[Version 9, 11/2022]

NEPIAHYH TON XAPAKTHPIETIKQN TOY IPOIONTOX
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1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX
Eradia 125 mg/ml méc1p10 evoidpmnuo yio GKOAOLG

2. TOIOTIKH KAI MOXOTIKH XYNGEXH

Ka0e ml mepiéyet:

APUGTIKO GUGTOTIKO:
Metronidazole 125 mg

"Exdoya:
MoroTiki] 60vOeon KOO OV Kol AAA®V IMocotikn cvvOeon av o1 IANPOPOPics aVTEG
OVOTUTIKAOV €ival oNUOVTIKES Y10 TT 6®MOTI] JOPN YN o1 TOV
KTNVWTPLKOV QOPUUKEVTIKOD TPOIOVTOG
Butylhydroxytoluene (E321) 0,2 mg

Aluminium stearate

Stearic acid (E570)

Poultry liver powder
Triglycerides medium chain

ELoddeg evardpno pe Kopé opatd GOUTIOW.

3. KAINIKEX TIAHPO®OPIEXZ

3.1 Eion {onv

2K0Aot.

3.2 OgpamevTikég evoeitelg Yo ka0g €idog Loov

Ogpaneio TOV AOUDEEDV TNE YUOTPEVTEPIKNG 0500 OV TpokaAovvtar ard Giardia spp. kot
Clostridium spp. (dniadn C. perfringens 1 C. difficile).

Bgpamneio TOV AOUDEEMY TNG OVPOYEVVNTIKNG 000V, TNG CTOUOTIKNG KOTAOTNTAS, TOL AAPLYYO KOl TOV
dépuatoc mov TpokaAobvTol amd amokAeloTikd avaepoPia faxtpia (w.y. Clostridium spp.) evaicbnta
TN HETPOVISALOA.

3.3 Avrevosielg

Na pnv yp1oyYLoTOoLEiTaL GE TEPMTMOCEL NTOTIKAOV SIUTUPUYDV.

No punv ¥pMoLOTOoLETAL GE TEPIMTMCELS VIEPELOUGONGING GTO dPACTIKO GVGTATIKO 1) G KATO0 OTd TOL
£Kd0y0L.

3.4 E0wkég TpoEtdomomceLg

Koapia.

3.5 Iowitepeg mpo@UAGEELS KOTA TN Y p1oN

ISwaitepec mpo@LAGEELC Yo TRV 0c@OAN Yprion ota gion (dwv:

E&artiag ¢ mbavig petapAntomtog (dpa, yemypapikn 0om) oty epnpdvion Baktnpiov wov gival
avlextikd otnv petpovidaloAn, cuvietdtal n ANy Paktnploroyikod deiypatog kot 1 deEaymyn
dokiung evocnocioag.

Omote givatl SUVOTOV, TO KTNVINTPIKO QOPUAKEVTIKO TPOIOV TPETEL VO, YPTGLLOTOLEITOL LOVO KATOTLY
doxung evatodnoiog.
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Oa mpémet vo, AapPavovtal VTOYT| 01 ETIONUES, EBVIKEG KOl TEPLPEPELNKES OVTILUKPOPLUKES TOATIKES
KOTA TN YPNOT TOL KTNVINTPIKOD QUPLOKEVTIKOV TPOIOVTOG,.

ISwaitepec mpoouAdEeic Tov wpémel va Aauavoviot amd To GTOLO TOL YOPNYEL TO KTNVIOTPIKO
QOPUAKEVTIKO TTPoidV og Loa:

H petpovidaloin yopnyoduevn oe (do epyaotnpiov kabmg kol oe avlpmmoug €xetl Katadeibet
petaAlo&loyoveg kat yovidloto&ikég dotntes. H petpovidaloin xetl emPefoiopévn kapkivoyodvo
dpdon oe mepapatdlmo, Kot TG PTopEl va, (€L KAPKIVOYOVES EMOPACELS Kl GTOVG AVOPDTOVS
eniong. 201060, TO GTOYYEIN TOV VITAPYOVV Y10, TV KOPKIVOYEVETIKT dPAGT TG LETPOVISULOANG GTOVG
avBpodTovg gival averapk.

To KTNVIATPIKO PUPUAKEVTIKO TPOTOV UTOPEL VO TPOKOAEGEL ELOGONTOTTOINGT TOV 6EPUATOC. XE
TEPIMTOOT YVOOTNG vITepevalcdnciog ot HeTpovidaloin 1| og GALA Topdymya VITpoildaloAng 1| o
£va, a0 TOL CLOTATIKA TOL KTNVIOTPIKOD QOPUAKEVTIKOD TPOIOVTOG, AITOPVYETE TV EMOQY| LLE TO
KTNVIOTPIKO QOPLOKEVLTIKO TPOTOV.

Amopiyete TNV ETOQN UE TO dEPHO 1] TOVG PAEVVOYOVOVG, CUUTEPIAAUPOVOUEVTG TNG ETOPNC YEPT-
oTOUO.

IMo v amoeuyn 10106 ETAPNG VA OPATE 0SUTEPASTA YAVTLO, OTAV XEPILETTE TO KTNVIATPIKO
QOPUAKEVTIKO TTPOTOV KON Yia amevbeiog yopnynon o1o oTope Tov {Oov.

Mnyv emitpénete o€ GkOAOVG VIO Bepameio va YAEIPOLY ATOUO OUECMG PLETA TN AW TOV PUPUAKOL.
ITAdvete ta xépla petd ) ypnon.

Ye Tepinton ETAPNS LE TO OEPUA, TADVETE TPOGEKTIKA TNV eKTEDEEVT TEPLOYN.

H petpovidaldin pmopel va mpokarécel avemBounTec (VELPOAOYIKEC) UVTIOPACELC.

Amo@uyete TuYOLO KATATOGN.

Mnv mivete, TpdTe M| KOTVILETE KATA TN XOPNYNOT] TOV KINVIATPIKOD QUPUOKEVTIKOD TPOTOVTOC.

INa vo amo@iyete v TpdoPacn Tov TadoH 6T0 TEPIEXOUEVO, KAEIVETE TN QLA AUECHG LETA TN
ypPNon. Mnv aenvete T o0pLyy Tov TEPLEYEL EVAIDPM L 6€ BECT TTov BAETOVY Kot Tposeyyilovy Ta
ool o va amoeevybei | TpdcoPacn TV TodOV G XPTCLOTOMUEVES GUPLYYES, SLOTNPNOTE TIg
GUPLYYEC GTNV OPYIKT] CLGKEVAGIO PLETE TN XPTION.

e mepinton mov katd Adbog vrdpéel Katdmoon, va avalnoete apéomc wTpikn fondeta Kot vo
eMOEIEETE GTOV 1UTPO TO ECMOKAEIGTO PVAAO OONYLDV YPNGEWDC 1] TNV ETIKETO TOV PUPLOKEVTIKOD
TPOIOVTOC.

EmimAéov mpo@uld&eig Yo T Yopiynomn Tov KTNVINTPIKOD QOPLUKEVTIKOD TPoIdVTOG GTNV TPOPN:
AmotpéyTe TNV TPOGPACT TOV TOOIMV GTIV TPOPT TOV GKOAOD OV TEPLEYEL TO PAPLLOKO.
[Ipokeévov va amopegvybei n TpdSPUcT TOV TOOIOV GTIV TPOPT TOV GKVAOD OV TEPLEYEL TO
QAPLOKO, YOPNYNOTE VA LEPOC TNG TPOPNC TOL TTEPIEYXEL TO PAPLOKO Kol TEPIUEVETE UEXPL TO (DO Va
TO KOTOVOANDGEL EVIEAMG KO GTY] GLVEXELN VO YOPNYNOTE TO LIOAOITO TNG TPOPNG. XOPNYNOTE TN
Oepaneio o B€om mov dev PAETOLV Kt dev mpoceyyilovv ta madid. Kdbe vrorepa tpopng mov
TEPLEYEL PAPLLOKO TPEMEL VAL ATOLLOKPVVETAL AUECHG KOt TO d0YEl0 va TAEveTal KOAL. Dopdte YavTio
Kol TAEVETE Ta P10 GOG OTOV XEPILEDTE TO KTNVIATPIKO POPUOKEVTIKO TPOTOV Ko Kabapilete To
doyeio @ayntov, 1o onoio mePIEl e TO PAPUAKO.

Idwoitepeg mpoUAGEELS Yo TV TPOGTAGia TOL TEPBAAlovToc:

Agv 1oyvet.

3.6 AvemOovpnto cvppdavra

YKkoAoL:

IToAd omdvio

Nevporoywkd countopoto™
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(<1 Lo / 10.000 vrd Bepancia Loa,
GUUTEPIAUUPBOVOUEVOV TOV LELOVOUEVOV
oVaQOPOV):

Mn kaBopiopévn cuyvotnto (dev umopei va "Epetog
exTiunOei pe Paon to drabécipa dedopéva)
Hroatwn to&ikmon (to&ikmon fratog)

Ovdetepomevia

*10lwc petd and mapateTouévn Beponeio pe petpovidaloan.

H avagopd avembountov coppdviav etvar onpavtiky. Emitpénet n ocvuveyn mapakorobbnon g
OCQAAELNG EVOC KTNVIOTPIKOD POPUOKEVTIKOD TTPOTOVTOG. Ot avapopEc TPEMEL VO OTOGTEALOVTAL, KOTA
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNG AOEL0G KUKAOPOPING 1) GTOV TOTIKO OVTITPOCOTO
ToV gite otV €Bvikn appddio apyn LECH® TOL EBVIKOD GLOTHLATOG OVAPOPAS. AvatpéETe 6To PUAAO
00N YLDV YPNONG Y1 TO AVTIGTOLYO GTOLYEIN EMKOWVMVING.

3.7 Xpnion katd v kdnon, T yorovyio 1 TNV @otokio.

Konon:

Meléteg og melpapatdlma KaTESEIENV avTIPATIKY OTOTEAEGLOTO OGO APOPd TIG
TEPATOYOVES/EUPPLOTOEIKEG EMOPAGELS TNG LETPOVIOULOANG. ZVVETADGC, 1) XPNON TOV KTNVIATPLUKOD
QOPUOKEVTIKOD TPOTOVTOG OEV CLUVIGTATL KATA TN SLAPKELD TNG KVT|OT|G.

TaAovyia:

H petpovidaloin amexkpiveTol 6To YOAQ KOl G EK TOVTOV 1] ¥PNOT TNG OEV GLVIGTATOL KOTA TN
dlapKeto TG YoAovyiog.

3.8 AlnAemiopaoct pe GALa QUPUOKEVTIKG TPOTOVTO KOl GALES NOPPEG aAlnAieTiopaong

H petpovidaloin pumopel va dpa ovacsTOATIKG GTNV 0modouUNnon dAL®Y 0vGIdV 6T0 fITap, OTWOE M
QOVVTOIVN, 1 KUKAOGTOpPivN Kal 1 Pappopivn.

H owetidivn pmopel va peudoetl tov HeTo oMo TG HETPOVISALOANG OTO AP UE ATOTELECLO TV
aLENUEVN CLYKEVTPWOOT TNG LETPOVIOALOANC GTOV 0pO ALLATOG.

H poawofapprrain uropei va avénoet tov petaforliopud g HetpovidaldAng 6To NTop LE ATOTEAEG L
TN HELOUEVT CLYKEVTP®ON TNG HETPOVIOULOANG GTOV 0pd aliplaToc.

3.9 Odoi yopfynong kar docoroyia

Xpnon amnd 10 GTOLA.

H ocvvietdpevn do6on givar 50 mg petpovidaloing ava kg copatikod Bdpovg avd nuépa (dniadn 0,4
mL avd kg copatucod Bapovg), katd mpotipnon yopnyovuevn og dvo 1oodvvapeg 66celg (dniadn 25
mg, ta onoia teodvvapovy pe 0,2 mL avd kg copatikov Bapove 00 popéc nuepncimg) yio 5-7

NUEPES.

INa ) dwwopdiion g cwotg docoroyiag Ba Tpémetl va voAoyileTal T0 60TO GCOUATIKO PAPOg OGO
70 dUVTO AKPIPECTEPA Y10 TNV OTOPVYT| VTOO0GIOC KOl VTEPOSOGOAOYING.
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O ax6Aovbog Tivakag TpoopileTar @G 0NYOS Y1 T XOPNYNOT| TOV KINVIATPIKOD QUPUOKEVTIKOV
TPOIOVTOC GTOV OYKO oV avTioTolyel, eite 25 mg/kg yio yopnynon 6vo popéc nuepnoiong 1 50 mg/kg
YL xopfiynon pio popa nuepnoiong.

Mopadeiypato | Oykog ya yopnynon 25 | Oykog yia xopnynon 50
COUOTIKOD mg/kg 300 Qopéc mg/kg o popd
Bapovg (kg) nuepncing nuepnocing

1 0,4 mL

2 0,4 mL 0,8 mL

3 0,6 mL 1,2 mL

4 0,8 mL 1,6 mL

5 1,0 mL 2,0 mL

10 2,0 mL 4,0 mL

15 3,0 mL 6,0 mL

20 4,0 mL 8,0 mL

25 5,0 mL 10,0 mL

30 6,0 mL 12,0 mL

35 7,0 mL 14,0 mL

40 8,0 mL 16,0 mL

IMa d0cg1g Tov amaTohy TEPIGGOTEPES OO VO YEUIGUEVEG CUPLYYES, 1| XOPNYNON TPEMEL VAL YiveTaL
00 QOPEG NUEPNCIMG, TPOKEWEVOD VO EAAYLOTOTTOMB0HV T COAALATO LETPTOTG KO SOGOAOYING.

To mdG10 evardpnpa xopyeiTal LEG® TNG GLGKELOAGING TOV TEPLYPAPETOL TOPAKAT®:

[Xvokevacio pe topo ac@areiog]

A - Avaxwvniote KaAd ) eriAn Tpwy omd T ypnon.

B - Eef1dmote 10 TPOoTATEVTIKO EMITOLA.

C — ITiéote otabepd ™ ParPida pe 1o GKpo TN GUPLYYOS

D - Kabmg miélete, mepiotpéyte T ovptyya mpog o 6e€1d (3e€100TpoPa) UEYPL VO ELPAVIGTEL 1)
TPAGIVI YPOUATICTN EVOEIEN GE GYNUA YAUOYEAOD.

E - Avamodoyvpicte T QAN KOl 0VOPPOPTGTE TO GUVIGTAOUEVO GYKO KTNVIOTPIKOD PUPUOKEVTIKOD
TPOIOVTOC 6€ avamodn 6éon.

F - Mo\ig amocvpete e 1 GOpLyya T GOGTH TOGOTNTO KTNVINTPIKOD QUPUOKEVTIKOD TPOIOVTOC,
Eefdmaote TN oVPLYYa 0o TO KOTAKL YOPIS va TELETE TEPIOTPEPOVTOS TNV TPOG TA. APLOTEPH
(ap1otepOoTPOPX) HEYXPL VA ELPAVICTEL EvE 1 KOKKIVY XpOUOTIOTH EVOEIEN OE GYNUa XapdYELOL,
ovveyioTe Vo TEPIGTPEPETE Y1 VO, aocLVOEDEL | cvpLyYQ.

To ovotnua uropei emiong va kKieioel Teplotpépovtag T Aof1] SOKTOA®Y XEPOKIVITA.

G - Bidwote Eavd micm To TPOSTATELTIKO EMITMLLOL.

XopNnyNoTe TO KTNVIOTPIKO POPLOKEVTIKO TPOTOV OVOUELELYLEVO LE £Vl LEPOG TNG TPOPNG N
amevbeiog 610 otopa Tov {hov. Dopdte ASATEPACTO YAVTIH OTOV XEPILECTE TO KTNVIATPIKO
QOPUAKEVTIKO TPOTOV KaUM OTAV YOPNYEITE TO KTNVIOTPIKO QOPUOKEVTIKO TPoidv amevbeing 6To
otépo Tov {mov.

Otav yopnyeite 10 TPoidV pe TNV TPOPN, TEPLUEVETE HEYPL TO (DO VO KATAVIADGEL EVIEADG TNV TPOON
OV TEPIEYEL TO PAPLLOKO KO EMELTA YOPTYNOTE TO VIOAOUTO.
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PRODUCT DESCRIPTION

0—;
2a Dosing syringe

%
g JH

—4

1 Protective overcap

2a Valve

2b Finger grip e

3 Colored smile:red = closed / green = open

2a Valve
Zoom

2b Finger grip

Zoom of valve with
positioning of syringe tip

ryeg

[Xvokevacia pe rooTtéd TOpa]
A-Avaxviote KoAd TN QLEAN TP omd T Xpo.
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B-ITiéote duvatd mpog ta kaTo Kot oTpiyTe 0e&ld TO £YYP®UO TUALO TOV TOUATOG LEYPL VO
OCQOAALOTEL.

C-Avoi&te T0 E0KOUTTO GUVIESEUEVO TAOUCL.

D-Tonobetmote T cbpiyya otn @roAn og 6pOio Béon.

E-Avamodoyvpiote Tn @4AN Kot 0vOpPOPNOTE TO GUVIGTMOUEVO OYKO KTNVIATPIKOV POPLOKEVTIKOD
TPOIoVTOC 6 avamodn Béon

F-MoAig yepioete, yopiote ) @A og 6pOia BEon Kot amoouvdEaTe T cOpLyyo

G-K\eilote 10 0KOUNTO GUVOESEUEVO TTAOLLOL.

H-Zrpiyte apiotepd kot tpafné&te mpog ta Thve 10 EYYPMUO TUAKO TOV TOUATOG.

XopMyNoTe TO KTNVINTPIKO POPLOKEVTIKO TPOTOV OVOUELELYLLEVO LE £Vl LEPOG TNG TPOPNG 1)
angvBeiog 610 otopa Tov {Hhov. Dopdte ASUTEPAGTA YAVTIH OTAV XEIPILESTE TO KINVIATPIKO
QOPUOKEVTIKO TPOIOV KaL/T OTOV YOPNYEITE TO KITNVINTPIKO POPUOKEVTIKO TPOoidV amevbeiog 6To
otopa Tov {mov. Otav yopnyeite To KTNVIOTPIKO QOPUAKEVLTIKO TPOTOV LLE TNV TPOPN, TEPIUEVETE
péypt to {dO VoL KOTAVOAMDGEL EVIEANDG TNV TPOPT| TOV TEPIEYEL TO PAPLOKO KOL ETELTA YOPTYNOTE TO
vROAOTO.

i
N (O] U a “ T iﬁ(
/yﬁf" | & BA @@ .

3.10 ZopntOpeTe VTEPI0GOA0YINS (KO KATE TEPITTOGT, LETPA UVTIUETOTIONG KOL UVTIOOTO)

Ot avemBOunTeg evépyeleg eivar TBavOTEPO Vo ELOAVICTODV o€ dOOCELS Kol d1apKeleg Bepameiag, ot
omoieg vepPaivovy To cuvieTdpevo Bepamevtikd oynuo. Edv epeavictovy veuporhoyikd COUTTMOUOTO,
N Bepamneio Oo Tpémel va Stokomel kot 0 0oBevIc Ba TPEMEL VAL AVTILETOMIOTEL GUUTTMLOTIKAL.

3.11 E1d1xoi epropiopoi yp1ong ko 101Kkég ovvOnkeg yp1one, cvumepriappoavopévev
TEPLOPIOUAV OTI| YP1IOT] AVTIHIKPOPLOKADV KO AVTITOPUCLTIKAV KTIVIITPIKAV QUPULUKEVTIKAOV
TPOIOVTOV TPOKEUEVOL VO TEPLOPLGTEL 0 KivOLVOg avaTTuEng avToyg

Agv 1oyvet.

3.12 Xpovor avopovig

Agv 1oVt

4. DPAPMAKOAOTI'IKEX IIAHPO®OPIEX

4.1. Koowog ATC vet: QP51AA01

4.2 ®oppokodvvVopIKI

H petpovidaloin die1edvel ota faxtipla kot ot cuveyela petafoliletar amd to evaicOnrta faxtipia
(avaegpoPra). Ot petaforitec mov dnpovpyovvral £xovv To&ikn enidpaocr oto Paktipia, ol omoiot
ouvoéovtal pe 1o DNA tov Baktnpdtokodv kuttdpov. ['evikd, n petpovidaldin ivor Baktnploktévog
ovoia yio To evaictnta faxtipla 68 GLYKEVIPOGELG ioeg 1 Alyo vYNAGTEPEG OITd TNV EAGYIOTN

avaotaATikn ovykévipwoon (MIC).

O EAdyioteg Avaotartikég Xvykevipooelg (MICs) yia ) petpovidaloin éxovv kabopiotel otV
Evpann, ya axthipia 6Toéyove Tov amopovadnkoay amd cKOA0VG Pe YaoTpevIEPIKN Aoipmén To 2016.

Eidn MIC g0pog (ng/mL) MIC50 (ug/mL) | MIC90 (ug/mL)

Clostridium spp. 0,5-2 1 1
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(C. difficile & C.
perfringens)

Ot EAdyioteg AVOGTOATIKEG XVYKEVIPOGELG TV EeTalOUEVOV TaBOYOVOVY ELEAVICAY LOVOTPOTO
TPOQik KATAVOUNG HE KaAn gvatotnacia mpog ) petpovidaloin. Kivikd dpia evaicOnociag* yuo tnv
petpovidaloin amodeiybnkav yia to avaepdPra: evaicOnrta: <8 pg / ml; evorduesa: 16 pug / ml;
avOextikd: >32 pg / ml

2OUQOVO LE aVTA Ta Opla evancOnciag dev mapatnpNONKay KAMVIKAE avOEKTIKE GTELEYT TV
naboyovav Clostridium spp.

*(CLSI, 2017. Performance Standards for Antimicrobial Susceptibility Testing -Twenty-Seventh
Edition M100. Clinical and Laboratory Standards Institute (CLSI), Wayne, PA 19087-1898 USA)

Khlvikd 1 petpovidaloin dev €xel Kapio oETIKY ETIOPUCT] GTO TPOULPETIKA ovaepOPia., OMOKAEISTIKA
aepOPia kat pikpoaepdPLa PaxTrpla.

H petpovidaloin dpa emiong Evavit tov tpotolowwv. Edidtepa, katd tov Giardia spp. n
peTpovidaloAn oToyevEL TPMTIGTMOC TOVS TPOoPOLwites (EVEPYOC OVOTAPAY®MYN TOV TOPAGITOV) LUE
ATOTELECUO TO BAVATO TOVG KOl KOTO GUVETELY, 00N YDOVTOG GE OPOUOTIKY LEIOT TNG amoBoAng
KUGTEMV.

4.3 ®OoppoKOKIVITIKY

Metd and yopnynon s vynidtepng 86ong (50 mg/muépa/kg copatikod Bdpovg), n amdivtn
Brodwabecipotnra elvar 98% oe vnotikovg okdrovs. H péon péyiom ovykévipoon (Cmax) ntav 62,4
ug/mL +/- 9,7 (uécog 6pog +/- SD) 610 TAAGH aipoToc, 1 oroia Tpokvmtet petad 0,25 ko 4 opov
petd amd yoprynon (Tmax). H tpoen £dei&e 01t peidver tn Prodabecipdtnta mov yopnyeitol amd 1o
oTOUM, M| OTTola TOPAUEVEL VYNAN 0TOVG TAIGHEVOLG oKVAOVGS pe oyeTikd F 81% (ue F ynotikog =
100%). H petpovidaldin domepva Tovg 16TOVE Kt T0 VYPE TOV GMUATOC, OTMS TO GOAL0, TO YAAQ, TIG
KOATIKEG eKKkpioelg kot To onéppa. H petpovidaldin petaforiletor oto fmap, pe o&eidmon g
TAELPIKNG 0AVGIdag Kot ohvOeST YAvkovpovidiov. Kat o1 00 petafoliteg kot to apetdfAnto
Qaproko arofdAiovtal oto ovpa (Kuplwg) kat To Korpava. H numepiodog amofoing sivat peta&y 3
KOl S opov.

5. ®APMAKEYTIKA XTOIXEIA
5.1 Kvpiegc acopfoatotnreg

AOY® EMAEIYNC HEAETDV 0oLUPATOTNTOG, TO TAPOV KTNVIATPIKO POPUAKEVTIKO TPOTOV deV TPEMEL VO,
OVOULETYVOETOL LE GAAD KTNVIOTPIKG QOPUAKEVTIKA TPOTIOVTA.

5.2 Awdpkero Comg
Avdprera Long TOL KTNVINTPIKOV POPUAKEVTIKOD TPOIOVTOG COLPMVO LIE TN GUCKELOGIN TOANONG: 3
YPOVIQL.
Atdprero {oNg HET TO TPOTO AVOLYUa TNG OTOLEIDOOVE GVGKEVOGING:
-y T @A Tov 30 ml: 3 pnveg
- v TN @A Tov 100 ml: 6 prveg
5.3 Idwitepeg mpo@uAdierg KoTd T QUAAEN TOV TPOIOVTOS
Na pvidooetan o Oeprokpacio pikpotepn tmv 30 °C.

5.4 ®VYon ka1 6OvOEGT TG OTOLYELMOOVS GVCKEVUGING

Agvkn adopavig OLIAN amd TepePBUAKO TOAVAIBVAEVIO KAELOTT LLE TAOGTIKO TML XOPYNONG.
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Xdaptivo kovuti Tov mepléyet o eraAn Tv 30 ml 1} tov 100 ml kot o Babpovounuévn cupryya tov 3
ml.

- CLOKELOGIO LLE OO TECTG:

o] ovokevacia twv 30 ml: Agvkn adto@avig eraAn ond tepe@baiikd molvatbviévio (PET)
g€omhouévn ue Topa wieong derypatoAnyiog omd toilvmponvAiévio (PP) e toua amd cilikdvn kot
pa cuptyya omd torvmponviévio (PP) tov 3 ml o ydptivo kovuti.

0] ovokevaoio tov 100 ml: Aevkn adtapavig elain omd tepe@Baiicd moivoiBviévio (PET)
eEomhouévn ue Topa wieong dstypatoinyiog amd morlvrporvAévio (PP) pe topa amd cidikovn kot
pio cupryya omd torlvmponviévio (PP) tov 3 ml o ydptivo kovuti.

- ovokevocio e BOmTo KomdKt:

o] ovokevaoio tov 30 ml: Aevkn| adtaeavig eraAn amd tepeeBoiikd mtolvaibvrévio (PET)
eEomhopévn pe Prowtd Komakt derypotoinyiog amd toAvaiBviévio (PE) pe ocppayida amod
molvabvAiévio (PE) kot o cdpryya yia méciun yoprynon ond molvmponvriévio (PP) tov 3 ml og
YAPTIVO KOVTL.

0] ovokevaoio tov 100 ml: Aevkn adiapavig elaAn omd tepe@baiicd moivadviévio (PET)
eEomhopévn pe Prowtd Komakt derypotoinyiog amd moAvaiBviévio (PE) pe ocppayida amod
moAvatdvAévio (PE) kot pa cdpryya yia méciun xopriynon and molvmporvriévio (PP) twv 3 ml oe
YAPTIVO KOLTL.

Mmropel va, unv KokAo@opoOV OAEG 01 GLCKEVAGIES.

5.5 Ewkég Tpo@uAdEELlS amoppLyng EVOS YPNGLROTOIN0£VTOg KTNVIATPIKOD QUPIAKEVTIKOD
TPOIOVTOG 1| GAAOV VAKOV TTOV TPOEPYOVTAL A0 T1] YP1)C1) TOL TPOIOGVTOC, AV VITAPYOVY

Ta papuake dev TPETEL VO OTOPPITTOVTOL HECH TOV ADUATOV 1) TOV OIKIUK®V OTOPANTOV.
XPpNOHOTOOTE TPOYPAULOTO ETIGTPOPNG PAPUAKMOV VIO TNV ATOPPIYT] LT YPNOLLOTOINOEVT®OV
KTNVILTPIKOV QOPUOKEVTIKOV TPOIOVI®V 1] GAA®V DVAIK®V TOV TPOEPYOVTAL Ol TN (P1OT) TOVG
GULPOVA LLE TIC TOTIKEG ATOITNGELG KO PLe TUYXOV EBVIKA CLUGTIOTO GLAAOYNG TOV LGYVOVV Y10 TO.
GYETIKA KTNVITPIKA QOPUUKEVTIKA TPOIOVTA.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

VIRBAC

7. APIOMOX(OI) AAEIAY KYKAO®OPIAX

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepopnvia 1" éykprong: 17/12/2018

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY IIPOIONTOX

12/2023

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

Na yopnyeitatl LOVoV Le KINVIOTPIKT GUVTAYT.

9110



Agmtopepeic TANPoPopieg Yo TO €V AOY® KTNVINTPIKO QOPUOKEVTIKO TPoidv givol dtabéoieg ot
Béon dedopévav g EE yo ta ktnviatpikd tpoidvra (https://medicines.health.europa.eu/veterinary).
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