MAPAPTHMA I: MEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOZX

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ
Nobivac Lepto eveéoipo evaiwpnua yia GKUAOUG

2. NOIOTIKH KAI MOZOTIKH ZYNOGEZH
Kabe doon (1 ml) mepiéxet:

ApacTtika cuoTatika:

- Adpavorolnuévo Leptospira interrogans opoopada Canicola- opotolkidia Portland-vere,

otélexog Ca-12-000 > 990 Movddeg/ml*

- Adpavottolnuévo Leptospira interrogans opoopdda Icterohaemorrhagiae- opomotkiaia Copenhageni,
otélexog 820K > 699 Movdadec/ml*

* Movadeg avtlyovikng palag ELISA

‘Ekdoxa:

MoloTikr 6UVOEDH EKSOXWV KAl AAAWYV CUCTATIKWY

Sodium chloride

Potassium chloride

Potassium dihydrogen phosphate

Disodium phosphate dihydrate

Water for injections

AXpWHO evalwpnua.

3. KAINIKEZ NTAHPO®OPIEZ
3.1 Eidnlwwv
JKOAOL.

3.2 OepameuTIKEG evdei&eLg yia KAOE eidog {wou

Evepyntik avoootoinon Twv oKUAWY (amd tnv hAia Twy 8 gfdouAdwy) He OKOTIO TN Heiwon Twv
OUVETIELWV TNG AeTTTOOTIEpWONC, TTOL TtpoKaAsital antd Leptospira interrogans, opomolkiAieg Canicola
kat Icterohaemorrhagiae.

Eykatdotaon avooiag: 4 eBOopAdeC.

Adpkela avoaiac: 1 €trog evavtiov tng opomolkidiag Canicola kat 6 prvec evavtiov Tng opoTolKIAiag
Icterohaemorrhagiae.

3.3 Avtevdeiéelg
Kapia.

3.4 EB1kéG IPOELBOTIOLNOELG
Na epBoAdidovtat pévo vyt Lwa.

3.5 I3waitepeg MPodUAAEELG KaTa Th Xprion
ISwaitepec mpoduAdéelg via Ty aodaln xpnon otd idn wwv:
Aev oxLEL.
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[dwaitepec mpoduAdgelg Tou TIPEMEL va AduBdvovidl amd To AToUo TIoU X0pnvel TO KINVIATPLKO
dapuakeuTikd Tpoiov os Lwa:

2e mepimtwon 1Tou Katd Adbog kdvete autogveon, va avalntioete auEéowd latpikn ponbela kat va
eTUOEIEETE OTOV LATPO TO ECWKAELCTO GUANO OBNYWV XPAOEWC N TNV ETIKETA TOU GAPHUAKEUTIKOU
TPoIOVTOC.

[dlaitepec TPodUAAEELC YIA TNV TIPOOTAGC(A TOU TEPLBAAAOVTOC:
Aev LoxLEL.

3.6 AvemBo0unta cuppavra
2kOAoOL:

MoAL cuxvd Aldykwaon ato onueio tng éveonc'.
(>1 Cwo / 10 utto Beparmeia {wa):

Jmavia Avodoc tng Beppokpaaiac?.
(1 éwg 10 Cwa/ 10.000 uTto Beparmeia {wa):

MoAL omtavia Avtidpaon oto onueio tng éveonc.

(<1 Zwo / 10.000 umo Bepameia dwa, | Avtidpaon umepeuvaiodnoiag (T.x. AnBapyog, oidnua
CUUTIEPNAPBAVOUEVWY TWV HPEUOVWHEVWY | TOU  TIPOCWTIOU, KVNOHOG, €HETOC,  Oldppola)d,
avadopuwv): avaduAagia (t.x. duoTvola, katamAnéia) >4,
AnBapyoc®, avopeéia®

AvocodlapecoiaBolpevn ALPOAUTIKA avaia,
avocodlapecolaBolpevn BpopBokuttaporevia,
avooodlapecorapolpevn TtoAuapBpitida.

TAlQPETPOU £WE 5 cm yia £WCE Kal 4 NUEPEE. AuTr) n SLOYKwon sVOEXETAL va Eival OKANPR Kal Ewduvn
0A\A Ba pewwdel otadlakd kat Oa e€adaviotei petd amno 2-3 efdouddeC.

2MNapodikh.

SEvdgxetal va tapatnendsi cuvtopa PHETA Ao tov EPROAACHO.

4 Mmopel va sival arelntikn yla ™ {wr. Edv apatnpnBolv tétole aviidpAcElC, CUVIOTATAL N
KATdAANAn Beparteia.

*Hrua.

H avadopd avemBuuntwy cupBdaviwy eival onpavtikn. Empénel ) ocuvexn mapakoAolbnon tng
aocdalelac evog KTtnviatplkol dapuakeutikoL Tipoidviog. Ol avadopéc pémel va arntootéAovtal, Katd
TIPOTIKNON HECW KTNVIATPOU, £iTE OTOV KATOXO TNG Adelac KUkAodopiag eite atnv eBviKA appodia apxn
HEow Tou €BvikoL cuothiuatog avadpopdcg. Avatpefte oto GUAMO 0dNyLWY XPrRong ya Ta aviiotolxa
otolxela eTkowwviag.

3.7 Xpnon katda tnv kunon, Tt yalouxia r thv wotokia
Kunon:
Mmopel va xpnotwporownBei katd tn dldpkela tng KUNonG.

3.8 AAAnAemidpacn pe AAAa GapUAKEVTIKA TtpoiovTa Kat AAAeG HopdEg aAAnAemtidpacng

Eival dlaB€oipeg peAéteg aoddAelag Kal amoTeAECPATIKOTNTAG, Ol OTIOIEC ATOOEIKVUOUV OTL TO £V AOYW
€UBOALO duvatal va avapelyvUeTal Kal va xopnyeitat pe ta egfoMa tng oepdc Nobivac yla umtodopla
XOPHYNGN TIOU TIEPLEXOUV WC CUCTATIKA TOV 1O TNE vOoou tou Carre Tou okUAOU, Tov adevoio TUTIou 2 Tou
okUAou, Tov TtapBoid Tou okUAOUL oTEAEXOC 154 Kal/r Tov 10 TnG TtapdivpAouévtdag Tou oKUAOU.

Eival dlaB€oipeg peAéteg aoddAelag Kal amoTeAEOPATIKOTNTAG, Ol OTIOIEC ATOOEIKVUOULV OTL TO £V AOYW
€UBOALO duvatal va xopnyeital tnv idla nuépa xwpic va avapetyvietal pe to Nobivac Rabies (otéAexog

Pasteur RIV).
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Aev uTtapxouv TIAnpodopieg OXETIKA PE TNV AcHAAEL KAL TNV ATIOTEAECHATIKOTNTA ATt TNV TAUTOXPOVN
XPron Tou gv Adyw €PPBOAIOU PE OTIOLODATIOTE AANO KTNVLATPIKO GAPUAKO, EKTOC TWV TIPOIOVTWY TIOU
avadpépovtal tapandvw. H anodaon yia tn xopriynon tou ev Adyw epPBoAioL TipLv R HETA TN Xoprynon
OTIOLOONATIOTE AAANOU KTNVLATPIKOU GapHAKou, TIPETEL va AapBAVETAL KATA TtepiTTTWON.

3.9 0doi xopnynong kat docoAoyia
Ymodopla xpnon.
Xopnynote 1 86on (1 ml) avd {wo.

Adnote to ePBOAL0 va ptacel oe Beppokpacia dwyatiou (15 °C - 25 °C), miplv amo tn xpron. Mpénelva
XPNOoJoTolelte amootelpwéva PEoa EPBOALACHOU.

Bagiko¢ euBoAtaouoc:

‘ONotL oL okUAoL Ttou Bev €xouv epBoAlactel oTo TAPeABOV Katd tng AsTTooTEipwong TPEMEL va
eppoAalovtal duo dopécg pe pegodlaotnua 2-4 Bdopadwy. Ot veapol okUAOL TIPETEL va eival nAkiag
TOUAGXLOTOV 8 EBJOASWY TIPLV ATIO TOV TIPWTO EUBOALACHO.

EmnaveuBoAtaouoc:

Kabe 6-12 prvec.

To dlactnua Twv 6 PNVWY yla ToV EAvERBOAIACHO CUVIOTATAL Yia TNV TIPOOTAGIA KATA TWV KAWLIKWY
OUUTTTWHATWY TNE AETTTOOTIEIPWONG, TIOL TIPOKAAE(TaL amo Tnv opomokihia Icterohaemorrhagiae.

3.10 Zupumtwpata utepdocoloyiag (Kat Katd mePImTwon, HETPA AVILHETWTILONG Kal avtidota)
Kavéva dANo cOuTTwa EKTOC 06wV avadEpBnkav Katd Tov eJBoAlacpd pe pia povo doon.

3.11 EWwkol meploplopoi XpRonNg Kat EeBIKEC OUVONKEG XPRONG, OUMTEPAQUBAVOHEVWV
MEPOPIOPWY  OTN  XPAON CAVIIHIKPOBLAKWY KAl  AVILAPACLTIKWY  KTNVLATPIKWY
GapHAKEUTIKWY TIPOIOVTWYV TIPOKELUEVOU VA TIEPLOPLOTEL 0 KivOUVOG avantuéng avtoxng

Aev loxVEL.

3.12 XpovoiLavapovng
Aev 1oxVEL

4. ANOZOAOrIIKEZ NMAHPO®OPIEZ

4.1 KwdwkogATCvet: QI07ABO1.

a tn dlEyepaon evEPYNTIKAG avooiag oe oKUAoUC Katd thg Leptospira interrogans, opottolkiAieg Canicola
kat Icterohaemorrhagiae.

Ta dpacTtikd cuoTATIKA TOU EUBOAIOU TIPOKAAOUV TNV TIAPAYWYI AVIICWHATWY (XUMIKNA avooia) katd
CQUTWY TWVY OPOTIOKIALLIV.

O epBoAlacpoc pe to Nobivac Lepto pelwvel Ta KAWVIKA CUUTITWHATA (TIUPETOC Kat BvnooTnTa) Kat Tov
apBpo Twyv {wWwv Pe BakTnplaia Kal AETTooTiElpooupia PHeTA amod tn Aoipwén, oe olykpLlon Pe ta
aveppoAiaota {wa Tng opadac AEyXou.

5. ®APMAKEYTIKA ZTOIXEIA

5.1 Kupieg acupparotnteg
Na pnv avapetyvoetal ge aAo KTnviatplkd GApHako, €KTOC Twv gPBOAiwv TIOU avadeEpovtatl oTnv
apaypado 3.8 (0o ta TTPoidvTa Kal N cuVOUAGHEVN XPHON TOUC ival eyKeKpLUéva).

5.2 Awdpkela {wng

Aldpkela (WG TOU KTNVLATPLKOU GApPHAKEUTIKOU TIPOIOVTOG cUPdwva HE TN cuokeuaaoia wAnong: 21
MAVEC.

Aldpkela (WG PETA TO TIPWTO AVOLYHA TOU TIEPLEKTN: AETN XpPNon.
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5.3 I8iaitepeg TpodUAAEELG Katd T GpUAAEN TOL TTPOIOVTOG

Na ¢ulaccetal og Yuyeio (2°C -8 °C).

Na pnv kataoxetat.

Na ¢ulacostal otnv apxikn cuokevaaia. Na puAdooeTal TPOoTATEVHEVO ATtO TO GWC.

5.4 ®Uon kat cUVOECH TNG OTOLXELWBOUG CUCTKEVAaiag
MudAwo(a) draiido(a) tutou I tou 1 ml, KAELOUEVA PE EAAOTIKO TIWHA ELOXWANONG atto aAoyovoBouTtUAL0
Kal oppaylopéva PE T A aroupviou TIou GEPEL XPWHATIKA KwdlKoTtoinon.

MeyEBn guokeuaociag:
Xdptwvo R Aaotikd kouti e 10 4 50 draiidia tou 1 ml (1 ddan).

Mmopei va pnv KukAodpopolv OAEG 0L CUCKELAGIEC.

5.5 E3IkEC MpodpUAA&eLg andppuding EVOG U XPNOLHOTIOLNOEVTOG KTNVLATPLKOU GAPHAKEUTIKOU
TPOTOVTOG ) AAAWV UALKWYV TIOU TIPOEPXOVTAL ATIO TH XPH O TOU TPOIOVTOoGC, av UTIAPXouV
Ta dpdppaka dev TIPETEL VA ATIOPPITITOVTAL HEGW TWV AUPATWY ] TWV OLKLOKWY ATtoBANTWV.

XpNOLOTIORCTE TipoYpAUUATa ETUOTPOPNEG PAPHAKWY yia tnv amdppwn PN Xpnolhotoinbséviwy
KTNVIATPIKWY GAPHAKEVUTIKWY TIPOTOVTIWY i AAAWV UAIKKWY TIOU TIpoépxovial amd tn xprHon Toug
oUPdWVA PE TIG TOTUKEC ATIALTACELG KAl PE TUXOV EBVIKA CUOTAKATA GUAAOYNC TIOU LGXUOULV YIA TA OXETIKA
KTNVIATPIKA GapHPAKEUTIKA TIpoTlovTa.

6. ONOMATOY KATOXOY THZ AAEIAZ KYKAO®DOPIAZ
Intervet International B.V.

7. APIOMOZ(OI) AAEIAZ KYKAODOPIAZ
AplBuoc ddelag kukAodopiag Kompou: 8006

8. HMEPOMHNIA NPQTHZ ENKPIZHZ
Huepopnvia 1™ éykplong: 24/07/1981.

9. HMEPOMHNIATEAEYTAIAZ ANAOGEQPHZHZ THZ MEPIAHWHZ TQN XAPAKTHPIZTIKQN TOY
MPOIONTOZ
27/04/2026

10. TAZINOMHZH TQN KTHNIATPIKQN ®APMAKEYTIKQN MPOIONTQN
Na xopnyeital povov Pe KTNVIATPLKA CUVTAy.

Netttopepeic TANPodopieg yia To ev Adyw KINVIATPIKO GappakeLTIKO Ttpolov eival dlabéaiueg otn Baon
oedopevwy tne EE yia ta ktnviatpka poiovta (https://medicines.health.europa.eu/veterinary).
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MAPAPTHMA 11: ENIZHMANZH KAI ®YAAO OAHINQN XPHZHZ

A. EMIZHMANZzH
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NAHPO®OPIEZ NOY MPEMEI NA ANATPA®ONTAI ZTHN EZQTEPIKH ZYZKEYAZIA

XAPTINO iy MIAAZTIKO KOYTI pe 10 x 1 mlr 50 x 1 ml

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZ

Nobivac Lepto evéoipo evaiwpnua

| 2. ZYNGEZH 3E APASTIKH(EZ) OYZIA(ES)

Kabe d6on (1 ml) mepExet:
Adpavorttonpévo L. interrogans opoopdada Canicola: > 990 Movadeg/ml
Adpavottolnuévo L. interrogans opoopdda lcterohaemorrhagiae: > 699 Movadecg/ml

3. IVIKEYAZIA

10x 1 ml
50x 1 ml

| 4. EIAOZ(H) ZQOY(QN)

>KUAOL

| 5. ENAEIZEIX

| 6. OAOIXOPHIHEHs

Ymodopla xpnon.

‘ 7. XPONOI ANAMONHZ

‘ 8. HMEPOMHNIA AH=HZ

Exp. {pp/ecee}
MeTdA To TIPWTO AvolyHa ApPeSn XpPHon.

9. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

Na ¢uAacoetal o Yuyeio.
Na pnv katauxetal.
Na ¢pulacostal otnv apxikn cuokevaaoia. Na puAAooETaL TTPOCTATEVHEVO ATIO TO GWC.

10. OI AEZEIZ «<AIABAZTE TO ®YAAO OAHIQN XPHZHZ MPIN AMO TH XPHZH»

AwaBdote to pUAAO 0BNYLWV XPHCNG TTPLY ATto TN XPARoN.

11. Ol AEZEIZ «AMOKAEIZTIKA TIA KTHNIATPIKH XPHZH>»

ATIOKAELOTIKA YL KTNVLIATPLKH XPon.

12. Ol AEZEIZ «<NA ®YAAZZETAI ZE ©OEZH, THN OINOIA AEN BAEMOYN KAI AEN MPOZEITIZOYN
TATAIAIA»

Na duAacoestal oe BEan, Tnv otmoia dev BAETIOLY Kal dev Ttpooeyyiouv ta Ttadid.

13. ONOMATOY KATOXOY THZ AAEIAZ KYKAO®DOPIAZ

Intervet International B.V.
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‘ 14. APIOMOI AAEIAZ KYKAO®DOPIAZ

AAK Kuttpou: 8006

‘ 15. APIOMOZ NAPTIAAZ

Lot {apBpoc}
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EAAXIZTEZ ENAEIZEIZ NMOY MPEMEI NA ANATPA®ONTAI ZzTIZ MIKPEZ ZTOIXEIQAEIZ
ZYZKEYAZIEZ

ETIKETA ¢raAdiov touv 1 ml

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

Nobivac Lepto E l(

‘ 2. MOZOTIKA ZTOIXEIA TQN APAZTIKQN OYZIQN

1 ml(13d0on)
L. interrogans Canicola kat Icterohaemorrhagiae: 990 kat = 699 Movddeg/ml

‘ 3. APIOMOZ MNAPTIAAZ

Lot {apBpuoc}

‘ 4. HMEPOMHNIA AH=HZ

Exp. {pp/ecee}
Metd o TpWTOo Avolypa ageon Xpron.
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B. ®YANAO OAHTIQN XPHZHZ
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®YAANO OAHTIQN XPHZHZ

1. Ovopaoia Tou KTRviatpikol GpappakeuTIKoU TIPoiovog
Nobivac Lepto eveéoipo evaiwpnua yia GKUAOUG

2. Z0vOeon
Kabe doon (1 ml) mepiéxet:

ApacTtika cuoTatika:

- Adpavorolnuévo Leptospira interrogans opoopada Canicola- opotoikidia Portland-vere,

otélexog Ca-12-000 > 990 Movddeg/ml*

- Adpavottolnuévo Leptospira interrogans opoopdda Icterohaemorrhagiae- opomoikilia Copenhageni,
otélexog 820K > 699 Movadec/ml*

* Movadec avtyovikng palag ELISA
AXpWwHO evalwpnua.

3. Eidn {wwv
>KUAOL.

4. OepATIEVTIKEG EVIELEELG

Evepyntik avoootoinon Twv oKUAWY (amd tnv nAKia Twy 8 gfdouAdwyY) He OKOTIO TN Heiwon Twv
OUVETIELWV TNC AETTTOOTIEPWONC, TTOUL TtpoKaAsital antd Leptospira interrogans, opomolkiAieg Canicola
Kat Icterohaemorrhagiae.

Eykataotaon avooiag: 4 eBdopddec.

Awdpkela avoaiac: 1 €tog evavtiov tng opototkiAiag Canicola kat 6 prveg evavtiov Tng opoTolkIAiag
Icterohaemorrhagiae.

5. Avtevdeifelg
Kapia.

6. EW3kéG IPOELBOTIOLNCELG
Eldkég TpoELDOTIONCELC:
Na epBoAtddovtatl pévo vyt dwa.

[Slaitepeg tpoduAdEeLg TIou TPETEL va AauBdvovtal amo TO ATOPO TIOU X0PNyel TO KINVLATPLKO
dapuakeuTikd TPoiov os {wa:

2e mepimtwon Tou Katd AdBog KAvete autogveon, va avalnthnoete auéowd latpkn Bondela kat va
eTUOEIEETE OTOV LATPO TO ECWKAELOTO GUAAO ODNYLWV XPNOEWC N TNV ETIKETA TOU GAPHAKEUTIKOU
TpoidvToc.

Evkuuoouvn:
Mmopel va xpnotwporownBei katd tn dldpkela tng KUNonG.

AMnAemtidpacn pe AAa GapuakeuTikd tpoidvta Kat AAeg pophEg aMnAeTidpaong:

Eival dlaB€oipeg peAéteg aoddAelag Kal amoTeAECPATIKOTNTAG, Ol OTIOIEC ATOOEIKVUOUV OTL TO £V AOYW
€UBOALO duvatal va avapelyvUeTal Kal va xopnyeitat pe ta egfoMa tng oepdc Nobivac yla umtodopla
XOPAYNGN TIOU TIEPLEXOUV WC CUCTATIKA TOV 1O TNE vooou tou Carre Tou okUAOU, Tov adevoio TUTIou 2 Tou
okUAou, Tov TtapBoid Tou oKUAOUL oTEAEXOC 154 Kal/r Tov 10 TnG TtapdivpAouévtdag Tou oKUAOU.
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Elval dlaB€oipeg peréteg aodAAelag Kal amoTeAECPATIKOTNTAG, Ol OTIOIEC ATIOOEIKVUOUV OTL TO £V AOYW
€UBOALO duvatal va xopnyeital tnv idla nuépa xwpic va avapetyvietal pe to Nobivac Rabies (otéAexog
Pasteur RIV).

Aev utapxouv TIAnpodopieg OXETIKA PE TNV AchAAEL KAL TNV ATIOTEAECHATIKOTNTA ATt TNV TAUTOXPOVN
Xprion Tou gv Adyw ePPOAIOU e OTIOLODATIOTE AANO KTNVLATPIKO GAPHAKO, EKTOC TWV TIPOIOVTWY TIoU
avadpépovtal taparndvw. H antodaon yia tn xoprynon tou ev Adyw epBoAiou TipLv R HETA TN Xoprynon
OTIOLOONATIOTE AAAOU KTNVLATPIKOU GapHAKoU, TIPETEL va AapBAVETAL KATA TtepiTTTWON.

YniepdoooAoyia:
Kavéva aAo cuptttwpa ektdg 0cwv avadepbnkav Katd tov eJBOALACHO Pe pia povo doan.

Kopleg acuppatotnec:
Na pnv avapelyvoeTal e AAO KTNVLATPLIKO GAPHIAKO, EKTOC TWV EUBOAIWY TTOu avadEpovTal TIapaTavw
(O6Tt0UL Ta TIPOTOVTA KAl N CUVDUACKEVN XPRON TOUG elval EYKEKPLUEVQ).

7. Avetuupunta cuppavia

2KUAOL:
MoAU cuxvd Adykwon oto onueio tng éveonc'.
(>1 Cwo / 10 utto Bepameia lwa):
2navia Avodog tne Beppokpaaiac?.
(1 éwg 10 Zwa/ 10.000 uttd Beparneia
{wa):
MoAL omtavia Avtidpaon oto onueio Tng éveongc.
(<1 Cwo / 10.000 umo Beparmeia dwa, | Avtidpaon umepsvawcbnaoiag (T.X. AnBapyog, oidnua tou
oupTtEpAAUBAVOUEVWIV TWV | TIPOOWTIOU, KVNOUOG, EUETOC, dldppota)®, avaduAadia (Tt.x.
HEUOVWHEVWY avadopwv): duotvola, katarAnéia) >4,
AnBapyoc®, avopeéia®
AvooodlapecoAaBolpevn ALHOAUTIKNA avaupia,
avooodlapecolaBolpevn BpoppBokuttapoTevia,

avooodlapecoiaBoupevn TtoAuapBpitida.

T AlapETPOU £WE 5 cm yia £wc Kal 4 NUEPEE. AuTr N SLOYKWoN sVOEXETAL va Eival OKANPN Kal ETwduvn
M\ Ba pewwbel otadlakd kat Ba e€adaviotei petd amno 2-3 eBOoudAdEeC.

2Mapodikn.

SEvdéxetal va tapatnendsi cuvtopa PETA armo tov EPBOAACHO.

4 Mmopei va sivat aretAntiki ya t Zwr). Eav mapatnpndolv TETolEG avTtidpACELG, CUVIOTATAL N
KATAAANAN Beparteia.

“Hrua.

H avadopd avemBuuntwyv ocupBdaviwy eival onpavtikn. Empénel tn ouvexn mapakoAoubnon tng
aodalelag evog mpoiovtoc. Eav mapatnprioete omoladnmote avemBupntn evepyela, akopa Kat av dev
avadEPETal 0T0 ECWKAELOTO GUANO 0dNyLWY XPNong 1N auPBAAAETE yia TNV ATIOTEAECUATIKOTNTA TOU
dappdkou, tapakaleicBe va eTKOWVWVNCOETE, KATAPXAG, Ue Tov KTnviatpo oag. Mmopeite emiong va
avadépete  omoladnmote  avermBupnta cupfdvta  oTov  KATOXOo NG Adeswag  KukAodopiag
XPNOLOTIOWVTAG TA GTOLXEla ETIKOWVWVIAG GTO TEAOC auToL Tou GUAAOU 0dNYLWV XPARONG, i HECW Tou
€0vikoL oag cuotruatog avadopdc: {otolxeia eBvikol cuotnuartocg avadopac).

8.  AocoMoyia yia kaBe €idog, TPOTOG KAt 0d0i Xopynong
Ymodopla xpron.
Xopnynote 1 86on (1 ml) avda dwo.

EppoAlako oxnpa
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Baaoikog euBoAtaguoc: OAa ta {wa tou dev £xouv epoAactel oTo TtapeABoV Katd tng AeTtooTeipwaong
pEmneLva epBoAladovtal Vo dopég Ue pecodldotnua 2-4 eBdopadwy. OLveapol okUAoL TIpETEL va eival
NAK{ag TouAdyxilotov 8 eBOOUAdWY TIPLY ATIO TOV TIPWTO ELBOALACHO.

EmaveuBoAiagudc: Kabe 6-12 prvec.
To dlactnua Twv 6 PNVWY yld ToV EMAVERBOALACHO CUVIOTATAL Yl TNV TIPOOTACIA KATA TWV KAWVIKWY
OUMTTTWHATWY TNE AETTTOOTIEIPWONG, TIOL TIPOKAAE(TaL amo Tnv opomokihia Icterohaemorrhagiae.

9. 0dnyieg yla tn cwotn xoprynon
Adnote to euBOAL0 va ptacel o Bepuokpacia dwuatiou (15 °C - 25 °C), tpwv amod tn xpron. Mpémnet va
XPNOJoTolE(Te amootelpwéva PEoa EPBOALACHOU.

10. XpovolLavapoving
Aev LoxLEL.

11. EwWwKEG ouvOBnRKeG dlatnpnong
Na ¢pulacostal og BEan, Tnv otoia dev BAETIOLV Kal dev Tipooeyyidouv ta Ttadid.

Na ¢ulacoestal og YPuyeio (2 °C -8 °C).
Na pnv kataguxetat.
Na ¢uAacoetal otnv apxkn cuokevacia. Na puAdooetal Tpootateupévo amo to Gwc.

MeTdA To TIPWTO AvolyHa ApPeSn XPRon.

Na pn xpnotpomoteital autd To KTNVLATPLIKO GapUAKEUTIKO TIPOIOV HETA ATTO TNV NUEPOUNVia ARéng Tou
avaypadetal otnv €TKETA PeTA To EXxp. H nuepopnvia Aéewcg oupmimntet e tnv teAsutaia nuépa tou
OUYKEKPLUEVOU URva.

12. EwWwkEg MpoduAd&elg antoppung
Ta dpdppaka dev TIPETEL VA ATIOPPITITOVTAL HEGW TWV AUPATWY ] TWV OLKLOKWY ATtoBANTWV.

XpNOLUOTIORCTE TipoYpAUUATa ETUOTPOPNG PAPHAKWY yia tnv amdppwn PN Xpnoldotonbsviwy
KTNVIATPIKWY GAPHAKEUTIKWY TIPOIOVTWY | GAAWY UAIKWY TIOU TIPOEPXOVTAL amd Tn XPHon Toug
oUpdwWva PE TIC TOTIKEC ATIALTACELG KAL PE TUXOV LloxUovTa eBvIKd cuathpata cuAMoync. Ta pétpa auta
ATIOOKOTIOUV GTNV TIPOOTACIA TOU TEPIRAAOVTOC.

2upBouAsuBeite tov Ktnviatpd cag | tov dappakomold oag ylwa Tov TPOTo amdppung Twv
XPNOoLOoTIoINBEVTWY GapUAKWV.

13. Ta&wounon Twv KINVIaTPKWYVY GapHaKeUTIKWY T(POIOVTIWY
Na xopnyeitat pévov pe KTNVIATPLKN cuvtayh.

14. ApiOpoi adsiag KukAodoplag Kat GUOKEVAGIEG
ApBuocg ddelag kukAodopiag Kompou: 8006

MeyeBn cuokeuaoiag:
Xdaptvo  TAaoTiko kouti pe 10 i 50 dplaAidia tou 1 ml (1 doon).

Mmopel va pnv KukAodopoUv OAEG Ol CUOKEVUATIEG,.

15. Hpepopnvia teAevtaiag avabewpnong tou ¢UAAOU 03NYLWV XPHONG
29/09/2025

Netttopepeic MAnpodopieg yia 1o ev Adyw KTNVLIATPLIKO PpapHAKEUTIKO TIPoLoV ival dlabeotpeg otn Baon
dedopevwy tng EE yia ta ktnviatpikd mpoiovta (https://medicines.health.europa.eu/veterinary).
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16. Ztokeia emkowvwviag
Kdatoxocg tng adelag kukAodopiac:
Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer

OMavdia

Mapaockeuaaotnc uTELOUVOC Yla TNV ATIEAEUOEPWOT TWYV TTAPTIOWV:
Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer

OMavdia

2TolXEld eTKOWVWVIAC yId TNV avadopd TiBavoAoYOUUEVWY AVETIIBUUNTWY EVEPYELWV:

Kumpog
Intervet Hellas A.E
TnA: + 30210989 7452

17. AM\egmAnpodopicg

la tn dlEyepaon eVEPYNTIKAG avoaiac oe oKUAOUC Katd tng Leptospira interrogans, opottolkiAieg Canicola
kat Icterohaemorrhagiae.

Ta dpaoTikd cuoTaTIKA TOU EUROAIOU TIPOKAAOUV TNV TIAPAYWYr AVTIOWHATWY (XUHIKN avoaoia) katd
CQUTWY TWVY OPOTIOKIALUIV.

O epBoAlacpoc pe to Nobivac Lepto pelwvel Ta KAWVIKA CUUTITWHATA (TIUPETOC Kat BvnooTnTa) Kat Tov
apBpo twyv wwv pe Baktnplaia kal AstttooTelpooupia Petd and tn Aoipwén, o€ ocUyKpLlon e td
aveppoAiaota {wa Tng opadac EAEYXoU.
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