IHAPAPTHMA 1

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

YURVAC RHD &vécipo YOAGKT®UO Y10 KOUVEALA.

2.  MOIOTIKH KAI ITOXOTIKH XYNOEXH
Kabe d6om twv 0,5 ml mepiéyst:

ApPOOTIKO GVGTATIKO:
Avacuvdvaouévn Tpoteivn koyidiov tov 100 RHDV?2 RP *>0,7

* Tyetwkn dpactikotnra (dokipacio ELISA)

Av0060eVIoYLTIKY] OVGia:
Light mineral oil 104,125 mg

"Exooya:

MMocotuki 6vvOesn av o1 TANPOPOPiEg AVTEG
givan oNUOVTIKEG Y10 TN 6OGTY] 0PIy 0N TOV
KTNVWWTPLKOD QUPUUKEVTIKOD TPOIOVTOG

IowoTiKi] 60VOEo EKOOY OV KOl GAL®Y
GVOTUTIK®V

Polysorbate 80 0,03 ¢g

Sorbitan mono-oleate

Sodium chloride

Potassium chloride

Disodium phosphate dodecahydrate

Potassium dihydrogen phosphate

Water for injections

A€VKO OLO10YEVEC YOAAKTOLLA.

3. KAINIKEX ITIAHPO®OPIEXZ

3.1 Eion {oov

Kouvvéha, coumeptiapfovouéveoy Tov KOUveEAM®Y GuvIpoeLag (Vavol).

3.2  OgpamevTikég gvocifelg Yo kG0e gidog Laov

Mo v evepyntikn avocomoinen Kovveldv amd v niikio tov 30 nuep®dv Kal £TELTa, Yio T peioon
g Ovnowwdtog and apoppayikn voco tov kovveldv (RHD) mov tpokaieitan omd Tov KAAGIKO 10
RHD (RHDV) ko ta toporiayuéve oteréyn (RHDV2), coumepthappavopuévoy tav aKpg

AOLLOYOV@OV GTEAEYDV.

Eykatdotaon avooioc: 7 nuépeg yio RHDV?2
14 nuépec yuu RHDV

Awpkela avooiog: 1 €1og

INa mabntikn avocsomoinon évavtt tov RHDV2 (dev €xel amodeydel Evavtt modd 10y0vVav oTeEleEXDV)
TOV AToyOovVeV TV eufollacuévev (dov Yo tovddyiotov 30 nuépes.



3.3  Avrevositeig

Na unv ypnoiponoteital o€ mepinTmon vaepevoIcHnciog 6To SPASTIKO GLGTATIKO, GTNV
OVOCOEVIGYVTIKT 0Voia 1] 6€ KAmo10 £K00YO.

3.4 E0wkég TPOoELOOTOM|GELS
Na epportalovion uévo vy {oa.
3.5 Idwitepeg mpopuiaters Katd TN yp1ion

[dwaitepec TPOo@LAGEELS Y10 TV ac@aAn yprion oto €101 Ldwv:

O yep1ordg TV KLOPOPOVVTMOY ONAVKOV TPETEL VAL YIVETOL N)TTLOL Y10 VO, AITOPEVYETAL 1 KATOTOVNON
(oTpec) Kot o Kivovvog amofoinc.

Agv €yxel yivel kopio HEAETT AOPAAELNG GYETIKA LE TIV OVATOPUYDYIKY] 0TOS0CT| GE OPCEVIKA
KOUVEALOL.

Idwaitepeg Tpo@LAGEELS TOL el vo Aopdvovial ard To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPULOKEVTIKO TTPoidV oe LMoL

IIpog Tov ypriot:

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TEPLEYEL TAPUPIVELOLO. LE TEPITTMON TVYOLOG
éveonc/avtoéveong umopel vo TpokAndei évtovog movog kot €£0idnoT, W1LTépmc av 1 £veon Yivel og
apBpwon 1 o€ SAKTLAO. L€ GMAVIEC TEPUTTMOELS ALTO UTOPEL VAL EYEL OC OTOTEAECILA TV ATMAELD, TOV
doKTOAOV, 0V dev Tapacyedel apeon wTpikn epovtida. Av kotd Adbog odg xopnyndei avtod to
KTNVWOTPIKO QAPLOKEVTIKO TPoidV, KOO Kot oV 1) TocOTNT vl TOAD pikpr, (nTMote apécmg
Tpikn cvpPovAn, £xovtag poll cog to EUALO odnyldv xpriong. Edv o movog empsivet yia
ePLocOTEPO 0o 12 dpeg petd v wrpikn e&€taom, (NTNoTe Kot TOAL 1TPIKT GUUBOVA.

IIpog Tov wTpod:

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TepLEyel mapapvérato. Tuyaia Eveon pe avtd To
KTNVIOTPIKO QUPUAKEVTIKO TPOTOV, OKOLT KOl € HKPEC TOGOTNTES, EVOEYOUEVMS VO TPOKAAECEL
évtovn e€oidnom, N omoia, UTOPEL, Yo TAPASELY LA, VO £XEL MG ATOTEAEGLOL IGYUUIKT VEKPOOT), KOO
Kot omdAELe dakTOA0L. Amatteiton 1 AMEZH e€e1dtkevpév Y1povpyikn povTidn Kot EVOEXOUEVMG
PO O1AvVOIEN Kot EKTAVCT| TNG TEPLOYNGS TTOL EYLVE 1) £VEGT), WOINTEPMOS OTAV APOPA TN pdryo TOV
SOKTOAOV 1] TOV TEVOVTAL.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:

Agv 1oyVet.
3.6 AvemOvpnta copfavra

Kovvéha, copmepthapfovopévey Tmv KOLveM®OV cuvIpoeldc (vévol):

TToAD cuyvé Avénpévn Bepuokpacio
dLeypovn 6to onueio g éveong?

(> 1 Lwo / 10 vrd Bepomeio {da):

'H vymAodtepn kot’ dropo ovéEnon Oeppokpascioc Tov opfod frav 1,15 °C, n onoio emavirde otic
QLGLOAOYIKES TILEC 24 DPEG apydTEPO.

2 Mmnopei va mapatnpndst pAeypovn (< 2 cm) oto onueio g éveons. Avtég ot TomkéS avTidpacelg
petmvovTon oTodloKa Kot eEapavilovtar yopic va ypelaotel Oepameia.



H avagpopd avemBountov cuoppdviov sivor onupovtikn. Emttpénet ) cvveyn topakolovdnon e
0oQAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPING €iTe otV €BVIKN appodia
apyn LEC® TOV €BVIKOV GUGTNUATOG OVOPOPAS. AvaTpEETE 6TO PLAAASIO TNG GLOKEVACING Y1d TA
ovTtioTor o oTolXEln EMKOVOVING.

3.7 Xpion katd TV KON61), TN Yorlovyia 1] TNV ®OTOKIM

Kdnon kot yolovyia:

Mmropei va ypnoiporomn el katd tn S1dpKela TG KOToNG Kot TG YOAOLYiog.

3.8  Aliniemiopaon pe GAho QUPRAKEVTIKG TPOIOVTO KOL AALES pOPPES aAInAenmidpaong

Agv VIapYOVV TANPOPOPIES GYETIKA [LE TNV OCOAAELN KOl TV OMOTEAEGLLATIKOTITO AtO TNV YP1|OT| TOV
gv AOY® gufolriov pe 0mo10dNToTE GALO KTNVINTPIKO Pdpuoko. H amdpaomn yio ) xopfynomn tov v
AOY® epPforiov Tpiv N A0 LETA TN YOPTYNOT OTOLOVINTOTE GAAOV KTIVINTPIKOV POPUAKOV, TPETEL VO,
AapBdvetar katd mepinToon.

3.9 Oodoi yopriynong ko d0coroyio

Ymodopia yprion.

IIpwtoyevig epPortacpodg:

Xopnynote pio d6om (0,5 ml) pésm g vIoddpLag 0500 Ge KOLVEALD Ao TV NAKia TV 30 nuepmdv

Kot metta.

Enravepfoiocuoc:
Enravepfoidote emoing pe pia d6om (0,5 ml) pe vrodopia Eveon.

Aopnote 1o euPodrio va ptaoel o€ Bepuokpacio dwpatiov Tpv amd T ypNom.
AvVOoKIvioTE KOAG TPV aTd T YopNynon.
3.10 ZoprtOpeTe VTEPIOGOA0YINS (KOL KATH TEPITTMOGT, PETPA UVTIUETMOTLONG KOL AVTIOOTA)

Agv mopatnpnOnkoy dAreg avemBOUNTEC EVEPYELEC EKTOC OO EKEIVEC TOV OVOPEPOVTOL GTNV EVOTNTA
3.6 peTd TN YopNYNON MG STANG d66MC.

3.11 Eidwoi wepropiopoi yprone kKou e01KES oVvONKeg (pfioNs, sopTePLAdufavopséveov
TEPLOPLOUAV GTT] YP1OT CVTLIKPOPLOKAV KOl OVTITUPUGLTIKAOV KTNVIOTPLKOV
POPRUKEVTIKAV TTPOIOVTOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTLENG AVTOYNS

Agv 1oy0eL.

3.12 Xpodvor avapovic

Mndév nuépeg.



4. ANOXZOAOTI'TIKEX IAHPO®OPIEX

4.1 Kmowog ATCvet:

Kwdwkoég ATCvet: QIOSAV.

To euPorto mpoopileton va dieyeipetl v evepynrtikn avocio évoavtt tov RHDV kot tov RHDV?2 ko
v madntikn avocio évovtt tov RHDV2. H nabnrtikn avooio katd tov eEopetikd 107evodg GTEAEXOVC
RHDV?2 dev doxipdotke. Ta vedtepa {da eivol puOIKE TPOOSTOTELUEVE EVOVTL TOV KAAGTKOD 100
RHD.

H dpaotikn ovoia tov gufolriov eival n avacvvovacuévn mpwzeivy kayidiov yio tov RHDV2 (16
OLLOPPAYIKNG VOGOL TWV KOVVEA®MY TOTOL 2), 1] 0010 VTOCVLVOPUOAOYEITAL GE COUATIOWN TTOV
opotalovv pe 10v¢ (VLPs).

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopeg acopparotnreg

No unv avoperyvoetal pHe GAAO KTNVIATPIKO PAPUAKO.

5.2 Awpkera Lomg

Audpkela {ONG TOL KTNVINTPIKOD QAPUAKEVTIKOD TPOIOVTOC COLLPMVA, LLE T1 GLOKELAGIO TOANONC:
1 étoc.

Avdgpxela {ong LeTd 1o TPMTO Avoryla Tng OTOEIDMA0VS cuokevaoiag: 10 dpec.

5.3 Iowitepeg Tpo@uAGEELS KOTA TN OVAXEN TOV TPOiIdVTOG

Na puldooetal kot vo petapépetol og yoyeio (2 °C — 8 °C).

Na punv katoyvyetol.

Na puidooetal To LOAIS10 6TO EEMTEPIKO KOVTL Y10l VO TPOCSTATEVETAL OO TO PG,

5.4 ®von ko 6OVOEST] TG GTOLYELDOOVS CVGKEVUGINGS

Drolidio amo aypopo yvori tomov I pe 0,5 ml (1 86on) xar 5 ml (10 d6ceLg).
Ta eoAidio gival KAelopéEVO e EAAOTIKO TOUO EIGYDPTONG KOl TMWO GAOLUVIOV.

Droridwo amo aypopo PET tomov I pe 20 ml (40 866¢€15) kot 100 ml (200 docelg).
Ta @oAido eival KAeEIoUEVO e EAAOTIKO TOUO EIGYOPTONG KOl TMIO GAOLUVIOD.

2VoKeLOoiEC:
Xaptwvo kovti pe 10 yvdhwva eraridw tg 1 d6ong (0,5 ml).

Xaptwvo kovuti pe 1 yudAvo groridio tav 10 dd6cewv (5 ml).
Xaptvo kovuti pe 1 @rarido and PET tov 40 d6cemv (20 ml).
Xaptwvo kovuti pe 1 @larido andé PET twv 200 66cewv (100 ml).

Mmropei va, unv KoKAOPOPOLV OAEG Ol GLOKEVAGIES.



5.5 E10wkég Tpo@uAaEELS amdppLyng VOGS Ui A PGLHOTOIN0EVTOG KTVIATPIKOD QUPIOKEVTIKOD
TPOIOVTOG 1] GAAOV VAKAOV TTOV TPOEPYOVTUL OO T1) Y P1)G1] TOL TPOIOVTOS, AV VAP OVY

To eapuoxe dev TPEMEL VO ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAKDV Y10 TV OTOPPIYT U1 XPNOUOTONOEVT®V
KTNVIOTPIKOV QUPLOKEVTIKMVY TPOIOVIOV 1] GAL®Y DAK®V OV TPOEPYOVTOL OO T YP1OT TOVG
GUUPMOVE, LE TIG TOTIKEG OTOITNOELS KOl UE TUYOV EBVIKA GLGTHUOTO GLALOYNG TOV 1GYVOVV Y1d TO
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/23/298/001

EU/2/23/298/002

EU/2/23/298/003

EU/2/23/298/004

8. HMEPOMHNIA IMNPQTHXE EI'KPIXHX

Hpepounvia Ing éykpiong: 11/09/2023

9. HMEPOMHNIA TEAEYTAIAX ANAOGEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

10. TAZEINOMHZIH TON KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN

Na yopnyeitor pé6vov pe KTNVIOTPIKT GUVTOYT.

Aentopepeic TANPOoQOpPiEg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv ivar dtabéoieg otn faon
dedopévarv g EE yua ta ktnviatpukd tpoidvta (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary
https://medicines.health.europa.eu/veterinary

ITAPAPTHMA 11

AAAQOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAX

EIAIKEX ATTAITHXEIX ®PAPMAKOEIIAI'PYIINHXHX:

O KAK xataypdoet otn fdon dedopévav @aprokoemaypOTvnong OAo To. OTOTEAEG AT KO TIG
exPdoeig g dadikaciog diayeipiong onUdTeV, CLUTEPIAAUPOVOUEVOD TOV CUUTEPAGLOTOC GYETIKA
UE TN 6XE0N 0PEAOVG-KIVOVVOD, GUUPMOVE, LE TNV aKOAOVON cuyvoTnTa: £TNGimg.



ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EINIIXHMANXH



IHHAHPO®OPIEX ITIOY IPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

YURVAC RHD &véotpo yoraKTmua, yio KovvEALQ.

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ké0e 660om toov 0,5 ml mepiéyet:

Avacuvdvaouévn Tpoteivn koyidiov tov 100 RHDV?2 RP *>0,7
* Yyetikn Opaotikotnta (dokipacio ELISA)

3. YYXKEYAXIA

10 x 1 860 (0,5 ml).
10 d6ceig (5 ml).

40 d0ooe1g (20 ml).
200 d60o¢1g (100 ml).

4. EIAOX(H) ZQOY(QN)

Kovvéha, copmepthapfovopévey Tmv KOLVeEM®OV cuVTPoPLdG (Vévol).

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHEZHX

Ymodopia ypnon.

7. XPONOI ANAMONHX

Xpovog avapovig: Mndév nuépec.

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to mpdTo dvorypa, ypron evioc 10 mpmv.
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9. EIAIKEYX XYNOHKEX AIATHPHXHX

No @UAACCETOL KOl VO LETOPEPETUL GE YVYETLO.
Na punv katoyvyetol.
Na puidooetal To LOAIS10 6TO EEMTEPIKO KOVTL Y10l VO TPOGTATEVETAL OO TO PG,

‘ 10. OI AEEEIX «(AIABAXTE TO ®YAAO OAHT'TQN XPHXHX IIPIN AITIO TH XPHXH»

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPTOT.

‘ 11. OI AEEEIX «<AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKN YPNoM.

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

Na puAdooetor og 0éom, TV onoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadLd.

13. ONOMA TOY KATOXOY THX AAETIAYXY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/23/298/001 (1 860m)
EU/2/23/298/002 (10 360¢1S)
EU/2/23/298/003 (40 360¢1S)
EU/2/23/298/004 (200 366€1c)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuoc}

11



HHAHPO®OPIEX ITOY IPEITEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH
YXYXKEYAXIA

DIAAIAIO TQN 200 AOXEQN.

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

YURVAC RHD &vécijo YOAGKT®UO Y10 KOUVEALA.

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

Ké06e 660om tov 0,5 ml nepiéyet:

Avacuvdvaouévn Tpoteivn koyidiov tov 100 RHDV?2 RP *>0,7
* Yyetikn Opaotikotnta (dokipacio ELISA)

3. EIAOXZ(H) ZQOY(QN)

Kovvéha, coumepiiapfavouéveov Tov KOuveM®Y cuvipoeldg (Vavol).

‘ 4. OAOI XOPHI'HXHX

Ymodopia yprion.
AwBdote T0 PUAALO 0NV YPAONG TPV O TN YPNOT).

| 5.  XPONOI ANAMONHX

Xpoévog avapovig: Mndév nuépec.

‘ 6. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to mpdTo dvorypa, ypron evioc 10 mpmv.

7. EIAIKEYX XYNOHKEX AIATHPHXHX

Na @UAACCETOL KoL VO LETOPEPETUL GE YVYETLO.
No punv Katonyvyetol.
Na puidooetal To PLOAIS10 6TO EEMTEPIKO KOVTL Y10l VO TPOGTATEVETAL OO TO PG,

8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

12



‘ 9. APIOMOZX ITAPTIAAX

Lot {apBuoc}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO THX 1 AOXHY, TQN 10 AOXEQN KAI TQN 40 AOXEQN.

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

YURVAC RHD evéotpo yolakTmua, yio KovvéALa.

2. NMOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Ké0e 660om toov 0,5 ml mepiéyet:

Avacuvdvaouévn Tpoteivn koyidiov tov 100 RHDV?2 RP *>0,7
* Yyetikn Opaotikotnta (dokipacio ELISA)

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuoc}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {up/ecee}
Metd to mpaTo dvorypa, ypron eviog 10 mpmv.

14



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

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

YURVAC RHD gvéotpo yolakTmua, yio KovvéALa.

2. 2ovleon
Kabe d6om tov 0,5 ml nepiéyet:

ApOOTIKG 6VGTATIKO: AVOoULVOVAGUEVT TPOTEIVY kKay1diov Tov 100 RHDV?2 RP *>0,7
* Tyetkn opactikotnra (dokipacio ELISA)

AvocoevieyvTiki] oveia: Light mineral oil 104,125 mg

AevKb opo10YEVES YOAGKTOLOL.

3. Eion Lowv

Kovvéha, coumeptiapfovouéveoy Tov KOuveM®Y cuvipopldg (Vavol).

4. OepamevTiKég evosielg

IMa v evepynrtikn avocomoinon Kovvelmv omd Ty nhkio towv 30 nuep®dv Kal £TeLta, Yio Tn peioon
™G Bvnowdtrog omd apoppayikn voco tov kovveAldv (RHD) mov mpokaieital amd tov KAacKo 16
RHD (RHDV) ko ta moporrayuéva otedéyn (RHDV2), copnepilapfovopévey tov dkpmg
AOUYLOYOV®V GTEAEXDV.

Eykatdotaon avooiag: 7 nuépeg yio RHDV?2
14 nuépec yro RHDV

Awdpkelo avooiag: 1 €tog

INao mabntikn avocsomoinon évavtt tov RHDV2 (dev €xet amoderyBel Evavtt mold 10y0vVeV GTEAEXDV)
TOV Amoyovav TV eufoltacuévev (dmnv yo. tovddyiotov 30 nuépeg.

5. Avtevoeigeig

No punv ypnoiponoteital o€ mepinTmon vaepevoIchNciag 6To SPASTIKO GLGTATIKO, GTNV
0VOCOEVIGYVTIKY 0VGin 1] 6€ KAmo1o £K00YO.

6. Ewdwkég mposidomonjoelg

Ewwéc tposdonomosic:
Na epporalovtor povo vy {oa.

Idwitepec TpoLAGEELC Yo TV ac@aAn yprion ota gidn (omv:

O xep1opdg TV KOPOPOLVTOV ONAVKOV TPETEL va YIVETOL LN Y10, VO OTOQEVYETOL 1] KATATOVION
(oTpeg) kot 0 Kivduvog amofoAnc.

Agv €xet yivel Kapio HEAETN OCQAAELNG CYETIKA [LE TNV OVOTOPOYWYIKT OTOJ00T| GE OPGEVIKAL
KOULVEALQL.
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Idwitepec mpouAGEeIc oL pémel va Aapufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKd
QOPLOKEVTIKO TTPOidV og {ma:

IIpog tov ypriot:

Av16 T0 KTNVIOTPIKO PUPUOKEVTIKO TPOIOV TTEPIEYEL TAPUPIVEANLO. XE TEPIMTMOT TVLYOL0G
éveonc/avtoéveong umopel vo mpokAndei éviovog movog kot €£0idnoT, W1LTéPmC av 1) £veo Yivel o
apBpmwon 1 o€ SAKTLAO. X& CTAVIEG TEPITTOOELS AVTO UTOPEL VOL EYEL MG ATOTEAEGLLOL TNV ATIMAELN TOV
dakTOAOL, £dv dev Tapacyebel dueon waTpikn epovtida. Av katd AaBog 6dg yopnyndel avtd 10
KTNVWOTPIKO QAPLOKEVTIKO TPoidV, aKOMA Kot av 1) TocOTnT ival TOAD pikprn, (nTMote apécmg
TPtk cvpPovn, Exovrag pall cag to POALO 0dMyLdV ¥prione. Edv o mdévog empeivet yio
ePLocOTEPO 0O 12 dpeg petd v wirpikn e&€taon, (NTnoTe Kot TOAL 1TPIKT GUUBOVAY.

IIpog Tov wTpod:

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TTepLEyel mapapvérato. Tuyaia Eveon pe avtd 10 TPOioV,
KON KOl GE UIKPES TOGOTNTEC, EVOEYOUEVMG VO TPpoKaAEcEL EvTovn e€oidnom, 1| omoia, UTopel, Yl
TOPASEIY A, VO £XEL MG ATOTEAEGLOL IGYOUUIKT VEKPOOT], KOO KoL OTOAEL SaKTOAOV. ATateitor 1
AMEZH e&e1dikevpévn Xepoupytky] @PovTioa Kol EVOEXOUEVAOS TPOIUN SIEVOIEN Kol EKTAVGCT TG
TEPLOYNG OV EYVE M EVEGT], WOLOLTEPMOG OTAV AUPOPA TN PAYE, TOV SAKTOAOL 1) TOV TEVOVTO.

[dwaitepeg TPOQLAGEELS Y10 TNV TPOCTAGIN TOV TEPPAAAOVTOC:
Agv 1oyveL.

Eyxvpoctvn kot yorovyio:
Mmnopei va ypnoipomomBei Katd T StipKeLo TS KONONG KOl TG YOAOLYIoGC.

AlMnAenidpacn pe GAAL QOPUOKEVTIKG TPOTOVTO Kol AAAEG HOPOEG OAANAETIOpAOTC:

Agv VIAPYOVV TANPOPOPIES GYETIKA [LE TNV OCPAAELN KOl TNV OMOTEAEGILATIKOTITO GtO TNV YP1|CT| TOV
&V AOY® eUPoAriov pe 0mo10dNTOTE GALO KTNVINTPIKO Pdpuaxo. H amdpaon yio T xopnynor tov gv
AOY® epfoliov Ttpiv N HETE TN YOPTYNON OTOLOVINTOTE AAAOD KTNVIOTPIKOD (POPUAKOV, TPETEL VAL
AapPavetar kotd mepinTmon.

Ynepdocoroyia:
Agv mapotnpnOnkay dAlec avemBOUNTEG EVEPYELES EKTOC OO EKEIVEG TTOL OVOPEPOVTOL GTNV EVOTNTO

“AvemBounto copavta’”’ HETA TN YopYNoN Hog STANG dOoTC.

Ewdwoi mepropiopol ypnone kot e10keC cuvinkec ypnonc:
Agv 1oy0eL.

Kopiec aovpfatdres:
No unv avoperyvoeTol PHe GAAO KTNVIATPIKO PAPUAKO.

7. AvemOOpunta cvppavra

Kovvéha, copmepthapfovopévey Tmv KOLveM®OV cuvIpoeldc (vévol):

[ToAb Guyvd Avénuévn Oeppokpacio

7 4 7 2
(> 1 Lwo / 10 vid Bepomeio {da): Preypovi oTo onusio g éveong

"H vymAotepn kat’ dropo avénon Oeppokposiag Tov ophod frav 1,15 °C, n omoio emaviide otic
(QUVOIO0AOYIKEG TIUES 24 dpeg apyOTEPQL.

“Mnopei va mapatnpn0el pAeypovn (< 2 cm) oto onueio g éveonc. Avtég ot Tomikég avTidpdoeig
petmvovTon oTadloKa Kot eEapavilovtar yopic va ypelaotel Oepaneia.
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H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
UOQUAELNG EVOG KTNVIATPIKOD QAPUUKEVLTIKOD TPoidvToc. EQv mapatnpnoeTte 0motadnmote
avemBouUNTn EVEPYELD, OKOLO KOL OV OEV OVAPEPETAL OTO ECOKAEIGTO PVALO OONYIDV ¥PNoNG N
OUEIPAAAETE Y10 TNV ATOTEAEGLATIKOTITO TOL PAPUAKOV, TOPUKOAEICOE VO EMKOIVOVICETE,
KaTapydc, Le Tov KTviatpd cac. Mropeite emiong vo avapEpete 0moladnmote avemifounto copfavta
GTOV KATOYO TNG AOEWNG KUKAOPOPING 1) GTOV TOTIKO OVTITPOCMOTO TOV KATOYOV TNG AOELNG
KUKAOQOPIOG YPNOILOTODVTAG TO CTOLXEIN EMKOVAOVING GTO TEAOG CLTOV TOL PVALOL 0OMNYIDV
YPNONGS, N LECH TOL EBVIKOL GOC GLGTNHIATOG OvVOPOPAG: {oToryeia EBVIKOL GLGTUATOG) .

8. Aocoloyia Yo kKG0g €id0g, TPOTOS Kol 0001 Yopnynong

Yrodopia yprion.

IIpwtoyevnig epportocpog:

Xopnynote pio d6om (0,5 ml) pécm g vIoddpLag 0000 Gg KOLVEAD Ao TV NAKia TV 30 nuepmv
KoL ETELTOAL.

Emaveufoiacudc:

Enmavepfolidote etnoing pe pia d6om (0,5 ml) pe vrodopia Eveon.

9. Oonyieg Yo T c®eT) Lopiynon

Aopnote 10 euPorio va ptaoel o€ Bepuokpacio dopatiov Tpv and T ypNon.

Avakwvnote koAl Tpv omd T (pNon.

10. Xpovor avapoviic

Mndév nuépeg.

11. EIAIKEX XYNOHKEX AIATHPHXHXZ

Na puAdooetor og 0éom, TV omoia dgv PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.
Na puidooetal kot vo petapépetol og yoyeio (2 °C — 8 °C).

Noa punv katoyvyetol.

Na uAdooeTol To PLOAIdI0 6TO EEMTEPIKO KOLTI Y10 VO TPOCTATEVETUL OO TO PG,

Na pn ypnoponoteital autd To KTNVINTPIKO GOPUOKEVTIKO TPOTdV LETE TV nuepounvia AnEng mov
ovoypAQETOL OTNV ETIKETA KOl GTO KOLTI.

Avgpxera {ong LeTd 1o TPOTO AvoryUa TG OTOEIDMA0VS cuokevaoiag: 10 dpec.

12. Ewwkég mpo@urdiers amoppryng

Ta @dppoKo dev TPEMEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIOKDOV OTOPANTOV.
XPNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAKOV Y10, TNV ATOPPIYN U1 XPNCHLOTONOEVTOV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTOL OO TN YPNOT TOVGS

GOUQ®VA, LLE TIG TOTIKEC OMTOLTNGELS KAl LLE TUYOV 1oYvovTa £BVIKA cuoTiaTo cVALOYNG. Ta pétpa
VTE OTOGKOTTOVY GTIV TPOGTAGI TOL TEPIPAAAOVTOC,.
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2opPovievbeite Tov KTNVIiOTPO GO 1} TOV POPLAKOTOLO GAG Y10, TOV TPOTO ATOPPIYNG TV
YPTOILOTONOEVTOV QOPUAK®V.
13. Toa&véunon TOV KTNVTPIKAV QOPUIKEVTIKOV TPOIOVT®V

Noa yopryeital LOvov e KTNVIOTPIKT CLVTAYY.

14. ApwOpoi doc1og KOKLOQOPIOG KOl GVGKEVHGIEG

EU/2/23/298/001-004

2VoKELOoiEC:
Xaptvo kovuti pe 10 yvddwva raridw tng 1 d6omng (0,5 ml).

Xaptwvo kovuti pe 1 yudAvo grolidio tav 10 dd6cewv (5 ml).
Xaptvo kovuti pe 1 @raAido and PET tov 40 d6cemv (20 ml).
Xaptvo kovuti pe 1 @roAido and PET tov 200 d6cewv (100 ml).

Mmopei va, pnv KoKAo@opoOV OAEC 01 GLCKEVUGIEG.

15. Hpepounvia 1edevtaiog avade®@pnong Tov GUALOV 001YLOV YPNONS

{MM/EEEE}

Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHAKEVLTIKO TPoioV elvan dtabéaipeg ot
Béion dedopévav g EE yia ta ktnviatpikd tpoidvra.

16. Xtovycio emKkovoviog

Kdroyoc tne ddsiog kukAo@opioc Kot TopacKeLASTNE VITELOVVOC Y10 TNV OTOOECUEVCT] TOV TOUPTIOMY
KO GTOLYELD ETKOVOVIOS Y0 TNV 0vaQOopa TH0VOAOYOOLEV®Y OVETLOV UNTMV EVEPYELDV:

LABORATORIOS HIPRA, S.A.
Avda. La Selva, 135

17170 Amer (Girona) IXITANIA
TnA. +34 972 43 06 60

Tomkol ovTITPOoMTOL KOl GTOLYEI0 EMKOIWVOVINC Y10 TNV avVa@Opd TavoAoyodueveV avemfountwv
EVEPYELDV:

IMo omoladnmote TANPOPOPio GYETIKA LIE TO TUPOV KTNVIOTPIKO PAPHUOKEVLTIKO TPOiOV, TapaKoAEicOE
va, anevBuvOeite GTOV TOTIKO AVTITPOCHTO TOV KATOYXOV TNG AOELS KLUKAOPOPTNG.
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Belgié/Belgique/Belgien
HIPRA BENELUX NV
Nieuwewandeling 62
9000 Gent

BELGIE

Tel: +32 09 2964464

Penybauka bnarapust
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tem: +34 972 43 06 60

Ceska republika

HIPRA SLOVENSKO, s.r.0.
Zochova 5,

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335223

Danmark

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIEN

Tel: +34 972 43 06 60

Deutschland

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Disseldorf
DEUTSCHLAND

Tel: +49 211 698236 -0

Eesti

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
HISPAANIA

Tel: +34 972 43 06 60

Elrada
HIPRA EAAAY A.E.

Aewo. ABnvav 80 & Mnpiovoo 2-4,
104 41 KoAwvog - AGHNA - EAAAY

TnA: +30 210 4978660
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Lietuva

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
ISPANIJA

Tel: +34 972 43 06 60

Luxembourg/Luxemburg
HIPRA BENELUX NV
Nieuwewandeling 62

9000 Gent

BELGIQUE

Tel: +32 09 2964464

Magyarorszag
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
SPANYOLORSZAG

Tel: +34 972 43 06 60

Malta

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANJA

Tel: +34 972 43 06 60

Nederland

HIPRA BENELUX NV
Nieuwewandeling 62

9000 Gent

BELGIETel: +32 09 2964464

Norge

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANITA

TIf: +34 972 43 06 60

Osterreich

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Disseldorf
DEUTSCHLAND

Tel: +49 211 698236 -0



Espaiia

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

ESPANA

Tel: +34 972 43 06 60

France

HIPRA FRANCE

7 rue Roland Garros, Batiment H
44700 - Orvault -

FRANCE

Tél: +33 02 51 80 77 91

Hrvatska

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
SPANJOLSKA

Tel: +34 972 43 06 60

Ireland

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60

Island

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANN

Simi: +34 972 43 06 60

Italia

Hipra Italia S.r.1.
Enrico Mattei, 2
25030 Coccaglio (BS)
ITALIA

Tel: +39 030 7241821

Kvbmpog

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

TnA: +34 972 43 06 60

Latvija

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIJA

Tel. +34 972 43 06 60

21

Polska

HIPRA POLSKA Sp.z.0.0.

Ul. Wincentego Rzymowskiego 31
02-697 Warszawa - POLSKA
Tel: +48 22 642 33 06

Portugal

ARBUSET, Produtos Farmacéuticos ¢ Sanitarios
De Uso Animal, Lda

Portela de Mafra e Fontainha - Abrunheira

2665 — 191 Malveira - PORTUGAL

Tel:+351 219 663 450

Romania

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

Tel: +34 972 43 06 60

Slovenija

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIJA

Tel: +34 972 43 06 60

Slovenska republika
HIPRA SLOVENSKO, s.r.o.
Zochova 5,

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335 223

Suomi/Finland
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
ESPANJA

Puh/Tel: +34 972 43 06 60

Sverige

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIEN

Tel. +34 972 43 06 60

United Kingdom (Northern Ireland)
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60
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