IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Prevomax 10 mg/ml evécipo dtdAvpua yioo GKOAOVG Kot YATEG

2. IHOIOTIKH KAI MTOXOTIKH XYNO®EXH

1 ml wepréyet:

APUGTIKO CVGTUTIKO:
Maropitant 10 mg

"Exodoya:

MoroTiki] 60vOegoN KOO OV KoL GAA®V
OVOTUTIKOV

IMocoTikn] 6vvOeon av oL TAnpopopies avTES
givan onuovtikég yia T oot Lopiynon
TOV KTNVIUTPIKOV QUPUUKEVTIKOV TPOIOVTOG

Benzyl alcohol (E1519)

11,1 mg

Betadex sulfobutyl ether sodium

Citric acid, anhydrous

Sodium hydroxide

Water for injections

Awyéc, dypopo mpog avoryto Kitpvo didhvpa

3. KAINIKEX IAHPO®OPIEX
3.1 Eion {oov

2KOAOL KoL YOTEG.

3.2  Ogpomevtikég evosielg Yo ka0g gidog {Mov

YKOAOL

o [ Bepameia ko TV TPOANY NG vauTiog Tov TpokaAeitan and ynuetodepaneio.

o [0 TNV TpOANYM TOV EUETOV, EEALPOVUEVOL TOV EUETOV AOY® LETAPOPUS.

o [0 TNV TPOANYN TOV EPETOV GE GLUVOVAGUO PE GAAD VITOGTIPIKTIKG HETPOL.

o [0 TNV TPOANYT TNG TEPLEYYELPTTIKNG VOVTIOG KOl TOV EUETOL Kot TN PeAticoomn Tng
avavnyng uetd amd yevikn avolodnoio 6To TANIG10 TG 0oiog ¥PNOILOTOONKE L~
OYOVIOTNG VTOJ0YEWV OTMOEWMV (Lopeivn).

Térteg

o [Ma Vv TpOANY™N TOL EUETOV KoL TN LEIOT TNG VOVTING, EENPOVUEVOV TV TEPUTTAOCEWDY

TOL TPOKOAOVVTOL AOY® LETAPOPAS.

o [0 TNV TPOANYN TOV EPETOV GE GLUVOVAGUO e GALC VITOGTNPIKTIKA LETPA.

3.3  Avrtevositeig

Koapdia.




3.4 E101kéc mpoELdoTON|GELS

O guetog pmopel va cuvdéetan pe GoPapéc, eE0VBeVOTIKES KATAGTAGELS, CUUTEPIAOUPAVOLEV®V Kot
EUPPAEEDY TOV YUGTPEVIEPIKOD COANVA KoL, ETOUEVMG, Do TPEMEL va dievepyeital KaTdAANAN
dwyveotikn a&loAdynon.

H opn Ktnviatpiky| TpOoKTIKN GUVIGTE T OVTIEUETIKA VAL YPTCLLOTOLOVVTOL GE GLVOVAGUO e GAAN
KTNVIOTPIKA KO DVTOGTNPIKTIKA LETPO OTTC EAEYYO TNG SATPOPNG Kal Oepameio VTOKATAGTACTC
VYPOV TOPEAANAQ LE TV OVTILETOTIOT] TOV VTOKEILEVOV OUTIDOV TOV EUETOV.

H ypfion tov KTnviatptkov popuokeLTIKOD TPOIOVTOG OEV GUVIGTATOL Y10 TNV AVTIUETMTIOT] TOV
EUETOV AOY® PETOPOPAC.

ZKkolot:

MolovoTtt £xet KataderyOel 1 ATOTEAECUATIKOTNTO TNG HOPOTLTAVTNG TOG0 0T Bepameio 660 Kot 6TV
TPOANYT TG EHEOTG TOL TTpokaAeital and ynueobdepaneio, dStoumotdOnke 6TL givon Mo
amotelecpatikn 6tav yopnyeitol TpoAnmTiKd. £2g ek TOVTOV, GLVIGTATOL 1) AYN TOL KTNVINLTPLKOD
QOPUOKEVTIKOD TPOIOVTOG TTPLV Al TN YOPTYNGCT TOV YNUEIODEPATEVTIKOD GKEVUCUATOG.

Iarec:
H amotelecpatikdtnTo TS LOPOTLTAVTNG OTN UEIMOT TG VauTiog £xel Katadelybel o peréteg pe
yxpNon povtédov (vautio Tpokoiodpuevn pe Evialivn).

3.5 Idwitepeg mpo@uAraers Katd T yprion

Idwitepec mpoLAGEELS Yo TNV ao@oAN ¥pNon ota €161 Cowv:

H acpddeio g papomitaving dev £xel amoderydel e GKOAOVG NAKING LKPOTEPNC TV 8 ESoUAdOV 1)
o€ yateg nhkiag pkpdtepng tov 16 gfdopadmv, kabng kat og £ykva 11 INralovia (oa.
XpNOOTOGTE TO TPOIOV HUOVO GUUP®VO UE TNV EKTIUNOCT 0QEAOLS/KIVOOVOL amd Tov VIELOLVO
KTnviatpo.

H popomitavin petaforileror oto fmap Ko, ETOUEVMS, B0 TPETEL VO YPNCLOTOLEITAL LLE TPOGOYN OF
{da pe nrotonddeio. Kabbg n papomitdven cusompedetal 6Tov opyovicud katd T didpkela tov 14
nuepmv Bepomeiog AOY®m TOV UETOPOAKOD KOPEGHOD, OMOLTEITAL TPOGEKTIKY TOPAKOAOVONOT NG
NTOTIKNG AEITOVPYIOG KOL TOV EVOEYOUEVMV OVETIOOUNT®V EVEPYEIDV TOV THAVOV VO, ELPAVIGTOVV AOY®
pokpoypoviag Bepansiog.

To KNVIaTPIKd OPUUKEVTIKO TPOidV Oa TPEMEL VoL YpMGLULOTTOlELTaL LE TPOoOoYN 6€ (DO TOV TAGYOLV 7
apovstdfovy Tpodidbeon Yo Kopdiondleie, KabMdG 1 LoPOTTAVTN TAPOVCIALEL GUYYEVELD LE TOVG
SdtawAovg 1vtmv Ca kot K. Xe pia pedétn vyudv oxvimv g uAng Beagle, otoug omoiovg yopnyhoniav
a6 1o otope 8 mg/kg mapoanphOniay avénoeig nepinov 10% oto ddotue QT tov HKT'. Qotdco, uia
Tétolo avEnom dev avapévetat vo eivorl KAMviKd onUavTiKn.

AdY® ™G oVYVAG ELPAVIONC TAPOSIKOD GAYOLG KATH TNV VTOJOPLL. £YXLOT, TPEMEL Vo EQapHOLovTaL
KataANAa pétpa cuykpdtnong tov {omv. H yopiynon tov mpoidviog o Beppokpascio yoyeiov pmopet
VO LEWDGEL TOV TOVO KATH TNV £YYLON.

Idwiitepec mpoeuAGEelc mov mpémel vo. AauBdvovtor amd TOo dTtOouo 7OV Yopnyel TO KINVINTPIKO
QOPUOKEVTIKO TTPOidV o€ (Mo

Atopa pe YvooTn vrepevalcincio oTn LOPOTITAVTN TPETEL VO YOPTYOLV TO KTIVIOTPIKO
POPLOKEVTIKO TPOIOV LE TPOGOYT.

No TAévete Ta ¥Epla GOG PETE TN XPNON. L€ MEPINT®ON TOL Katd AGO0g Kdvete avToéveot, va
avalnmoete ouéomg tatpikn fondeto kot va emdeilete 6TOV 1ATPO TO ECHOKAEIGTO PVAAO 0OMYIDV
YPNOEWDS N TNV ETIKETU TOV PAPLOKELTIKOV TTPoidvtoc. Epyactnplokéc peléteg kotédeiEav 0T



UOPOTLTAVTY LTOPEl va, eivat peBIoTIKN Yo Ta LLATLOL X€ TEPIMT®OT akovs1¢ £KBECTC TOV LATIDV,
Eemhdvete ta patia pe apbovo vepd kot avalntiote wrptkn Pondeta.
Idwaitepec TpoLAGEELC Yo TNV TPOGTAGia TOV TEPBAALOVTOC:

Agv 1oy0eL.
3.6 AvemOopnrta copfavra

Eion {omv: Xkvlog, yata

[ToAd cuyva [T6vog ot0 onpeio g éveonc®

(>1 {do / 10 vrd Bepaneio (ma):

[ToAd ondvia Ava@uAoKTIKOO TOTTOL avTdpdoels (aAhepyco oldonpa,
(<1 Lho / 10.000 vr6 Oepansia Coa Kkvidwon, ephbnuo, katdppevor, Suemvola, WypPOTNTA
. . " | PAevvoyovov)
GUUTEPTAAUPOVOLEVOV TOV
LELOVOUEVOV OVAPOPDV):
AnBapyog

Artaéia, ortaopol, emAnTTiKn Kpiomn, Hoikog TpPOUOG

ATpoodopioTn cLUYVOTHTO [16vog 6t0 onueio g éveonc?

* 6TIG YATES - LETPLOG MG GoPapOg (TEPimMOV 6TO Eva TPiTO TOV YATOV) dTAV EVIETAL LTOSOPIMC.
P 5& ordLovg - Otav evietar vrodopimg.

H avagopd avemBountov coppdvtov sivar onuovtikn. Emitpénel  cvveyn mapakoiovdnomn tng
AoPAAELNG EVOC KTNVINTPIKOV PUPULAKEVTIKOD TPOTOvToG. Ot avapopég TPEMEL VO AMOGTEALOVTAL, KOTA
TPOTIUNOT LECH KTNVIATPOV, EITE GTOV KATOYO TNG GO0 KuKAOQOpiog gite otV €BVIKT| oppoOdie
apyn LECH® TOL EBVIKOL GLOTAATOG avaPopds. Agite emiong Tnv evotnta ~ ZTotyeia emkoveviog |
TOV POALOV OOMYIDY ¥PNONG.

3.7 Xpnon katd TNV KON 61, TN YoAoV)io ] TNV @OTOKiO

To mpoidv va yopnyeital LOVOV cOUPOVA LE TNV EKTIUNGTN 0PEAOVG/KIVOHVOL amd TOV LITevBuvo
KTNVIOTPO, S10TL OPIOTIKEG TOEIKOAOYIKEG LEAETEG TOV AVOTOPAYMYIKOD GUGTNLOTOG EV £YOVV YiVEL GE
Kavéva gidog {dov.

3.8 Aliniemidopaon pe ALY QUPUOKEVTIKA TPOIOVTO KOl AALES HOPPES UAMAETTIOPAGTG

To KINVIATPIKO POPUAKEVTIKO TPOTOV OEV TPEMEL VO, YPT|CLLOTOIEITAL TAVTOYPOVA LIE UVTOYMDVIOTES
TV SladAoVv 10vTev Ca, KadmOg 1 LoPOTLTAVTN EYEL GVYYEVN dPAGT UE TOLG O1AoVE WvTeV Ca.
H papomitdven decuedetal oe peydro Pabpod and Tig TpmTeiveg TOV TAAGUATOS KOl EVOEYETUL VL
avtayoviletotr GAAL pApraKaTov Tapovstdalovy vynAd Babud décusvong.

3.9 Odoi yop1ynong kot docoroyia

IMa vodoplo 1 evEoPAEPLa xpnoT 6€ GKOAOVG Kot YATES.

To KTNVIOTPIKO QOPUAKEVTIKO TPOTOV EVEGULO SGALLO yopnYEiTaL Le VITOdOPLA 1 EVOOPAEPL Yo,
pio eopa nuepncing, oe docoroyia 1 mg papomitaving / kg copotikod Bapovg (1 ml/10 kg couatikod
Bapovg) Yy g 5 ovveyeic nuépec. H evdopAéfio yopnynomn Tov KINVIKTPIKOD (QOPUOKEVTIKOV

TPOTOVTOG TPEMEL VAL, H1dETAL MG EPATAE HOOT) EPOSOV, YOPIG VA AVOUELYVOETAL PE AAAL VYPA.

T v TpoANYN TOL EUETOV, TO KTNVIOTPIKO QOPLOKELTIKO TPOTOV €VECIUO OldALUO TTPETEL Vol
yopnyeitar TovAdylotov 1 dpa mpv amd T Bepancio. H didpketa tng dpdong givar mepimov 24 h kau,
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EMOUEVMOG, TO TTPOTOV Umopel va dobel T viyTa OV TPONYEITUL TG YOPNYNONS OKEVAGLOTOS TTOV
eVOEYETOL VO, TPOKOAEGEL EUEDT], .Y XNLEWOOEpaTELiQL.

Kabng n papuoxokivntiky] andxkiion eivor peydAn Kot 1 Lopomitdvi GUGGMPEVETOL GTOV OPYOVIGUO
peTd omd xobnuepv ama xopnynom, 6€ OPIGUEVA GTORO UTOPOLV va yopmnyovuviol kdfe @opd
YOUNAOTEPEG DOGEIS OO TIC GUVIGTOUEVEG,

I'a ) yopNynon péom vroddpiag Eyyvong, PA. emiong «Idaitepeg TpoPLAGEELS Y10 TV OlGPAAY] ¥p1ioN
ota £ioM {dov» (mapdypaeog 3.5)

3.10 ZoprtOpaTe VITEPI0CGOA0YINS (KOL KATE TEPITTMGT, PETPA AVTIUETOTLONG KOL AVTIOOTA)

Ext6¢ TV mapodik®@v avTidpace®Y 6To OMUED £YYVONG LETA TNV VITOJOPLN XOPNYNOT], 1| LAPOTLTAVTY
NTaV KOAGQ OVEKTH 68 GKOAOLS Kot veapés yateg mov Elafav nuepnoing éog 5 mg/kg copoatikov Bépovg
(5m\aoa d6om amd TN cvvieTdpevn) Yo 15 cvveyeic nuépec (3MAdoo SLapKELD YOPNYNONG OO TN
ouVIeTOUEVT). Agv vIToPfANONKaV GTOXELD Y10 VTTEPOSOGOLOYIN GE EVAMIKEC YUTEC.

3.11 Ewwkoi nepropiopoi (p1jong Ko e101kég cuvhkes ypfionec, copmepriapfavopévov
TEPLOPLOUAV GTI] YP1NGT] GVTLUIKPOPLOKAV KOl UVTITOPUGLTIKAV KTNVINTPIKOV
POUPLUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTLENG AVTOYNS

Agv 1oy0et.
3.12 Xpdvor avapovig

Agv 1oy0eL.

4. DOAPMAKOAOI'IKEX IAHPO®OPIEX
4.1 Koowkog ATCvet: QA04ADI0
4.2 @oppokodvvopkn

O gpertog etvon po ovvBern Srodkaoio mov cuvtoviletan KEVIPIKA amd TO KEVIPO ToL gRETOV. AvTtd TO
KEVTPO ATOTEAEITOL A0 SLAPOPOVS EYKEPUAIKOVG TVPNVEG (00T TTEPVYA, LOVIPNG OEGUIdATLPTVAL,
poyliog KvnTikdg TLPMVOS TOV TVELLOVOYOOTPIKOD VELPOL) TOL ACUPAVOLYV Kol €VOTOLOVV T
alotnTikd epebiopato amd KeVIPKEG KOl MEPPEPIKEG TNYEG KOl TO YNk epebiopato amd TNV
KUKAOQOPIi, KOl TO EYKEQOAO-VAOTLOIO VYPO.

H papomitdvin eival avtaymviet|g tov vrodoyéwv ¢ vevpokwivng 1 (NK;i), o omoioc opa
VOO TEAALOVTAG T 0EGHELOT TNG ovaiag P, evdc vevporentidiov ¢ okoyEvelag TV TayvKivivay. H
ovcia P Bpébnke o Leyddeg GLYKEVIPMGEIS GTOVG TUPTIVEG TOL GVYKPOTOLV TO KEVTIPO TOL EUETOV KOl
Oewpeitar og 0 Pacikog vevpodlafiPacTng TOV GUUUETEXEL GTOV EUETO. AVOOSTEAAOVTOS T OEGUEVOT)
™G ovciog P oto kévipo tov gpétovn, 1 LOPOTITAVTN E1VOL OTOTEAECUATIKY EVOVTL TMV VEVPIK®OV KO
YOUIKOV (KEVIPIK®V Kol TEPLPEPIKADV) OUTIOV TOV EUETOV.

Avbpopeg in vitro doxipacicg £xovv Katadeifet 6TL N HoPOTITAVTN SECUEVETOL EKAEKTIKG, GTOV VITOJO)EN
NK; pe docoe&aptmdpevo AETOVPYIKO avTay®viGUo ot dpdon g ovoiag P.

H popomitdvin eivor omoteAecpatiky] kotd tov euétov. H ovTIEUETIKN OMOTEAEGUOTIKOTNTO TN
UOPOTIITAVTNG EVOVTL KEVIPIKAOV KOl TEPIPEPIKDV EUETIKOV TPOIOVIMV KATAOEYONKE GE TEIPUUATIKES
UEAETEG OTIC OTOTEG YPNOIUOTOONKE ATOUOPPIVY, CIGTANTIVN Kol GLPOTL IMEKAKOVEVAS (08 GKOAOVC)
wat Euhalivng (og yarteg).

SOUTTOUOTO VOUTIOG 6TOVG GKOAOLE, TEPIAAUPOVOUEVTC TNG OLEAOPPOLAG KOl TOL ANBapyov, evoéyeTol
V0L GUVEYLOTOVV LEeTd T Bepoameia.



4.3 @opproKOKIVTIKN

ZKkolot:

H poppoakivntikn eucova e popomitdyvng 6tay yopnyeitatl og epana vrodopla 66om 1 mg/kg
COUOTIKOV BAPOVE GE GKOAOVS YapakTnpioTnke omd Léyot ovykévipmon (Cmax) 6to TAdopa,
nepinov 92 ng/ml, 1| omoia emetevydn evidg 0,75 wpdv petd ) yopnynon g d6ong (Tmax). Metd tig
UEYIOTEG GUYKEVIPMOOELS TAPAUTNPEITOL LEIMOT] TNG GVOTNUIKNG £KBE0NC LE PavOUEVIKO YpOVO
nuioelog Lomg (t1/2) 8,84 dpeg. Metd and epdnas vmoddpla doom 1 mg/kg 1 apyiki cvykévipwon oto
mAdopa rav 363 ng/ml. O dykog katavopung oe otabepomoinuévn katdotaon (Vss) nrav 9,3 I/kg ko
N ovotnkn kdBapon rav 1,5 1/h/kg. O ypovog amoPorng t1/2 petd tnv vrodoplo 666m fTav TEPimov
5,8 h.

270 TAQIG10 KAVIKOV LEAETMV TO EMITEIA TNG LOPOTITAVING GTO TAAGLO KOTESEEQV
ATOTELEGUATIKOTNTO EVTOG 1 PO LETA TN YOPNYNOT).

H Broduwobeoipdtnra g papomitdving Hetd amd vroddpia yopiynon oe okOAovg frav 90,7%. H
LOPOTITAVTY] TALPOVGIALEL YPUUUIKT KIVITIKT] OTa yopnyeital vrodoping 6e e0pog docoroyiag 0,5- 2
mg/kg.

Metd and eravorapPavopeves vroddpieg 60celg 1 mg/kg copatikod Bdpovg pia popd nuepnoiog yio
TEVTE GUVEYEIG NUEPES N cusadpevom NTav 146%. H papomitavin petaforiletor péow tov
kutoypouatog P450 (CYP) oto Amap. Ot CYP2D15 kot CYP3A12 avayvepioctnKoy g 16O0UopQa
KUVOELWS DV OV EUTAEKOVTAV GTOV NTATIKO BLOUETACYNUATIOUO TNG LOPOTULTAVTNG.

H veppw kdBapon givon pukpdtepns onuociog 006¢ amofoins, pe Ayotepo and 1% tng vmodopiog
doong tov 1 mg/kg va gpeaviletor ota ovpa gite MG LopomTAVIN Eite G 0 KVPLOG petaPoritng e H
d€0UEVOT TG HAPOTLTAVTNG OTLG TPMTEIVEG TOV TAACHOTOS TOV GKOA®V vrepPaivet To 99%.

Idrec:

H pappoaxivntikt eucova g popomtdvng 6tav yopnyeiton og epdna vrodopa 66on 1 mg/kg
COUOTIKOD BAPovg o€ YaTeg yopaktnpiotnke amd péyiotn ovykévipwon (Cmax) 6to TAAcU TEPITOL
165 ng/ml, n omoia enetedydn evtog 0,32 mpdv (19 min) petd ) yoprynon g 66ong (Tmax). Metd
TIG LEYIOTEG GUYKEVIPMOOELS TAPOTNPEITAL LEIOT TNG CLGTNIIKNG £KBEONG e PAVOUEVIKO YPOVO
nuicelog Long (t1/2) 16,8 dpeg. Metd and epdnas vroddpla d6on 1 mg/kg 1 apyiki cLYKEVIP®OT GTO
mAaopa tav 1040 ng/ml. O dykog katavoung oe otabepomomuévn katdotaon (Vss) frav 2,3 1/kg kot
N ovotnukn kdBapon Nrav 0,51 h/kg. O ypdvog amoPforng t1/2 petd amd evéopiéPio ddom Tov
nepinov 4,9 h. @aivetor 6TL VEAPYEL EMIOPACT TNG NAKING OTIC POPUAUKOKIVITIKES IO10TNTES TG
UOPOTIITAVTNG O€ YATEG, LE TO, YOTAKLN VO ELQavifovy LYNAOTEPT KAOUPGT G GUYKPLON UE TIG
EVNAIKEC YATEG.

270 TANIG10 KAVIKOV HEAETMV TO EMUTENA TNG LOPOTITAVING GTO TAAGLO KOTESEEQY
QTTOTEAEGUATIKOTNTO EVTOG 1 PO LETA TN Y0P YyNOT.

H Broduobeoipdtnra tng Lopomitdving HETd amd vroddpla yopiynon o yateg nrav 91,3%. H
UOPOTLTAVTY TOPOVGIACEL YPUUUIKT KIVITIKT OTav yopnyeital vrodoping o€ e0pog docoroyiag 0,25- 3
mg/kg.

Metd amd emavorapPavoueveg vroddpieg 00celg 1 mg/kg couatikod Bdpovg pia opd nuepnoing yio.
TEVTE GUVEYEIC NUEPES N cvoo®pevot Tav 250%. H papomitavm petaforiletor uéom tov
kutoypopatog P450 (CYP) oto Amap. Ot CYP2D15 ka1 CYP3A12 avayvepioctnkov g 166Hopea
QAOVPOELODV TTOV EUTAEKOVTOV GTOV NTATIKO PBLOUETACYNUATIOUO TG LOPOTLTAVTING.

H xdBapomn péow tov 00pmv Kol TV KOTPAvav givol kpdTepng onpaciog 0doi amofoAng yio )
HOpOTLTAVTY), Pe AyoTEPO amd 1% g vmoddpiag 66ong Tov 1 mg/kg va gppavietar ota obpa 1} ota
KOTPOVO, G LOPOTLTAVTY. Z€ 0,TL apopd ToV KOp1o puetaforitn e papomitdveng, 10,4% g ddong
popomTdving oviyvehtnke ota ovpa Kot 9,3% ota konpavae. H déopevon g papomtdvng otig
TPOTEIVES TOV TAAGUOTOG OTIG YATEG EKTILATOL 0T0 99,1%.



5. DOAPMAKEYTIKA XTOIXEIA
5.1 Kopeg aocvpparotnreg

Abdyo EAAelyng pHeELeT®V aoLUPATOTNTOG, TO TAPOV KINVIATPIKO QUPUAKEVTIKO TPOTOV dgV TPEMEL VOl
OVOLELYVOETOL PE GAA KTNVIOTPIKE QOPUAKEVTIKA TPOIOVTO GTNV 1010 GOPLYYOL.

5.2 Awpkera {ong

Augpxela {ONg TOV KTNVINTPIKOL QOPUOKEVTIKOD TPOIOVTOS GUUPMVE, LIE T GLOKELOGIN TOANONG: 3
SArtg‘szm LN LETA TO TPAOTO GVOLYLLO TNG OTOLYEIDNDOVE GLOKEVAGIAG: 56 NUEPES.

5.3 Iowitepec mpo@urdcers katd T @OLAEN TOV TPOiIdVTOG

Noa unv Katoyvyetol.

5.4 ®von kKo 6OUVOEGT TNG GTOLYELDIOVS GVOKEVAGLAG

Kitpvaond yvdivo @larioo tomov I pe adpo enictpopévo pe fpopofonTuAtkd Ka.oVTGOUK Kol KooK
aAovpviov o€ XAPTIVO KOVLTL.

Yvokevaocieg 1 graAdiov twv 10 ml, 20 ml 9 50 ml.

Mmropei va pnv KuKAOQPOpOUV OLEG Ol GUGKEVAGIES.

5.5 Ewwkég mpo@uragels amdppyng vog un yPGLHoToI0EVTog KTVIOTPIKOD QUPUOEKEVTIKOD
TPOIOVTOG 1] GALOV VAKAOV TOV TPOEPYOVTUL 0.TO T1] Y P1GT TOV TPOIOVTOGS, UV VITAPYOLY

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIUK®V OTOPANTOV.
XpNGOTOMGTE TPOYPAUUATO ETOTPOPNG QUPUAK®V YL TNV amoOppyn U (pNoipomombéviov
KTNVIOTPIK®OV QOPUUKEVTIKOV TPOIOVIOV 1 GAAWDV VAIKGOV OV TPOEPYOVTOL amd T YPNON TOLG
GUUPMOVO, IE TIG TOTMIKEC OMOLTNOELS Kol UE TUXOV €0VIKG GLGTAUNTO GLAAOYNC TTOVL 1GYXVOVV Y10, TO.
GYETIKA KTNVIOTPIKE QOPLOKEVTIKA TPOTOVTOA.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dechra Regulatory B.V.

7. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/17/211/001-004

8. HMEPOMHNIA INIPQTHX EI'KPIXHX

Huepounvia Ing éyxpiong: 19/06/2017

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

<{MM/EEEE}>
<{HH/MM/EEEE}>



<{HH pnvoc EEEE}>

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopnyeitor pévov pe KTNVIaTpikn GuVToy.
Agntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVINTPIKO QUPLOKEVTIKO TPoioy gival Sabéaiueg ot

Baon dedopévav g EE yia ta ktnviaTpikd mtpoiovia
(https://medicines.health.europa.eu/veterinary).



IHAPAPTHMA 11

AAAOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX

Kavévag



IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

10



A. EIIIXHMANXH
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MAHPO®OPIEX IIOY IPEITEI NA ANAT'PA®ONTAI XTHN EEZQTEPIKH
YYXKEYAXIA
Eéotepkd kovti

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX

Prevomax 10 mg/ml evécipo diivpa

2. TYNOEZIH XE APAXTIKH(EX) OYZIA(EX)

10 mg/ml popomitévin

3. YYXKEYAXIA

10 ml
20 ml
25 ml
50 ml

4.  EIAOX(H) ZQOY(QN)

XKk0lot, yTeg

"Fal

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHEHX

Ymodopia 1 evoopAEPia ypriom.

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uw/eeee}

Metd to mpdTo dvorypa, ¥pron eviog 56 nuepmv.

9. EIAIKEX XYNOHKEX ATATHPHXHX

No punv Katoyvyetol.
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‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AIIO TH XPHXH»

Awpdote 10 PUALO 0INYIDV XPTOTG TPV O TN XPTION.

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

ATOKAEIOTIKA Y10, KTNVIOTPIKN PN oM.

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

Na pvrdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv ta mondid.

13. ONOMA TOY KATOXOY THX AAETAYX KYKAO®OPIAX

Dechra Regulatory B.V.

14. APIOMOI AAEIAYX KYKAO®OPIAX

EU/2/17/211/001 10 ml
EU/2/17/211/002 20 ml
EU/2/17/211/003 25 ml
EU/2/17/211/004 50 ml

| 15. APIOMOZX MAPTIAAX

Lot {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

I'vaiwvo @uariono

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prevomax

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

10 mg/ml poapomitévin

| 3.  APIOMOZX IAPTIAAL

Lot {ap1Buog}

| 4. HMEPOMHNIA AHEHE

Exp. {uweeee}

Metd to mpadTo dvorypa, ¥prion eviog S6 nuepov.
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B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHX

1. Ovopooio TOv KTNVITPLKOD QOPUUKEVTIKOD TPOIOVTOG

Prevomax 10 mg/ml evécipo didhvpa yioo 6kOA0VG Kot Yateg

2. Xovleon
1 ml epiéyet:

ApaoTiKi] ovoio:
Maoapomitévn 10 mg

"Exodoya:
Benzyl alcohol (E1519) 11,1 mg

Awyég, dypopo Tpog avoryTo Kitptvo StdAvLaL.

3. Eion {owv

2KOAOL KoL YOTEG.

4. OepomevTiKég evosielg

PRNINV!

INa ™ Bepancia Kot TV TPdOANYN ™G vaTiog oV TPoKaAeiTol amd ynpeodepansio.
Mo v TpoAnYN T0L gPéTOV, EENLPOVUEVOD TOV EPETOL AOY® LETOPOPAG.

Mo v TpoAnYN 10V gPETOV 08 GLVOLOCUO LE GAAC VTOGTNPIKTIKA HETPOL.

Mo v TpOANYN TNG TEPLEYYEPNTIKNG VALTIOG KOl TOV EUETOVL Kot TN PEATIOON TNG
avavnyng Letd amd yevikn avolcOnoio 6To TANIGL0 TG 0Toi0¢ ¥PNOILOTOOKE U~
OYOVIOTNCVTOS0YEMY OTLOEW MV (Loppivn).

Idreg
e [NV TPOANYN TOL EUETOL Ko TN HElmoN NG vauTiag, eEapovévaV TOV TEPITTOGE®Y
TOL TPOKOAOVVTOL AOY® LETAPOPES.
o TV TpOANYN TOL EUETOV GE GLVOLOGCKO UE GAAN VTOGTNPIKTIKA LETPAL.

5. Avtevoeigeag

Koapdia.

6. Ewdkéc mposridomonoels

Educég mpogidomomoelc:
O éuetoc pmopet vo, cuvdéetan e coPapés, eE0VOEVOTIKEG KATOOTAGELG KOl TPETEL VO SIEPEVLVATAL 1)
attia. IIpoidvta 6mwg o Prevomax mpémet va ypnoLomolovvIol 6€ GLVOVACUO LE GAAN VITOCTNPIKTIKA
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HETPA OTL(OC EAEYYO TNG SLOTPOPNG Kol BEPATEIN VTTOKATAGTACTG VYPADV, COLPOVA LE TIC GVOTAGELS TOV
KTNVIATPOL GG,

H popomitavin petafoirileror oto fmap Ko, ETOUEVOS, B0 TPEMEL VO XPTGLULOTOIEITOL LE TPOGOYN GE
oKOAOLG Ko yateg pe nrotonddeia. To Prevomax mpémel va ypnolLonoteital pe tpocsoyn o€ {do mov
nhoyovv 1 Tapovcslalovy Tpodidhecn Yo KapdloTadElEs.

Agv cuviotdraln xprion Tov Prevomax evésipiov 61aAdatog Katd Tov ERETOV AYM HETOPOPAS. ZKOAOL:
MolovoTtt €xet KataderyBel n 0mOTEAECUATIKOTN T TNG HopoTLTdvTnG T060 01N Bepaneio 660 Kat 6TV
TPOANYT TNG EUECTG TTOV TPOKOAELTOL aTTO YN petofeparmeia, S1AMGTOONKE OTL EivVOL TIO ATOTELEGUATIKN
otav yopnyeitor mpoAnmiikd. Q¢ ek T0HTOL, GUVIGTATAL 1| AYN TOL KTINVILTPIKOD (OPUUKEVTIKOV
TPOTOVTOG TPV O TN YOPNYNOT TOV YNUELOOEPATEVTIKOV GKEVAGLLATOG,

Tdrec:
H omotehecpotikdtnra g UAPOTLTAVTNG OTN MeEl®o™ TNng vauTiog otig YaTteg €xel katodelyel og
UEAETEG e TN xpnoT povtédov (vavtia Tpokaiovpevn pe Evialivn).

[S1aitepec TPOELAGEELS Yo TNV 0oQOATN Y¥priom oTa £idn (dwv:

H acpdleio g papomitaving dev £xel amoderydel e GKOAOVG NAKING LKPOTEPNC TV 8 ESOUAdOV 1)
o€ yhreg nAiog pkpotepng tv 16 efoopddmv, kabog kot oe ykva 1 Onidlovta {da. O vrevBuvog
KTNVIOTPOg TPEMEL VAL SIEVEPYNOEL EKTIUNGT OPELOLS/KIVODVOL TPV amd T YXPHOT TOV KTNVINTPIKOV
QOPUOKEVTIKOD TTPOTOVTOG G€ OKVAOVLE MALKiog uikpdtepng tov 8 efdouddmv N oe yateg nAwkiog
ppodtepng tov 16 gfdopddmv, 1| og ykva 1 OnAdlovta (da.

[dwaitepec mpoeurdéelc mov mpémel va Aoufdvovion amd 1o dTopo mov yopnyel TO KINVIOTIPIKO
QopuakeLTIKd Tpoidv oe {oa:

Atopo e YVOOTH VTEPELAICONGIA GTN LOPOTITAVTN TPETEL VO, XOPTYOVV TO KTNVIATPIKO QOPUAKEVTIKO
TPOTOV LIE TPOGOYN.

No mAévete ta ¥Eplo. 0aG UETA Tn ¥PNOTN. X& TMEPITTOON 7OV Katd AAO0C Kdvete avtoéveom, va
avalnmoete apéocng wTpikn Pfondela Kot va emideifete oTov 1TPO TO EGCOKAEIGTO GUAAO 0dNYLDV
YPNOEMG N TNV ETIKETO TOL PAPUOKELTIKOD TPOidvToc. QoTd00, Exel Kataderbel OTL 1 LopomTdvTn
umopei vo TpokoAEceL EpeDIGIO GTO PLATIO KOl GE TEPITTMOT TVYi0G EKOECNC T®V HATIOV GTO PAPUAKO,
Eemhhvete pe aobovo vepd kot avalntote atpikn fondeia.

Eykvpoctvn kot yohovyio:

XpNOIOTOGTE TO TPOIOV LOVO GOUPOVO UE TNV EKTIUNGCT 0QELOLC/KIVOUVOL amd Tov VIELHLVO
KTNVIaTpOo, S10TL OPIOTIKEG TOEIKOAOYIKES LEAETEG TOV OVATOPOYMYIKOD GUGTHUOTOG OEV £YOVV YIVEL GE
Kavéva gidog {dov.

AMNAETIOpOooN UE GAAD QOPUOKEVTIKG TPOTOVTO Kol GAAEC LOPOEC aAANAETIOpacNC:

To kNViaTpIKd EAPUAKEVTIKO TPOTIOV JEV TPEMEL VAL YPNGILOTOLEITAL TAVTOYPOVA LLE AVTAYWOVICTEG TV
StwAiwnv 10viov Ca, kobdg 1 HopomTtavin Topovctalel cuyyéveln pe toug dtaviovg wvteov Ca. H
UOPOTITAVTY] OeGUEDETOL O UEYOAO Pobud amd TIC TPMTEIVEG TOL TAACUOTOS KOl EVOEYETAL VO
avtayoviletotl GAAL eApLOKO TOV TapoLGtaiovy VYNAS Babud décpevonc.

Yrepdoooroyia:
Ext6g TV mapoditk®v avTidpace®Y 6To OMUED £YYVONG HETA TNV VITOJOPLL XOPNYNOT], 1| LOPOTLTAVTY

NTOV KOAGQ OVEKTH G€ GKOAOLS KOl VEPES YaTeg Tov EAafav nuepnoing éog 5 mg/kg copatikov Bapovg
(5mhdoa d6on amd T cvvioTdpevn) Yo 15 cvveyeic nuépec (3TAGoio SLapKELD YOPNYNONG OO TN
ouvieTtdpevn). Agv vrofANOnkav ototyeia Yo VTEPOOOGOAOYIN O EVIAIKES YOTEG.

Kvpiec aovpPordéneg:
To Prevomax dev mpémel v avOoUElYVOETAL UE GAND KTNVINTPIKG QOPUOKEVTIKG TPoidvTo 6Ty 1010
ovpryya 5101t dev €xel eeyyBel n copPatdtnTd Tov pe dAla TpoidvTa.

7. AvemOdpunta cvppavra
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Eidn {dwv: Zxdhog, yata

[ToAd cuyva [T6vog ot0 onpeio g éveonc®

(>1 {do / 10 vrd Bepaneio (ma):

IToAV ondvia AVOQULOKTIKOD TOTTOL avTIOPacelS (0AAepYLKO 010N AL,
Kvidwon, epvdnua, Katdppevon, dvomvola, ®YPOTNTA

<1 oo/ 10. . L
(<1 oo / 10.000 vrd Bepomeio Coa, Bhevvoyovev)

GUUTEPTAAUPOVOUEV®V TOV
UELOVOUEVAOV OVOPOPDV):

AnBapyog

Arta&ia, onaopol, emAnmtikny Kpiomn, poikog Tpopog

ATpoodopoTn cLUYVOTHTO [16vog 6t0 onueio g éveonc?

* 6TIG YATES - LETPLOG MG GoPapdg (TePimov 6To éva TPiTo TV YATdV) dTav EVieTal LITOSOPIME.
P 5& ordLovg - OTOV evieton vTodopiwg.

H avagopd avemBountov coppdviov eivor onuavtikn. Emtpénet t cuveyn mopoakorovdnon g
aoPAAELng eVOG TTPoidvTog. Edv mopatnproete omoladnmote avemBountn evéPyeLn, akOLO KoL oV dgvV
OVOPEPETOL OTO ECOKAEIGTO PUALO 0dNYIDV XpNoMNG 1 AUPBEALETE Y10 TNV OTOTEAEGLOTIKOTITO TOV
QopuaKov, TopoKaAeichs va ETIKOIVOVIAGETE, KATUPYAC, LE TOV KTNviaTpd cog. Mmopeite emiong va
AVOPEPETE OTOLAONTOTE AVETLOVUNTO GVUPAVTO GTOV KATOYO TNG AOENG KUKAOPOPIOg
YPTOULOTOIDVTOS TO GTOLYELN EMKOVMVIONG 6TO TEAOG AVTOD TOL PVAAOL 0dNYIOV ¥PNOTG, | LEG® TOV
€Bvikob 6og cvoTuaTog avapopds {oTotyeia eBviKoD CLGTAHOTOC).

8. Aocoloyia yia kKGOg gidog, TpOmOS KAl 0001 YOp1YNONS
I'o vwoddpia 1 evooeAEPLa xpioN 0 GKOAOLG Kol YOTEC.

To Prevomax gvécoipo dtdlvpa yopnysitan pe vrodopia 1 evOopAEPLa Eyyvor, Uia opd nuepnoing, o
docoroyio. 1 mg popomitdving / kg copatikod Bapovg (1 ml/10 kg copatikod Papovg) yio €og 5
ovveyelg nuépeg. H Bepameio pmopel va emavolnebdei yio émg névte ouveyelg nuépeg. H evdopréPia
yopnynon tov Prevomax mpénetl va dideton mg epdmas 6001 £pOd0V, YMPIC VO AVOUELYVIETOL UE GAAY
VYpa.

9. Oonyieg Yo T oot Lopiynon

Mo v mpdinyn tov epétov, 10 Prevomax mpénet va yopnysitor Tovddyiotov 1 dpo mpv amd
Oepamneio. H didpkelo tg dpaong sivor mepimov 24 h kai, emouévmg, To mpoidv umopei va dobei ) viyta
IOV TPONYELTOL TNG YOPNYTONE OKEVAGLOTOC TTOL EVOEYETOL VO TPOKOUAEGEL EEDT), T.). ¥NUEOOEpUTEiQL.
AdY® ™G oLYVAG ELPAVIONC TOPOSIKOD GAYOLG KATH TV VTOJOPLL. £YXLOT, TPEMEL Vo EQapHOfovTol
KatdAANAa pétpa cuykpatnong tov {owv. H yopriynomn tov tpoidvioc oe Bepuokpacio yoysiov pmopel
VO LEUDGEL TOV TOVO KATH TNV EYYLOT.

Koabmg n papuokoktvnTiky] andkiion eivar peydin Kot  Lopomitdyvl cuGCMPEVETOL GTOV OPYUVIGLO
uetd omd xobnuepwvn ama yopnynomn, o€ oplouéva GTONO UTOPOVV Vo, xopnyoldvial Kabe @opd
YOUNAOTEPEG DOGEIS OO TIC GUVIGTOUEVEG,.

10. Xpovor avopoviig

Agv 1oy0eL.
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11. Ewwkég ouvOnkeg dratiipnong

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

Noa punv xoroyvyetot.

Na pn ypnoiponoteital avtd T0 KTNVIATPIKO GOPUOKEVTIKO TPoidV HeTd TV nuepopunvia ANEng mov
avaypAQETOL 6TO KOLTL KOl 6TV €TKETA TOV ProAdiov petd v évdelén «Expy». H nuepounvia Afgewc
GUUTITTEL UE TNV TEAEVTOIO NUEPT TOV CUYKEKPIUEVOL UV

Augpxera {ong petd to TpdTto dvorypa tov eraidiov: 56 nuépec.

12. Ewwkég wpo@uracers amoppryng

Ta eapuaxo dev TPETEL VL OTOPPITTOVTOL HECH TOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.
XpNGOTOMGTE TPOYPAUUNTO ETOTPOPNG QUPUAK®V Yol TNV OmOpPIYN U YPNOIUoTombEvimy
KTNVIOTPIK®OV QOPUUKEVTIKOV TPOIOVTIOV 1 GAADV VAIKGOV OV TPOEPYOVTOL amd T YPNON TOLG
GUUPMOVO, LLE TIG TOTIKES ATUITNOELG KOl LE TUYOV 1oybovTa, 0VIKA cuaTioTa GLAAOYNG. To pHéETpa avTd
ATOGKOTOVV GTNV TPOGTAGIN TOL TEPIPAALOVTOC.

YvpPovievbeite tov KTvioTpd GOC N TOV QOPUOKOTOLd GOG Yl TOV TPOMO OmOPPLYNG TOV
YPTOILOTONOEVTOV QUPULAK®V.

13. Ta&wvopnon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTOVTMV

Noa yopnyeitor pévov pe KTNVIOTPIKT GUVTOYT.

14. ApOpoi dogrog KVKLOPOPINGS KOL CVOKEVUGIEG

Ap1Buoi ddelag kukrhogopiog:
EU/2/17/211/001-004

Kitpvond yodivo @larioo tomov I pe ndpo enictpopuévo e fpouofonTuAtkd Ka.oVTGoUK Kol KooKl
aAoVUVIOD G XAPTIVO KOVTL.
Yvokevaocieg 1 graadiov twv 10 ml, 20 ml /) 50 ml.

Mmopei va unv Kokho@opohv OAEG Ol GLCKEVOGIEC.

15. Hpepopnvia televtaiog avabepnong Tov GUALOV 00NYIAOV (PGS

<{MM/EEEE}>
<{HH/MM/EEEE}>
<{HH pnvag EEEE}>

Aentopepeic TANPOQOpPIEG Y10 TO €V AOY® KTINVIATPIKO QOPHOKEVTIKO TPoiov gival Sabéaieg ot
Baon dedopévav g EE yio ta kmviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xroygio emxovoviog

Kéroyoc tne Gdeiac KukAoQopiag Kol 6Tolysio ETKOWVMVING Yio TNV avagopd mhavoloyoduevav
oVETOOUNTOV EVEPYELDV:

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel
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OX\avdio
TnA.: +31 348 563434

[MopookevacTHS LITEVOBVVOC Y10 TV OTEAEVOEPMON TOV TOPTIO®V:
Produlab Pharma B.V.

Forellenweg 16

4941 SJ Raamsdonksveer OAlavdio

Eurovet Animal Health B.V.
Handelsweg 25

5531 AE Bladel

OALavoio
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