov GTOUATOC.

55 E10wkég Tpo@uAagels amdppryng vog un yPcLHoToI0EvTog KTVIOTPIKOD QUPUOEKEVTIKOV
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTOL 0.TO T1] Y PIGT TOL TPOIOVTOGS, UV VITAPYOLY

Ta eapuaxo dev TPENEL VAL OTOPPITTOVTOL HECH TV AVUATOV 1) TOV OIKIUKOV OTOPANTOV.
XPNCILOTOGTE TPOYPAUUATO, ETIGTPOPNC POPUAK®DV Y10 TV OTOPPIYT| U1 XPNOLLOTOINOEVTDV
KTNVIOTPIKOV QAPLOKEVTIKMV TPOIOVIWOV 1 GAA®Y DAMK®OV TOL TPOEPYOVTL 0Td TN YPNOT TOLG
GUUPMOVO, [LE TIG TOTIKEG OTOTNOEL KOl LE TUYOV EBVIKA GLUGTILOTO GLAAOYNG TOV 1GYVOVV Y1a TA
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Orion Corporation



7. APIOMOZ(0OI) AAEIAYX KYKAO®OPIAX

EU/2/21/276/001

8. HMEPOMHNIA IIPQTHX EI'KPIXHX

Huepopnvia 1ng éykpiong: 16/08/2021

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHYX THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Na yopryeital LOvov e KTNVIOTPIKT GLVTAYTY].

Aentopepeic TANPo@opieg Yo TO v AOY® KTNVIATPIKO QOPUOKEVTIKO Tpoidv givon dtabéoiueg otn Bdaon
dedopévov g EE yua ta ktnviatpikd wpoidvta (https://medicines.health.europa.eu/veterinary).
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IHAPAPTHMA 11

AAAQOI OPOI KAI AITAITHXEIX THX AAETIAYX KYKAO®OPIAX

Koavévag
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IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

12



A. ENIXHMANXZH
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IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tessie 0,3 mg/ml wdéo10 didAvpa

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

1 ml mepéyer: 0,3 mg tasipimidine.

3. YYXKEYAXIA

®1é6An 15 ml
Zopryya yio xopynon omd Tov GTOUATOG

4.  EIAOX(H) ZQOY(QN)

2Kk0AO1

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHZHX

Amd oTépATOG XPTIOT.

| 7. XPONOI ANAMONHY

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uw/eeee}
Metd to Tp®dTO dvorypa, xpron evtog 1 étovc.

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

Na guAdooetol og yoyeio. Noo pUAAGGETOL 1] PLAAT GTO £EOTEPIKO KOLTL Y10 VO TPOSTATEVETUL OO TO
Gwg.

‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHI'TQN XPHXHX MPIN AITO TH XPHXH»

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPTON.

‘ 11. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

14



ATOKAEIGTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na purdcoetal o€ BEon, v omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Orion Corporation

14. APIOMOI AAEIAX KYKAO®OPIAX

EU/2/21/276/001

15. APIOMOX ITAPTIAAX

Lot

15



EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Tessie

(

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

0,3 mg/mi

3. APIOMOZX ITAPTIAAX

Lot

‘ 4. HMEPOMHNIA AHEZHX

Exp. {uweeee}
Metd 10 mpdTO Avoryua, xpnon evtog 1 étovc.

16



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

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

Tessie 0,3 mg/ml woc10 ddAvpa Yoo 6KOAOVG

2. XovOeon
Kabe ml nepiéyet:

APUGTIKO CVGTUTIKO:
0,3 mg tacutyudivng (tasipimidine) mov wwodvvaypet pe 0,427 mg Beukng Tacmyudivng

"Exdoya:
Sodium benzoate (E211) 0,5 mg

Awoyég dtlvpa TPAGTYOL YPOUATOG.

3. Eion ooV

2Kk0AO1

4, OepomevTiKég gvosielg

Bpoyvypdvia avakoveiomn omd TepIoTAcLakd AyyXos Kot oo 6g GKOAOLS, TOL TVPOSOTOVVTOL OO
BopvPovg 1 avaymdpnoT Tov W10KTATY.

5. Avtevoeigeag

Agv mpénel vo 0dceTe 6TOV GKVAO TO Tessie edv:

- glvar oAAEPYIKOG GTNV TACUTIUSIVI 1] € OTOL00NTOTE OO TOL AALO GLGTAUTIKG AVTOD TOV
POPUAKOD

- nhoyel amod Popld achéveln, OTMS NTATIKN, VEPPIKT 1| KApOLOKT VOGO

- glvat ELEOVAG KATESTAAULEVOG (dElyvEL ONUASIY T.Y. VIIVNALOG, LT GUVTOVIGUEV®V KIVIIGEDYV,
UELMUEVNC OVTOUTOKPIOTG) AOY® ANyng Tponyoduevng 666mgG.

6. E1dwkéc mpogidomoni)osig

ISwaitepec TPoLAGEELC Y10 TNV ao@OAr ¥prion ota £idn Lhwv:

Tomikd copnTOROTO AYYXOLG Kol OOV givarl Aaydviao o, TPOROGC, «nNYovE D (cuyvi aAlayr 0omng,
TpEEI0 YOp-YOpm, avnovyia), avalntnon avlpdnmv (vo tpockoiidtal, vo kpdPetal and Ticw, vo
ayyilet pe to oL, va akolovbel dLopKdS TO GTOUO), KPOWILO (KAT® 0o EXITAQ, GE GKOTEWVA
dmuatia), Tpoonadeilo S1PLYNGC, «TAYOUO (OTOVGIN KIVIGE®DY), APVNGT TPOPNG 1| ALYV,
avapuooTn 0HPNGN, AVAPLOCTN APOOEVCT|, GlEAOPPOLN K.AT. AVTA Ta onueio avakovgilovtal, aAld
umopei va unv e&arelpbodv TANp®G.

e {da mov givar eE0pETIKG VELPIKA, TOPAYUEVA ] OVIIGLYO, 1 OVTOTOKPLOT) GTO (PAPLOKO UTOPEL VoL
glvon petopévn.

®a mpénet vo, e£eTOOTEL TO EVOEXOUEVO XPTNONG EVOG TPOYPALIOTOS TPOTOTOINGTC TNG CUUTEPUPOPAG,
101m¢ G YPOVIEG KOTOOTAGELS OTMOC TO GyY0G A0y WMPIGUOD.
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Aegv €xet pedetnBel n aoc@dAela TG YopNyNong Tacmydivng o Kovtdfio nAkiog Kato twv 6 unvaov
Kot 6€ 6KOAOVG NAkiag ave tov 14 etdv 1 Bapovg kdtm tov 3 Kg.

Edv o oicvrog epoavilet vmvniio, pnv Tov aQnveTe LOVoO ToL, Uny Tov divete oaynto Kot vepod Kot
Sdwtnpnote tov LeoTo.

Tnpeite mhvtote To EAdIGTO YPOVIKO dtdotnua (3 dpeg) HETAED dVO dOGE®V, aKOUN Kot E6V 0 GKOAOG
Kdvet épeto petd tn yopnynon tov Tessie.

Idwitepec TpouAaelc Tov mpénet va AapuBdvoviol amd To GTOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TPOidV og (ha:

H éxbeon oty tacumydivn propel vo tpokaiécel avembBOunTe EMOPACELS, OT®S VIVNALL, Pei®on
TOV OVOTTVEVGTIKOD pLOLOD Kot OyKkov, HEOT TOV Kopdlakoy puOUoy kot HEIOT TNG APTNPLOKNAG
mieong.

Amo@UOYETE TNV KATATOOT KoL TV EXAPN UE TO dEPLLO, GVUTEPIAAUPAVOUEVG TG EMAPNG TV YEPLDV
L€ TO GTOUAL.

[pokewévov va amotpanel N TpdSPacn TV TAOIDV GTO TPOTOV, UMV OPNVETE TN YEUIGUEVT] GOPLYYO
YOPNYNONG APVAOKTT KOTA TNV TPOETOLUAGIO TOL GKOAOL Yia T yopnynon. H ypnoyomoimuévn
oupLyya Kot 1 KAEWGTH OLaAn Ba Tpémel va emavatomofeTovVToL GTO 0pyIKd KOVTL KOl Vil QUAGAGGOVTOL
(o710 Yyuyeio) o Béon v omoia dev PAETOLY Kot dev Tpooeyyilovy Ta TAOLE.

Xe mepintwon mov vrdpEet emaen He To dEPUO, TAVVETE APESHS TO EKTEDEEVO dépLa e VEPO KoL
APULPECTE TO, LOAVGUEVO poUYaL. Xg TEPIMT®MON oL Katd AdBog vdpEet Katdmoon, va avalntnoete
apESOS TPtk Pondeta kot vo exidei&ete 0TOV 1TPO TO EGOKAEIGTO PUALO OONYIDV YPNCEMG 1 TNV
ETIKETO TOV POPUAKELTIKOD TPOidVTOG. Mnv odnyeite, kabng uropei va mapatnpndei vevniia 1
HETAPOAEG TNG OPTNPLOKNG TTiEONC.

Av16 10 TPOi1dV Umopel va Tpokoarécel E appl epediond ota pdTtio. ATOPOYETE TNV ETOEN UE TA
pétio, cuPTEPAAUPAVOLEVIC TG ETOPNG TOV YEPIDV LE TO PATLO. € TEPITTOCT EXAPNG LE TO LATIO,
Eemhdvete apéomg Ta patia pe vepo.

AT TO KTNVIATPIKO POPUOKEVTIKO TPOTOV Umopel va mpokorécel vepevatctnaia (adiepyia). Atopo
LLE YVOOTY] VIEPELOICONGIN GTNV TAGUTLULOIVT] 1] OE OTOL0ONTOTE Ao TaL £KO0YQ TPEMEL VO, ATOPEVYOVV
TNV EMOEN LE TO KTNVIATPIKO QOPHUKEVTIKO TPOTOV.

[TAévete ta y€pra cag HeTd T YpHom.

[MAnpogopiec yi0 Tov KTNVioTPOo:

To BdéBog xar 1 didpKela TNG KATAGTOANG EIval 00G0EEAPTOEVA KO, G EK TOVTOV, UTOPEL VOl
mapatnpnOovv ornuelo KataoToAng 10img o€ meptmoels vrepPaocns e doone. Ot 6kHAOL Tov
Aappévovy to Tpoidv o VYNAN VIEPSOGOAOYIN SLUTPEXOVY VYNADTEPO KIVOLVO EIGPOPNOTG EUETOV,
AOY® TNG EPETIKNG Kail TNG KOTAGTAATIKNG Tov KN enidpaong mov oyetiletot pe 10 dpaoTikd
ovotatikd. Mo 1daitepo VYNAY VIepdocoroYia Pmopel va givar SuvnTiKa amen Tk Yo T {o1.

Metd ) yoprynomn 66cewv tov Tessie mov eivor VYNAOTEPES A0 TIC GUVIGTOUEVES, UTOPEL VO
mapotnpndel petmpévog kapdiakog puduos. H aptnploxn wicon peidveton ELappdg KAT amd o
QLO10A0YIKA emtineda. O avomvenoTikdg pOUOG umopel mepiloTactokd v, petwdei. Ot vynAdTepeg
d0ce1g Tov Tessie and TIg GUVICTMOUEVEG UTOPEL ETLONC VO EXAYOVV TOAAEG GALEG EMIOPAGELG
SLoUECOAAPOVIEVEG ATTO TOVG GAPA-2 AOPEVEPYIKOVG DTTOSOYELS, OTIG 0Toieg TEPAaUPdvovToL M
avENOT TNG aPTNPLOKNG TTieons, 1| uelmon g Beppokpaciog Tov couaTog, 0 ANBAPYOG, 0 EPETOG KOL T
TapaTooT Tov dactipatog QT.

Onwg éyetl kataderybel o€ o TporkAvikn HEAET, Ol EMOPAGELS TNG TACITUSIVIG LTOpOvV Va
AVOGTPOPOVV UE TN YPNON E01KOD avTIOOTOV, TNG ATITOUECOANG (AVTAY®VIGTNHG TV GAQQ-2
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adPEVEPYIKMOV LTOd0YE®V). Mia dpa petd tn Bepancio pe taocumipidivy og 66on

60 wkpoypappapiov/kg copatikod fapovg, yopnyhonke puéoa oe AEPa doom ottmapeldAng

300 wikpoypoppapiov/kg copatikod Bapovg, n onoia avtictoyei og 0,06 ml/kg cmpaticod Papovg,
dtoAvpatog mov mepiéyel S mg/ml. Ta amoteléopata avTHG TG LEAETNG KOTESEIEMY OTL OL EMOPACELS
g Tactmyudivig elvat Suvatdv vo avacstpagovv. Qotdco, dedopévon 0Tt 0 povos Nuicelag {ong e
tacumpdivng vrepPaivel avtodv TG atimapeloAng, KOmoe onueia TV ETOPAGEDY TG TAGUTLUdIvIG
UTOPEL VO ETOVELPAVIGTOVV.

[dwaitepeg TPOQLAGEELC Y10 TNV TPOGTAGIO TOL TEPPAALOVTOC:
Agv 1oy0eL.

Eykvpocvvn ko yoiovyia:
H aopdleia avto0 TOL KTIVINTPIKOU QOPUUKEVTIKOD TPOidVTOG OV £xel omodetyDel katd tn didpKel
NG KUMNoNG Kot tng yorovyiog. Na pnv yopnyeitol Kotd ™ SidpKeln TG KOMOMG KOl TNG YoAOVYioS.

AMnlenidpaon pe GAAo QOPUOKELTIKE TPOTOVTA Ko dALEC LOPQEG aAANAETIOpaONC:
Evnuepaote tov ktnviatpd cag edv 0 okOA0G Toipvel GALD QApLOKAL.

H ypnion dAA®V KoTAGTOATIKGOV TopayOVI®mV TOL KEVIPIKOD VEVPIKOD GUGTHLLOTOS OVOLLEVETOL VO,
EVIOYVOELS TIG EMOPACELS TNG TACUTIUIOIVIG KA, G EK TOVTOV, TPETEL VO YIVETAL KATUAANAN
TPOCAPUOYN TNE SOOTG amd TOV KTIVINTPO.

H tacuripundivn €xet peretnfel o€ cuvdvaopo pe Khopmpapivn, eAovoletivn, deEuedetopudivn,
uebaddvn, TPOTOPOAT KOl IGOPAOVPAVIO.

e peréteg pe okOAovg epyastnpiov mov Ehafav cuvovacud erovoetivig (1,1-1,6 mg/kg nuepnoing
v 12 nuépec) ko tacimyudivng (20 pkpoypappdpro/kg pia eopd, v nuépa 12, N = 4 oxdror) 1
tactmyudivng (20 wkpoypapudpio/kg) kot khopmpapivng (1,2-2,0 mg/kg) ouedtepeg xopnyodueveg
00 Qopéc nuepnoimg Katd t didpkela 4 nuep®dv 6€ 6 GKOAOVG, dev £xovv mapatnpn el KAVIKES
aAAniemdpaoels. Otav 1 tacimyudiviy ypnotponoteitol tavtdypova pe Khopmpapivn 1 elovoletivn,
N 866N ™G Tacumdivng Tpénel va petmvetot ota 20 pikpoypapudplo/kg copatikod Bapovc.

Y& mePInTOOT OV 0 OKVAOG Elye TPOYEVESTEPQ YPEINCTEL LEIDOT) TNG 0OGTC TNG TAGLTUISIVIG T

20 pikpoypappdpio/kg, avti n 66om pumopet va datnpnei. Qotdc0, Katd TNV Evapén TG ¥pNong
GLVOLOCUOV, B TpémeL va diveTol Hio SOKILOGTIKY 00T GOUPOVO UE TIG 00NYiEg oTnV Tapdypapo 9.
XounAotepeg d06GeIC TacTyudivng oev £xovv LeAetnOel oTn ypfoM GLVEVAGHOV.

H tacurypudivn pokdiece N £0¢ PETPLO KOPIIAYYELNKT KOTAGTOAY OTAV XopnynonKe g
povobepomeio 1 € cuvdvaoud pe nebadovn N pe uebaddvn kot deéuedetopdivn oe vyieic GKOHAOVG.
Edv xdmolog oxdAioc mov vofdaiietal o Oepaneia pe tacimyudivny xpnlet yevikng avarcnociog, 1
ATOITOVUEVT) OOCT ETAYMYNG TG TPOTOPOANG KL 1] CUYKEVTIPMGT] TOL 100QPAovpaviov Ba mpémet va
pelmovv.

Yrepdocoroyia:

H vrepdocoroyia pmopel va Tpokarésel vIvNAic, peimon TOL KapdlaKkob puOUov, TG apTNPLIKNIG
mieong ka1 g Oepuokpaciog coOUaTog. e TéTOn TEPinT®ON, T0 (Mo Oa mpémel va dotnpeitar (eoTd.
Y& mepinToTn VTEPSOGOAOYING, EMKOIVMVIGTE |IE KTNVIOTPO TO GUVTOUOTEPO SLVATO.

O1 emdpaoelg TG TACUTIUISIVNG LTopolV va eEaAielpBolv te N ¥p1romn 1KoV avTdOTOL (QAPLUKO

AVaGTPOPNG TG OPGoNg).

Ewwol mepropiopoi ypnione kot £101k€c cuvONKeS ypnong:
Agv 1oy0eL.

7. Avem@dpunra cvppavra

YKo 0L

| IToAb cuyva | ‘Epeon
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(> 1 Lo/ 10 vrd Bepoameia Loa):
AnBapyog
Xoyva Awzapayn s copmeprpopds (I'afyiopa, Amopuyn,
(1 émg 10 Lda / 100 vrd Bepomeia AvEnuévn avTidpaoTikOTNTO)
Loa):
Awippora, IN'ootpevepitida, Navtio
Avridpaomn vrepevarctnaciog
Agvkomevia
Atadio, KataotoAr, Yavniia, ATonpocsovatolopudg
Axpdrein ovpwv
Avope&ia, Qypdmra tov frevvoydvav, TToivduyia
ATpocdIOPIeTNE GLYVOTNTOS Mewwpévoc kapdiakog puduoct, Xapnin aptmpiakn micon?
(0ev umopel vo extiun0ei pe Bdon ta
owféoipa dedopéva): Meiopévn Oepuokposio copatoct

lrapatmpeiton oe un ayyddn (oo

H avapopd avemBountov coppdvtov sivar onuovtikn. Emitpénet  cvveyn mapakoiovdnomn tng
aGPAAELNG EVOG TTPOioVTOG. Edv mopatnpnoete omoladnmote avemiBountn evEPyeLn, KOO KOl oV OEV
OVOPEPETOL OTO ECOKAEIGTO PUALO 0dNYLDV XpN oG 1] UPIBAALETE Y10 TNV ATOTEAEGULATIKOTITO TOL
oapudrov, mapokaAeichs va emKovmvioETE, KaTopyds, Le ToV KTnviatpd cag. Mmopeite emiong va
AVOQPEPETE OTOLAONTTOTE AVETLOVUNTO GUUPAVTO GTOV KATOYO TNG AOELNG KUKAOPOPIOG 1) GTOV TOTIKO
AVTITPOGMTO TOV KOTOXOV TNG AOELNG KUKAOPOPIOG ¥PTCILOTOIMVTOS TO, GTOLYEIN EMKOIVMVING GTO
TEAOG VTOD TOV PVALOL 0ONYLDV YPNONGE, N LECH TOV £0VIKOD GG GLGTHUATOS AVUPOPAS: {oToLyEin
€0VIKOO GLGTAUATOG AVOPOPIC}

8. Aocoloyia yio ka0 €id0g, TPOTOS KL 0001 YOpPYNONS

H ocuwvictopevn 66om eivon 0,1 ml/kg. O krnviaTpog €yl Guvtayoypaprcet T oot 00N Yo TOV
okOA0. To mpoidv mpémel va yopnyeitarl amd Tov GTOUATOC.

9. Odnyieg 1o T c@oTi] Yoprynon

To npoidv mpoopiletar yio Ppayvypovia yprion. Edv ypelaotel, umopei va yopnynbei pe aopdreia £mc
Kol yuo 9 Stodoykég NUEPEC.

Mnv tailete Tov 6KOAO Y10 pio dpo TPV KoL Yo pio dpa. LeTd T xopnynon g Bepaneiog, Kabhg n
amoppdenon uropel va kabvotepnoel. Mropei va 600¢l pua pikpn Ayovdid, dote va S106QPaACTEL OTL
0 okVA0G Ba katamiel to dtdlvpa. Mmopel va dobel eElebBepa vepo.

AOKILOGTIKY 0001 :

Otov 0doeTe GTOV GKOAO TNV TPAOTN 0061, TaPUKOAOLONGTE TOV Yo 2 dpeg dote va Pefarwbeite 6t
doom dev etvan 1d1aiitepo VYNAN Yo Tov okvAo. Edv 0 oxbAog Bpicketal o€ KOTAGTAGT LIVNALG, O1
KIVIGELC TOL OV EIVOL GUVTOVIGUEVEG 1] EAV 1] AVTOTOKPLOT) TOV GKDAOV GTO KAAEGUE, TOV 1010KTNTN
glvar aocvvnOiota apyn petd t Ay g Bepomeiog, evoeyopévamg n 06 va givol VTEPPOAKAE LVYMAN.
e o TETol TEPIMTMOT, UV OPNVETE TOV GKOAO UOVO TOV KOl ETUKOIVOVIOTE [E TOV KTNVINTPO GOg
ywo Tlavn peimon g 600MG Yo TNV ETOUEVT XPTOT).
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Ayyog kol @6fog mov TvpodoTovvTal amd 06pvfo:

Amote TV Tp@TN 6001 i dpa TPV Amd TNV avapevopevn évopén Tov Bopvov 1 To GLVTOUOTEPO
duvaToV 0pOTOL 0 GKOAOG ELPAVIGEL TO TpOTA onpeia dyyovc. Ilapakolovbeite Tov oxdAo. Edv o
60pvPoc cuveyileton kKan 0 oKOAOG apyilel TdAL va eppavilel onpeia dyyovg kot @dPov, pumopet va
doBel véa d60m PETE TV TTAPodo ToLAdYIoTOV 3 WpDV amd TNV TponyoVuevn 66om. To mpoidv pumnopsei
va 600l £mg kat 3 popég ava 24 dpeg.

Ayyog ka1 @6fog Tov TVPOHOTOVVTAL GTTO AVAYDPNGT] TOV LOLOKTITY:

Amaote T 5001 pio dpo TPOTOV APNGETE TOV GKOAO LOVO Tov. Mia véa 860 pmopel vo dobel petd v
7GP0d0 TOVAGYIGTOV 3 POV Ao TNV TPOTYOLLEVT 006T. To Tpoidv umopei va 600el Emg kot 3 Popéc
avd 24 dpec.

AvaruTikég 001 YiES YOPNYN OGS TAPEYLOVTOL 6TO TEALOS AVTOV TOV PUVALADIOV.

10. Xpévor avapoviig

Agv 1oy0et.

11. Ewwkéc ovvOnkeg dwotiipnong
Na puidooetal o€ 0éom, TV onoia dev PAETOLY Kot deV TPOGEYYILovV Ta, TALOA.

Na pvAdooetot o€ yoyeio (2 °C — 8 °C). Na puAdooceTol 1 @LOAN 670 £EMTEPIKO KOVTL Y10, VoL
TPOGTUTEVETOL OO TO POC.

No pun ¥pnoIonoteital avtd To0 KTNVINTPIKO QUPUOKEVTIKO TPoidV UeTd omd TNV nuepounvia ANéng
OV OVOLYPAPETOL GTO KOUTI KoL GTNV ETIKETA TNG PLAANG UeTd T €vdeitn «Exp.». H nuepounvia
MENG cvumintel pe TNV TEAELTOIO NUEPO TOL CLYKEKPEVOD LN VL.

H dbpketa Long petd to mpdTo dvorypa g eréang ivar 1 étog o€ yoyeio (2 °C — 8 °C) 1 1 unvog og
Beppokpacio pkpotepn twv 25 °C.

12. Ewwkéc mpo@urders amoppryng

Ta edppaxo dev TPENEL VoL OTOPPITTOVTOL HECH TV AVUATOV 1) TOV OIKLUK®OV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNC POPUAK®DV Y10 TV OTOPPIYT| U1 XPNOLLOTONOEVTDV
KINVIOTPIKDV POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL ard TN YPNOT TOVG
GUUPMOVO, [LE TIG TOTIKEG ATOTNOELG KOt Le TUXOV 1oybovTa eBvikd cvotipate cvAloyng. Ta pétpa
QVTA UTOCKOTOVY GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

Zvppovievbeite Tov kTnviaTpd 60OG 1 TOV GOPUOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
YPTOILOTONOEVTOV QOPUAK®V.

13. Ta&vépnon TOV KTNVIATPIKOV QUPLIKEVTIKOV TPOIOVTMV

Na yopryeital LOvov pe KTNVIOTPIKT GLVTAYY.

14. ApOpoi doc1og KOKLOQOPIOG KOl GVGKEVAGIEG
Ap1Buog Gogtag kokhopopiog: EU/2/21/276/001
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MéyeBoc cuokevaociag:
Xaptvo kovti mov mepiéyet pio erain tov 15 ml ko pio cOpryya yo yopriynon amd Tov 6GTOUOTOG.
15. Hpepopnvia televtaiog avade®pnong 10V QUALOV 03NYLAV YP1|ONG

Agntopepeic TANPoeopieg Yo 10 v AOY® KTNVIATPIKO QOPLOKEVTIKO TTpoidy givor dtabéaieg ot
Baon dedopévav g EE yo ta kmviatpikd wpoidvro (https://medicines.health.europa.eu/veterinary).

16. Xrtoyygio emkowvoviag

Kdrtoyoc tne ddsiag kKukAopopiag:
Orion Corporation

Orionintie 1

FI1-02200 Espoo

Owravoio

[Mapaockevaotnc LIEVOVYOC Y10 TNV ATEAELOEPMGT TOV TAPTIOWV:
Orion Corporation Orion Pharma

Tengstrominkatu 8

FI1-20360 Turku

Dwiovdio

Orion Corporation Orion Pharma
Joensuunkatu 7

F1-24100 Salo
Ddwiavoio

Tomikol ovTITPOTMTOL KOl GTOLYEIN EMKOVAOVINC YL TNV ova@opd THovoAoyoLLEVOV aVETOOUNTOV
EVEPYELDV:

Mo omoladnmote TANPOPOPio. GYETIKG, LLE TO TOPOV KTNVIATPIKO PAPUOKEVLTIKO TPOIOV, TapaKoreicOe
va amevfuvleite 6TOV TOTIKO OVTITPOGOTO TOL KATOYOL TNG AOEWG KUKAOPOPING.

Belgié/Belgique/Belgien Lietuva

V.M.D. nv UAB ,,ORION PHARMA*
Hoge Mauw 900 Ukmerges g. 126

BE-2370 Arendonk LT-08100 Vilnius, Lietuva
Tél/Tel: +32 14 67 20 51 Tel: +370 5 2769 499
Penyoanka Boarapus Luxembourg/Luxemburg
Orion Corporation V.M.D. nv

Orionintie 1 Hoge Mauw 900

F1-02200 Espoo BE-2370 Arendonk

Ten: +358 10 4261 Tél/Tel: +32 14 67 20 51
Ceska republika Magyarorszag

Orion Pharma s.r.o. Orion Pharma Kft.

Na Strzi 2102/61a, 1139 Budapest, Pap Karoly u. 4-6
Praha, 140 00 Tel.: +36 1 2370603

Tel: +420 227 027 263
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Danmark

Orion Pharma A/S,
@restads Boulevard 73,
2300 Kgbenhavn S
TIf: +45 86 14 00 00

Deutschland

TVM Tiergesundheit GmbH
Reuchlinstrasse 10-11
10553 Berlin

Deutschland

Tel: +49 30 23 59 23 200

Eesti

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

E)\ada

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

Espaia

Doémes Pharma Iberia SL
Edificio Net Pharma

Ctra Fuencarral 22

28108 Alcobendas, Madrid
Tel. +34 682 405 637

France

Laboratoires Biové

3 Rue de Lorraine
FR-62510 Argues

Tél: +333219821 21

Hrvatska

IRIS FARMACIJA d.o.o.
Bednjanska 12,

10000 Zagreb

Tel: +385 (0)91 2575 785

Ireland

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

island

Orion Corporation
Orionintie 1
F1-02200 Espoo
Tel: +358 10 4261

Malta

Orion Corporation
Orionintie 1
F1-02200 Espoo
Tel: + 358 10 4261

Nederland

Fendigo sa/nv

Av. Hermann Debroux 17
B-1160 Brussels

Belgié

Tel. 4322734 48 21

Norge

Orion Pharma AS Animal Health
Postboks 4366 Nydalen,

N-0402 Oslo

TIf: +47 40 00 41 90

Osterreich

VetViva Richter GmbH
Durisolstrasse 14
AT-4600 Wels

Tel. +43 7242 490 230

Polska

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

00-446 Warszawa

Tel.: +48 22 833 31 77

Portugal

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

Romania

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

Tel: +40 31845 1646

Slovenija

IRIS d.o.o.

Cesta v Gorice 8

1000 Ljubljana

Tel: +386 (0)1 2006654

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



Italia

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

Kvbmpog

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

Latvija

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

17. Alheg minpo@opisg

OAHTI'IEX XOPHI'HXHZX:

Suomi/Finland

ORION PHARMA Elainladkkeet
PL/PB 425,

F1-20101 Turku/Abo

Puh/Tel: + 358 10 4261

Sverige

Orion Pharma AB, Animal Health
Golfvégen 2,

SE-182 31 Danderyd

Tel: +46 8 623 64 40

United Kingdom (Northern Ireland)
Orion Corporation

Orionintie 1

F1-02200 Espoo

Tel: + 358 10 4261
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1. A®AIPEXH TOY IQCMATOX
AQupéoTe TO TOUN OO TN PLAAN (TIEGTE TPOG TO, KAT® Kot TePLoTpéyte). Duddéte
TO TOUO Y10, VO KAgloeTe EAvA TN OLIAN.

2. LYYNAEXH THX XYPIITAX
YrpdETE EPAPUOGTA TN CVPLYYO LEG GTOV TPOGUPLOYEN TTOL PPICKETOL GTO ETAVM
LEPOG TNG PLOANG. XPNOUOTOUWOTE ATOKAEIGTIKE T1) GUPLYYO TTOV TAPEYETOL LLE TO
TPOIOV.

Aapn Saktodov

KbAvdpo l Epporo

f

[ © @ @ E
© o o~ < - =) S
| T T T O |

3. EIIIAOI'H THX AOXHX
Avamnodoyvpiote n 1aAn pe v tomobetnuévn ovpryya. Tpapnéte to Euporo mpog
Ta €€ m¢ GTOL M LOPN YPOULUT TOV DTTOSEIKVVEL TN o®oTH 6001 (Ml) (01w £xel

—  —<¢

ocuvtayoypoaendei amd Tov KTviatpd cag) va, eivorl opath KAT® omd TO TTEPVYIO TNG
AaPng oTov KOAIVOPO TNG cHPLYYUC.
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Edv o oxvlog €xet Bapog dvo tav 30 kg, n cuvolikn d6on Ba yoprnyeital oe dvo
YOPIOTEG DOGELC, KAOMG 1) LEYIOTN TOGOTNTA SLOAVLOTOG TOV YWOPAEL OTI GUPLYYO
givon 3,0 ml.

H axpifeta g oOpryyog éxet kataderyBel povo yuo d6celg 0,2 ml Kot dve. Xvvenmg,
dev givan duvatn M yoprynon Bepaneiog 6 GKLAOVG Yo TOVG 0TOIOVS omatteiToL
d6om pkpotepn tov 0,2 ml.

Mnv a@fveTe T YEUOUEVT GUPLYYO YOPTYNONG APUANKTY KOTE TNV TPOETOOCIOL
TOV GKVAOL Y10 T1 XOPNYNoN.

4., XOPHI'HXH THX AOXHX

TomoBetnote amaAd T GVPLYYA GTO GTOLA TOLV GKOAOL Kot YOPNYNOTE TN S00T 6N
Baon g yAwooog mélovtag Pabutaio to EpPoro g 6Tov adeldioet | GOPLyYO.
A®GTE GTOV OKVAO [0, kP Ayovdid, MOTE Vo S10cPOALGTEL OTL 0 GKVAOG Oal
Katomiel To SAv L.

5. EHANATOINIOGETHXZH XTH XYXKEYAXIA

Eravotonobemote 10 mhpo kot EemAvveTte T cOpLyyd LE VEPO OTAV TELEIDGETE.
TomoBetnote Eavd T GVPLYYa Kol T PLAAN GTN SEVLTEPOYEVT] GUGKELOGIOL KoL
@VAAETE TOL 6TO YoYEio.
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