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] 60VOEoT 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
3.3 Avrevoeiteig

Na punv ypnoponoteital o€ mepintmon vrepevolchnciog 6To SPASTIKO GLGTATIKO, GTNV
OVOGOEVIGYVTIKT 0VGio 1 6€ KAmo10 £kS0YO.



3.4 E101kéc mpoELdOTONGELS
Na eppordlovror povo vy {oa.
3.5 Iowitepeg mPpoPUAAEEIS KATA TN Y P1ioN

[dwaitepec TPo@LAGEELS Y10 TNV ac@aAn ypnon oto £idn Lhwv:

O yep1odg TV KLOPOPOVVTMOY ONAVKOV TPETEL VAL YIVETOL )TTLOL Y10 VO, AITOPEVYETAL 1 KATOTOVNON
(otpeg) Kot 0 Kivduvog amofoAnc.

Agv €yel yivel kopio HEAETT AOPAAELNG GYETIKA LE TIV OVATOPUY®YIKT] 0TOS0CT| GE OAPCEVIKA
KOUVEML.

Idwitepeg mpouAdEeic mov mpémel vol AouBdvovTal ot To TOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPULOKEVTIKO TTPOoidV oe LMoL

IIpog Tov ypriotn:

Av16 T0 KTNVIOTPIKO PUPUOKEVTIKO TPOIOV TTEPIEYXEL TAPUPIVEAOLO. XE TEPIMTMOT TVLYOL0G
éveonc/avtoéveong umopel va mpokAnbei Evtovog movog kot €£0idnom, W1nTtépmg av 1 £veon Yivel o€
apBpmon 1 o€ SAKTLAO. X& OTAVIEG TEPITTOOELS AVTO UTOPEL VOL EYEL MG ATOTEAEGLLOL TNV ATIMAELY TOV
SOoKTOAOV, €0V dev Tapacyedel ueon wTptkn epovtida. Av kotd Aabog odg yopnyndei awtod to
KTNVIOTPIKO QUPUAKEVTIKO TPOTOV, OKOLO KOl OV 1) TOGOTNTA Eval TOAD pukpn, (NTNoTe apécms
TPtk cvpPovn, &xovrag pall cag to POALO 0dMyudv ¥prione. Edv o mdévog empeivet yio
ePLocOTEPO 0o 12 dpeg uetd v wirpkn e€€taon, (ntnote Kot ToAt 1 TPIK GUUBOVAT.

IIpog Tov wTpod:

AVT0 TO KTNVITPIKO PAPUAKEVTIKO TPOTOV TTEepLEyel mapapvérato. Tuyaia Eveon pe avtd T0
KINVIOTPIKO QUPUOKEVTIKO TPOTOV, OKOUTN KOl GE HKPEC TOGOTNTEC, EVOEYOUEVMS VU TPOKUAECEL
évtovn e€oidnomn, N omoia, UTOpPEL, Yo TAPADELY LA, VAL EXEL MG ATOTEAEGLOL IGYOUUIKT VEKPWOOT), KOO
Kot andAgle SaktoAov. Amatteiton 1 AMEZH g€e1dikevpévn xeipovpyiki opovidn Kot EVOEXOUEVMG
TPOUN SLAvOoIEN Kot EKTAVGT TNG TEPLOYNG TOL EYIVE 1) £VEGT, 1O1LTEPMG OTAV APOPE. TN Paryd TOL
dakTOAOV 1| TOV TEVOVTOL.

Id1oitepeg mPoOLAGEELC Y10l TV TPOGTAGLO TOV TEPPAALOVTOC:

Agv 16y0eL.
3.6 AvemOountao copfavra

Kovvéha, coumeptiapfavouéveoy Tov KOuveM®Y cuvipopldg (Vavol):

[ToAb Guyvé Avénuévn Oeppokpacio
dAeypovn 6to onueio g éveonc?

(>1 Lwo / 10 vmo6 Bepaneia {da):

'H vynAotepn kot’ dropo avénon Oeppokpaciog tov opfov frav 1,15 °C, N omoio emovilde otig
(QULOI0AOYIKEG TIUEG 24 DpeG apyOTEPQL.

2 Mmopet vo mapatnpndsi reypovy (<2 cm) 610 onueio g éveonc. Avtég o1 TOmKEG ovTIOPAGELS
HEIdVOVTOL oTadaKA Kot eEapavifovial yopic va ypelaotel Oepaneia.

H avapopd avemBountov coppdviov eivar onuavtikn. Emtpénel tn cuveyn mopoakolovdnon g
0oQAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopég TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LEG® KTNVIATPOL, £TE GTOV KATOYO TNG GOELNG KuKAopOopiag ite otnVv eBvikn appddla
opy” LEC® TOV €BVIKOD GLGTAIATOG AVAPOPAS. AVaTPEETE 6TO PLAAASLO TG GLOKEVAGTOG Y10 TO
ovTticTor o oTolXEln EMKOVOVING.



3.7  Xpnion katd v KON 61, TN Yorovyio ] TRV WoToKia

Kvnon kot yorovyio:

Mmopei va ypnoipomomBei Katd T StipKeELo THS KONONG KOl TG YOAOLYIOGC.

3.8 Alniemidopaon pe ALY QUPUOKEVTIKA TPOTIOVTO KAl AALEG HOPPES UAMAETTIOPAGTG

Agv vITapyovV TANPOPOPIES GYETIKA LE TIV OCPAAELN KOL TNV OTOTEAEGUATIKOTNTO OO TNV YPTOT| TOV
&v AOY® epfoliov pe 0mol0dNToTE dALO KTNVINTPIKO Pdpuaxo. H amdpaon yio tn xopnynon tov gv
AOY® uPfoAriov iy 1 O LETA TN XOPTYNOT OTOLOVINTOTE GAAOV KTNVIXTPIKOD POPUAKOV, TPETEL VO,
Aoppdveton katd mepinToon.

3.9 Odoi yop1ynong kot docoroyia

Ymodopia yprion.

[Ipwtoyevic eufortocudc:

Xopnynote pio 66om (0,5 ml) pé€ow g VITOJdOPLOG 0000 6€ KOLVEALL amd TNV NAKia TV 30 nuepdv

Kol £TELTal.

Enaveppfoioacpdc:
Enavepfoidote etnoimg pe pio 66om (0,5 ml) pe vroddpia Eveon.

Aopnote 10 euforio va ptaoel o€ Bepuokpacio dopatiov Tpv and T ypNon.
Avakivnote koAl Tpv omd T yopNynon.
3.10 ZopmrtONOTo VTEPIOGOA0YINS (KOL KATH TEPITTMGT, HETPU UVTIHETMOTLONG KOL AVTIOOTA)

Agv mopatnpnonkov dAreg avemBOUNTEC EVEPYEIEC EKTOC OO EKEIVEC TOV AVOQEPOVTOL GTNV EVOTNTA
3.6 petd tn yopnynom Hog STANG 060NG.

3.11 Ewdwoi wepropiopoi ypriong Kot E01KES 6vvONKeg (pfions, copreprtiopufavopévev
TEPLOPLGUAYV GTT] YP1]O1] OVTIHIKPOPLOKAOV KOL AVTUTUPUCLTIKOV KTNVIATPLKAV
PUPRAKEVTIKAV TPOIOVTOV TPOKEUEVOD VO TEPLOPLOTEL 0 KIVOVVOS AVATTVENS GVTOYNS

Agv 1oyet.

3.12 Xpodvor avapovic

Mndév nuépeg.

4. ANOXOAOTI'TIKEX IAHPO®OPIEX

4.1 Komowkiog ATCvet:

Koowog ATCvet: QIOSAV.

To euPorio mpoopileton va dieyeipetl tnv evepyntikn avocio évavtt tov RHDV kot tov RHDV?2.
H dpaotikn ovoia tov gpfolriov eivar n avacvvovacuévn mpwzeivy kayidiov yio tov RHDV2 (16

CLLOPPOYIKNC VOGO TV KOVVEAMV TOTOL 2), 1) OTOi0 LTOGVVOAPUOAOYEITOL GE COUATIOW TOV
opotagouv pe 1vg (VLPs).



5.  ®APMAKEYTIKA XTOIXEIA
5.1 Kopieg aocvppatoTnteg

No punv avopelyvoetat pe GAAO KINVIOTPIKO QAPLLOKO.

5.2 Awpkera Lomg

Audgprela {ONG TOL KTNVIOTPIKOV QAPUAKEVTIKOD TPOIOVTOG COLPMOVA LLE T1) GVOKELOAGIO TOANONG:
1 étoc.
Avdgpxera {ong LeTd 1o TPMTO AvoryUa TG OTOLEIDMA0VS cuokevaciag: 10 dpec.

5.3 Iowitepeg Tpo@uAGEELS KOTE TN OVAXEN TOV TPOidVTOG

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

Noa punv katoyvyetol.

Noa puidooetal To LOAIS0 6TO EEMTEPIKO KOVTL Y10l VO TPOCSTATEVETAL OO TO PG,

5.4 ®Yon kol 6HVOES TG GTOLYELDOOVS CVOKEVUGIUG

Drolidio amo aypopo yvori tomov I pe 0,5 ml (1 86on) xon 5 ml (10 d6ceLg).
Ta @oAidio gival KAeIoUEVO e EAAOTIKO TOUO EIGYOPTONG KOl TMHO GAOLUVIOV.

Drodidwa amo dypopo PET tomov I pe 20 ml (40 86c¢e15) ko 100 ml (200 doceig).
Ta @oAido gival KAeIoUEVO e EAAOTIKO TOUO EIGYOPTONG KOl TMHO GAOLUVIOD.

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

Xaptwvo kovti pe 1 yudiivo grokidio tawv 10 dd6cewv (5 ml).
Xaptvo kovuti pe 1 @raAido and PET tov 40 d6cemv (20 ml).
Xaptwvo kovti pe 1 @rarido andé PET twv 200 66cewv (100 ml).

Mmropei va, unv KoKAOPOPOLV OAEG Ol GLOKEVAGIES.

5.5 Ewwkég Tpo@uAaEels amdppyng vog 1 yPGLHOTOIN0EVTOG KTVIOTPIKOD QUPUOKEVTIKOD
TPOIOVTOG 1] GALOV VAKOV TTOV TPOEPYOVTUL AT T1) YP1]C1) TOL TPOIOGVTOS, AV VTAPYOVV

Ta @dpuaxo dev TPETEL VO, OTOPPITTOVTOL LECH TMV ADUATOV ) TOV OIKIHKDOV OTOPANTOV.
XPNGILOTOGTE TPOYPAULOATO EXIGTPOPNS POPUAK®V Y10 TV OTOPPIYT| U1 XPTOLOTONOEVTDV
KTNVIOTPIK®OV QOPUOKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTL OO TN YPNOT TOVGS
GOUPMOVO, LLE TIG TOTIKEG OTOITNOELG KOt UE TUYOV EOVIKA GLUGTILOTO GLAAOYNG TOV 1GYVOVV Y1d TO
GYETIKA KTNVLIOTPIKE QAPULAKEVTIKA TPOIOVTA.

6. ONOMA TOY KATOXOY THX AAEIAYXY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

7. APIOMOZ(OI) AAEIAY KYKAO®POPIAX

EU/2/23/298/001
EU/2/23/298/002
EU/2/23/298/003



EU/2/23/298/004

8.  HMEPOMHNIA ITPQTHX EI'KPIXHX

Huepounvia Ing éyxpiong: 11/09/2023

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeital LOVoV e KTNVIOTPIKE GLVTAYY.

Agmtopepeic TANPoPopieg yio To v AOY® KTNVINTPIKO QOPHOKELTIKO TPoidv etvon dubéoipueg otn Pdon
dedopévav g EE yua to kenviatpikd wpoidvta (https://medicines.health.europa.eu/veterinary).



ITAPAPTHMA 11

AAAOI OPOI KAI ATAITHZEIX THX AAEIAY KYKAO®OPIAX

Kavévac.



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 gvéotpo yolakTmua, yio KovvéALa.

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 doceig (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.

9. EIAIKEY YYNOHKEX AIATHPHXHX

Na @UAACCETOL KOl VO LETOPEPETUL GE YVYETLO.
No punv KatonyvyeTol.

10



Na @uAICTETOL TO PLUAIOI0 GTO EEMTEPIKO KOLTI Y10 VO TPOCTATEVETUL OO TO PG,

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

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN (PNOT).

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

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNOM.

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

Na puAdooetol o 0éom, TV omoia dgv PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/23/298/001 (1 860m)
EU/2/23/298/002 (10 360¢1S)
EU/2/23/298/003 (40 36c¢1S)
EU/2/23/298/004 (200 366€1c)

‘ 15. APIOMOX ITAPTIAAX

Lot {apBuoc}

11



IHHAHPO®OPIEX ITIOY IIPEITEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH
YXYXKEYAXIA

DIAAIAIO TQN 200 AOXEQN.

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

YURVAC RHD &vécipo 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 10 POALO 0NV YPAONG TPV OO 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}

13



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. MMOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Ké0e 660om toov 0,5 ml mepiéyet:

Avacuvdvaouévn Tpoteivn koyidiov tov 100 RHDV?2 RP*>0,7
* Yyetikn Opootikotnta (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

15



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

A€gVKO OHOL0YEVEG YOAAKTOLLO.

3. Eion {oov

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

4. OepamevTiKég EVOEIEEIQ

T v evepynTiky avocsomoinon KouveAldv omd Ty niikia tov 30 nuep®dv Kot ETeLTa, yio T peioon
g Bvnowdrag and aoppayikn vocso tov kovvelmv (RHD) mov tpokaieitar amd Tov KAaG1KO 10
RHD (RHDV) ko ta toporrayuéva oteréyn (RHDV2), copmepilapfovopévey tov dkpog
AOLLOYOVAOV GTEAEXDV.

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

Audpkewn avooiag: 1 €tog

5. Avtevoeigeig

Noa punv ypnotponoteital og mepintmon vrepevausnciog 6To dPacTIKO GLOTATIKG, GTNV
OVOCOEVIGYVTIKY 0VGia 1] 6€ KAmo10 £K00YO.

6. E101kéc mpoE1domomoels

Ewwéc tposdonomosic:
Na gppoitdlovtar pévo vy Coa.

IS1aitepec TPoELAGEELS Yo TNV AoQOAN yprion oTa gidn (dwv:

O yep1odg TV KLOPOPOVVTMY ONAVKOV TPETEL VAL YIVETOL )TTLOL Y10 VO, AITOPEVYETAL 1 KATOTOVNON
(oTpec) Kat o Kivovvoc amofoinc.

Agv €yel yivel kopio HEAETT AOPAAELNG GYETIKA LE TIV OVATOPAYDYIKYT] 0TOS0CT| GE APCEVIKA
KOULVEALAL.

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aopavoval amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPULOKEVTIKO TTPOidV oe LMoL

16



IIpog Tov ypriotn:

AvT6 10 KTNVIOTPIKO PUPUOKEVTIKO TPOIOV TTEPIEXEL TAPUPIVEANLO. XE TEPIMTMOT TVLYOL0G
éveonc/avtoéveong umopel va Tpokinbei Evtovog movog kat ££010Mom, W1UTEPWMS OV 1] £vEOT Yivel o€
apBpmwon 1 o€ SAKTLAO. X& GTAVIEG TEPITTOCELS AVTO UTOPEL VOL EYEL OG ATOTEAEGLLOL TNV ATIMAELN TOV
dakTOAOL, £dv dev Ttapacyebel dueon waTpikn epovtida. Av katd AaBog 6dg yopnyndel avtd 10
KTNVIOTPIKO QAPLOKEVTIKO TPoidV, KOO Kot av 1) TocOTNT ival TOAD pikprn, (nTnote apécms
TPtk cvpPovdn, Exovtag pall cag to POALO 0dMyumdV ¥prione. Edv o mdévog empeivel yio
ePLocOTEPO 0o 12 dpeg uetd v wirpikn e€€tacn, {ntnote Kot TaAL 1 TPIKT GUUBOVAT.

IIpog tov wTpod:

AVT0 TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TTepLEyel mapapvérato. Tuyaia Eveon pe avtd 10 TPOioV,
KON KOl GE UIKPEC TOGOTNTEC, EVOEYOUEVMG VO TPpOoKaAETEL EvTovn e€oidnom, 1| omoia, UTopEl, Yia
TOPASELY LA, VO EXEL MG ATOTEAEGLOL IOYOUIKT VEKPMOOT], OKOLO KO OTOAEL S0KTOAOV. ATaiteiton 1
AMEZH e&e1dikevpévn Xepoupytky] @PovTioa Kol EVOEXOUEVOS TPOIUN SIEVOIEN Kol EKTAVGCT TG
TEPLOYNG OV EYIVE M EVEGT), WOLOLTEPMOG OTAV QUPOPA TN PAYE, TOV SAKTOAOL 1) TOV TEVOVTO.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOCTAGIN TOV TEPPAAAOVTOC:
Agv 1oy0eL.

Eyxvpoctvn kot yorovyio:
Mmopei va ypnoiporomBei Katd tn StipKeLo THS KONONG KOl TG YOAOLYIOGC.

AlMnAenidpaon pe GAAL QOPLOKEVTIKA TTPOTOVTA KOl AAAEG HOPPES aAANAETIOpAOTC:

Agv VIAPYOVY TANPOPOPIES GYETIKA [LE TNV OCPAAELN KOl TV OMOTEAEGLATIKOTITO AtO TNV YP1|OT| TOV
gv AOY® gpfoliov pe 0mo10dNTOTE GALO KTNVINTPIKO Pdppoko. H armdeoomn yio T xopiynomn tov gv
AOY® epfoliov Ttpiv N HETE TN YOPTYNON OTOOVINTOTE AAAOD KTNVIOTPIKOD (POPUAKOV, TPETEL VAL
AapPavetal kotd mepinTmon.

Ynepdocoroyia:
Agv apotnpnOnkay dAlec avemBOUNTEG EVEPYELES EKTOC OO EKEIVE TTOL OVOPEPOVTOL GTNV EVOTNTO

“AvemBounto copavta’ HETA TN xopyNoN Hog STANG dOoTC.

Edwkoi mepropiopol ypnonc Kot etkéc cuVONKeS YpNons:
Agv 16y0eL.

Kopiec aovpPatdres:
No unv avoperyvoeTal PHe GAAO KTNVIATPIKO PAPUAKO.

7. AvemOOpunta cvppavra

Kovvéha, copmepthapfovopévey Tmv KOLveM®OV cuVIPoPldG (Vévol):

[ToAb Guyvd Avénuévn Oeppokpacio
dLeypovn 6to onueio g éveong?

(>1 oo / 10 vrd Bepancio {ma):

"H vyniotepn kot’ dropo avénon Oeppokposiag tov opfov frav 1,15 °C, n onoio emoviide oTig
QLGLOAOYIKES TILEC 24 DPEG apydTEPOL.

Mnopei vo. mapatnpndel preypovy (<2 cm) oto onueio g £veone. Avtég ot Tomikég ovTidpaoelg
petmvovTon oTodloka Kot eEapavilovtar yopic va ypelaotel Bepaneia.

H avagopd oavemBOountwv copPdviov eivar onpoavtiky. Emutpénet ) ocvveyn mopoakoiobOnorn g
OoQAAELNG EVOC KTNVITPLIKOV PUPULOKEVTIKOD TPoidvtog. Edv mapatnprioete omoladmote avemBoun
EVEPYELN, OKOLLO KOL 0V OEV OVOPEPETOL OTO EGOKAEITTO GUALO 0ONYIDV ¥PNoNG 1] AUPPAALETE Y10 TNV
OTOTEAECUATIKOTNTO TOV QOPUAKOV, TapOKoAEicOs Vo EMKOIVOVNOETE, KOTOPYAS, UE TOV KTNVINTPO
cag. Mmopeite emiong va avapépete omoladnToTe avembounTo cvpPdvta oTov KAToyo TG GOEg
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KUKAOQOPIOC 1] GTOV TOTIKO OVTITPOCMTO TOV KUTOYOL TNG GOELNG KUKAOPOPING P OUOTOIDOVTAG TO
OTO(ElDl EMKOWVMVIOG OTO TEAOG OTOD TOL (UAAOL 0dNYlIOV ¥pnong, N HECO Tov ebvikov cag
GUGTHIOTOG OVOPOPAS: {oTotyeia EBviKob GuGTANATOG).

8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yopynong

Y7modopia yprion.

IIpwrtoyevnig epportocpog:

Xopnynote pia 8601 (0,5 ml) pécm g vroddpLag 0601 Gg KovvéAL amd TV nAkia Tov 30 nuep®V Kot
énetta.

Enaveppoitacpog:

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

9. Oonyieg Yo T 6T Lopiynon

Aopnote 10 euPorio va ptdoel 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 dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.
Na puldooetal kot vo petapépetol og yoyeio (2 °C — 8 °C).

Na punv katoyvyetol.

Na @uAdcoeTol TO PLOAIOI0 6TO EEMTEPIKO KOLTI Y10 VO TPOCTATEVETUL OO TO PG,

Na pn ypnoponoteital autd To KTNVINTPIKO GOPUOKEVTIKO TPOTOV HETE TNV nuepounvia ANEng mov
ovoypAPETOL OTNV ETIKETA KOl GTO KOLTI.

Avdgpxeta {ong LeTd 1o TPOTO Avorypa Tng OTOEIDMA0VS cuokevaoiag: 10 dpec.

12. Ewwkég mpo@uraéers amoppryng

To eapuoxe dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®V Yo TV OTOPPIYT U1 PN OOTONOEVT®V
KTNVIOTPIKOV QAPLOKEVTIKMY TPOIOVIOV 1) GAL®Y DAK®V OV TPOEPYOVTOL OO T YP1OT TOVG
GOUQ®VA, LLE TIG TOTIKEC OTALTNGELS KAl LLE TUYOV 1oYvovVTa £BVIKA cuoTiaTo cVALOYNG. Ta pétpa

OUTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOG,.

Soupovievbeite Tov kTNVioTpd GOG 1 TOV POPUOKOTOLO GOG Y10 TOV TPOTO AITOPPIYNC TOV
YPTOILOTONOEVTOV QOPUAK®V.
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13. Toa&véunon TOV KTNVITPIKAV QOPUIKEVTIKOV TPOIOVT®V

Na yopryeitar LOvov pe KTNVIOTPIKE GUVTAYT).

14. ApOpoi doc1og KOKLOQOPIOG KOl GVGKEVUGIEG

EU/2/23/298/001-004

2vokevaoiec:
Xaptwvo kovti pe 10 yvdhwva raridw tg 1 d6omng (0,5 ml).

Xdaptvo kovuti pe 1 yodAiivo eroridio twv 10 d6cewv (5 ml).
Xaptwvo kovuti pe 1 @roAido and PET tov 40 d6cemv (20 ml).
Xaptwvo kovuti pe 1 @rarido andé PET twv 200 66cewv (100 ml).

Mmropei va, unv KoKAOPOPOLV OAEG Ol GLOKEVAGIES.

15. Hpepopnvia televtaiog avade@pnong Tov QUALOV 00NYLOV (PO

{MM/EEEE}

Aentouepeic TANPOQOPieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPOidV eivar dtaféciues o
Baon dedopévav g EE yio ta ktnviotpikd Tpoiovia.

16. Xroygio emxovoviag

Kdatoyog tneg ddstog KUKAOQOPIoS KOt TOPAUCKELACTNC VITELOVVOC Y10 TNV OTTOOEGUELCT] TOV TOPTIOMV
KOl 6TOLYELD EMKOWVMVIOC YIOL TNV 0vVaQOPd THOVOAOYOOLEVAOV OVETIOOUNTOV EVEPYELDV:

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

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

Tomkol ovIUITPOGMTOL KOl GTOLYEIN EMKOWVAOVINC Y10, TNV 0vVopopd TOavOLOYOOLEVEOV avETIOOUNTWOV
EVEPYELDV:

T"a omoladnote TANPOPOPIa. GYETIKA LLE TO TAPOV KTNVIOTPIKO PUPLOKEVTIKO TPOTOV, TapakaleicOs
va amevfuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOEL0C KUKAOPOPING.

Belgié/Belgique/Belgien Lietuva

HIPRA BENELUX NV LABORATORIOS HIPRA, S.A.
Nieuwewandeling 62 Avda. La Selva 135

9000 Gent 17170 Amer (Girona)
BELGIUM ISPANIJA

Tel: +32 09 2964464 Tel: +34 972 43 06 60
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Peny0smka buarapus
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
NCITAHUA

Tem: +34 972 43 06 60

Luxembourg/Luxemburg
HIPRA BENELUX NV
Nieuwewandeling 62

9000 Gent

BELGIUM

Tel: +32 09 2964464

Ceska republika

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

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335223

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

17170 Amer (Girona)
SPANYOLORSZAG

Tel: +34 972 43 06 60

Danmark

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

17170 Amer (Girona)

SPANIEN

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

Deutschland

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Diisseldorf
DEUTSCHLAND

Tel: +49 211 698236 - 0

Nederland

HIPRA BENELUX NV
Nieuwewandeling 62
9000 Gent

BELGIUM

Tel: +32 09 2964464

Eesti

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

17170 Amer (Girona)
HISPAANIA

Tel: +34 972 43 06 60

Norge

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

17170 Amer (Girona)

SPANIA

TIf: +34 972 43 06 60

EArada

HIPRA EAAAX ALE.

Aewo. ABnvov 80 & Mnpiovov 2-4,
104 41 Kolwvog - AGHNA - EAAAX
TnA: +30 210 4978660

Osterreich

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Diisseldorf
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

Polska

HIPRA POLSKA Sp.z.0.0.

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




France

HIPRA FRANCE

7 rue Roland Garros, Batiment H
44700 - Orvault -

FRANCE

Tél: +33 02 51 80 77 91

Portugal

ARBUSET, Produtos Farmacéuticos ¢ Sanitarios

De Uso Animal, Lda

Portela de Mafra e Fontainha - Abrunheira
2665 — 191 Malveira - PORTUGAL
Tel:+351 219 663 450

Hrvatska

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

17170 Amer (Girona)
SPANJOLSKA

Tel: +34 972 43 06 60

Romania

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

17170 Amer (Girona)

SPANIA

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

Slovenija

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

17170 Amer (Girona)

SPANIJA

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

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

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335 223

Italia

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

Tel: +39 030 7241821

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

17170 Amer (Girona)
ESPANIJA

Puh/Tel: +34 972 43 06 60

Kvmpog

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

17170 Amer (Girona)

IZTTANTA

TnA: +34 972 43 06 60

Sverige

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

17170 Amer (Girona)

SPANIEN

TnA. +34 972 43 06 60

Latvija

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

17170 Amer (Girona)

SPANIJA

TnA. +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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