MAPAPTHMA I: MEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOZX

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ
Nobivac KC Auodrottotnuévo UAIKO Kat SLaAUTNG YLa PLVIKEG OTAYOVEG, EVALLPNHIA YL OKUAOUG

2. NOIOTIKH KAI MOZOTIKH ZYNGEZH
Kabe doon (0,4 ml) tou avacuotabévtog ePBoAIOU TIEPLEXEL:

ApacTtika cuoTatika:
Zwvtavo Bakthplo Bordetella bronchiseptica otéAexog B-C2: = 10%° kau =< 10%7 cfu’
Zwvtavo 16 TlapaivdAouévtag tou okUAou atéexog Cornell: =103 kat = 1058 TCIDsy?

T HovAdEC OXNUATIOUOU ATIOKIWY
2 poAuopatikr d6an LoTtokaAALEpyeLac 50%

‘Ekdoxa:

Mowotikn 6UVOeGN EKSOXWV Kal AAAWY CUCTATIKWY

Avogiromotnuévo UAIKO:

Hydrolysed gelatin

Pancreatic digest of casein

Sorbitol

Sodium chloride

Disodium phosphate dihydrate

Potassium dihydrogen phosphate

AwaAuoTng:

Water for injections

AUVODINOTIOLNHEVO LAIKO: UTIOAEUKO 1 XPWHATOC KPEU CUUTINKTO.
AlaAUTNG: dlauyEg Axpwio SlaAupa.

3. KAINIKEZ MAHPO®OPIEZ
3.1 Eidnlwwv
ZKUAOL.

3.2 OepameUTIKEG eVOELEELC YIa KAOE €180 {wou

Evepyntiky avoootoinon twv okUAwv Katd tng Bordetella bronchiseptica kal Katd tou OV TNG
TtapaivdAougvtdag Tou oKUAOU KATA TIG TtePLodouc UPYNAOU KIvOUVOU, E OKOTIO TN HEIWON TWV KAWVIKWY
oupTtwpdTwy TIou Ttpokaiolvtal amnod tnv Bordetella bronchiseptica kat Tov 10 ¢ apaivdAovévtlac
TOU OKUAOU, KaBWC Kal T Jeiwaon g améKKPLong Tou oL Tne tapdivAouévtdac Tou oKUAou.

Evkatdaotaon avooiag:  ywa tnv Bordetella bronchiseptica: 72 wpeg HETA Ao tov EPPOAACHO-
yla Tov 10 tng rapaivAovevilag tou okuAou: 3 eBdouddeg peta amod tov

eUBoALlaoO.

Aldpkela avoaoiac: 1 €t0C.

3.3 Avtevdeiéelg
Kapia.
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3.4 EWBIKEG IPOELSOTIOLNOELG
Na epBoAtdovtatl pévo vyt Lwa.

3.5 Iduaitepeg mpoduAa&elg kata t Xpnon

I3laitepeg mpoduAA&ELS yia TNV aohal xpron ota eidn Jwwv:

Ot epBoMacpEvol GKUAOL dUvaTtal va anekkpivouv To pPBoALaKo otéAexoc tng Bordetella bronchiseptica
£WC Kal £EL BOOUADEC Kal ToV 1O TNG TtapaivdAouévtlag Tou OKUAOU WG Kal AlyEG NUEPEC PETA ATIO TOV
gUBOALaOHO. Katd tn dLapKela auTig TNE TteEPLOdou, N eTadr avoooKATACTAAUEVWY KAl avEHBOAIQoTWY
OKUAWY pe epPBoAacpEVOUC OKUAOULC TIPETTEL VA attodeUyETAL.

H xoprynon avoookataoTaATIKwY Gappdkwy eival duvatdv va eMNPEACEL apvnTIKA TNV avdamtuén tng
EVEPYNTIKAG avooiag Kat va auénoel tnv mlavotnta ePdAaviong avetBuunTwy EVEPYEWV TIOU
TipokaloLvtal arnod ta wvtavd ePBOAaKA oTEAEXN.

latec, xoipot kat avepBoAiaotol okUAoL ival duvatdv va aviildpAacouy ota EUBOAAKA OTEAEXN HE ATILA
KAl TIapodkd avamveuoTikd cupmtwpata. Aev €xouv eAeyxBel aMa wa, OTwe KOUVEALD Kal HIKPA
TPWKTIKA.

[Saitepeg mpoduAAgelg TTou TIPEMEL va AauBdAvovial amd T0 ATOUOo TIOU X0PNnyel TO KINVIATPLKO
dapuaKeuTIKO TTPoiov og {wa:

Atopa og avoooKataotoAn Kpivetal okoTio va amodelyouv tnv emadr pe 1o gPPOAl0 Kal ta
ePBoAlacpéva dwa Ewg Kal 6 eBOOUAdEC PETA attd ToV EPBOMACHO.

Na artoAupaivete ta xépla Kat tov EEOTIALOMO PETA aro Tn Xpron.

AmtodUyete TNV Katd AdBog autogveon A tnv ertadn Ye Ta patia. Ze mepintwon epeblopol Twv odBaApwy
f og Katd AaBoc autogveaon, va avalntioete aueow  latpikn Bonbeta kal va eTideieTe GToV LlATPO TO
E0WKAELOTO PUAAO 0BNYLLIV XPHOEWC N TNV ETIKETA TOU GAPHUAKEUTIKOU TIPOIOVTOC.

Idlaitepec TPodUAAEELC VIA TNV TIPOOTAGCLA TOU TTEPLBAANOVTOC:
Aev 1oxVEL.

3.6 AvemBounta cuppavra

ZKUAoL:

MoAU cuxvd Pwiko ékkptua’.

(>1 Zwo / 10 umd Beparneia Zwa): OpBaAUIKO Ekkprua’.

Suxva Mrapuoc’, BAxag'.

(1 €wg 10 Cwa / 100 utto Bepareia Lwa):

MoAL oTtdvia PouBouviopa'. AnBapyoc. Epetoc.

(<1 Zwo / 10.000 umo Bepareia Zwa, | Avtidpaon urepevawobnatiag, Avtidpacn

OUMTIEPAAPBAVOHEVIWV TWV PEHOVWHEVWY | AVAPUAAKTIKOU ToTou?.

avapopuwv): Avooodlapecorapolpevn QULHOAUTIKA avaia,
avocodlapecolaBoupevn BpopBokuttaporevia,
avooodlapecolaBoupevn ToAuapBpitida.

' Mapatnpeitat Blaitepa o OAL veapol suaioBntouc okVAoUC. Ta CUPTITWHATA YEVIKA Eival AT Kat
TapodIKd, TEEPLOTACLAKA OPWC sival duvatov va eTpeivouv EwG Kal TEooeplg EBOOUAdEC. 2 dwa Td
omoia mapouctdlouvv cofapdtepa cupTTWHaAta, TOavd va evdeikvutal n xopnynon KatdAAnAng
AvTIBLOTIKAG AywynG.

2 Mia t€tola avtidpaon duvatal va s€eAxBel os o cofapr] kKatdotaon, n omoia PTopsl va sivat
eTKivouvn yia tn dwn. Eav epdaviotel Tétola avtidpaon, Tpemel va xopnynBel xwpic kabBuotépnon n
KAtaMnAn Bepareia.

H avadopd avemBuuntwyv cupBdaviwy eival onpavtikn. Empénel ) ocuvexn mapakoAolbnon tng
aocpalelag evog KTnviatplkol pappakeuTikoL Tipoidviog. Ol avadpopeg TPETEL va arnooTeAovTal, Katd
T(POTIPNON HECW KTNVLIATPOU, E{TE OTOV KATOXO TNG adelag KukAodopiag f GTov TOTIKO avIUTPOCWTIO TOU
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eite otnv €BvIKN appddia apxn HEow Tou £BVIKoU cuotrpatog avadopas. AvatpeEte oto GUANO 0dNyLWV
XPHoNG yld Ta avtiotolxa GTolxeia ETKOWwWVIaC.

3.7 Xpnon katda tnv Kunon, T yalouxia r tnv wotokia
Kunon:
Mmopei va xpnototonBei katd tn SlapKeLa TN KUnNone.

3.8 AMAnAemidpacn pe AAAa GaPUAKEUTIKA TIpoiovTa Kat AAAeG HopdEg aAAnAemtidpaong
Na pn xopnyeital tautdxpova e AN evOopPLVIKA aywyn f Katd tn dlapkela Bepamneiag pe
QvTIBLOTIKA.

Eival dlaB€oipeg peAéteg aoddAelag Kat amoTeAECHATIKOTNTAG, Ol OTIOIEG ATIOBEIKVUOUV OTL TO £V AOYW
€UBOAL0 duvatal va xopnyeitat tny idla nuépa, xwpic va avapetyvuetat e ta {wvtava ePROALA TG OELPAg
Nobivac katd tng vooou Carre Tou oKUAoU, TNG Aowdoug NIatitidag Tou OKUAOU Ttou TtpokaAeital ano
adevoid okUAouL TUTIoU 1, TN TTapBoiwaong Tou okVAOU (Ue BAon To oTtEAEXOC 154) KAl TNE AVATVEUCTIKAC
vooou Tou TpokaAeital amd adevoid okUAoU TUTIOU 2, OTIOU AUTA eival eyKEKPIUEVA, Kal PE Ta
adpavoroinpéva euBoAla tng oslpdg Nobivac katd tng AsTrtoomeipwong Tou oKUAOU, TIOU TtpoKaAE(Tal
antd tnv L. interrogans opoopdda Canicola opotolkidia Canicola, tnv L. interrogans opoopdada
Icterohaemorrhagiae opotmowkihia Copenhageni, tn L. interrogans opoopada Australis opomotkiAia
Bratislava kai tnv L. kirschneri opoopdda Grippotyphosa opotolkiAia Bananal/Lianguang.

Elval dlaB€aoipeg peAétec aohAAeLag Kal ATtOTEAECUATIKOTNTAG, Ol OTIOIEC ATIOOEIKVUOUV OTL TO £V AOYW
gPBOALO duvarat va xopnyesital tnv dla nuEpa, XwpIic va avapelyvueTal e To JLoBeVEC EUBOALO VEAPWYV
okUAwV (Kuvapiwv) tng oslpdc Nobivac to omtoio tepléxel To otéAexoc 630a tng mapBoiwong Tou GKUAOU.
H amoteAeopatikdtnTa T0U v Aoyw €PPOAIOU PETA amd TNV TAUTOXPOoVn Xpron dev €xel eleyxBel.
Emtopévwg, evw n achdAela Tng Tautdoxpovne Xxpnong €xel anodelxbei, o Ktnviatpog Ba TPETEL va TO
AapBdvel auto urtodn dtav arodacilel va XopnynoeL Ta Ttpolovta Tavtdxpova.

J £ TIOAU OTTAVLEC TIEPLTTTWOELC dUvaTal va TtapatnenBsi pia mapodikn ofsia avtidpaon umepeuatoOnaiag
OTav To TPOIOV Xpnolpotoleital padi pe AAAa epBOALA.

Aev uTIAPXOLV TTANPODOPIEC OXETIKA PE TNV ACHAAELA KAL TNV ATIOTEAECUATIKOTNTA ATIO TNV TAUTOXPOVN
XPron Tou EPBOAIOU PE OTIOLODATIOTE AANO KTNVIATPLIKO PAPHAKO, EKTOC TWV TIPOTOVTWY Ttou avadEpovtal
mapanavw. H amodaon ywa tn xopriynon tou v Adyw ePPoAiou Tpv 1 PETA amd tn Xopnynon
OTIOLOONTTOTE AAOU KTNVLATPLIKOU GapPAKou, TPETEL va AddpBaveTal Katd repimtwon.

2¢& TepimTwaon 1ou Xopnynbolv avtiBloTIKA EVIOG TNG TiPWTNG EBJOMAdAC PETA aTto Tov EPPOALACO, O
ePBoAlaocHOC TIpETEL va eTtavaAndBel petd amod to TéAog tng Bepareiag e avtiploTIKA.

3.9 0doi xopnynong kat docoAoyia
Pwikn xpron.

Adnote 1o oteipo dlaAuTn, Ttou cuvodeveL To EPBOALD, va pBacel oe Beppokpaacia dwuatiov (15°C-25
°C). Kavete aonmtn avaclotacn Tou AUODIAOTIOLNHEVOU UALKOU HE ToV SLaAUTn. AVOKIVACTE KAAd TO
dLaAIBLO peTA amod TNV TTPOCBKN Tou JLAAUTH. Avappodnote To ePBOALO 0T cUPLYYa, ATIOUAKPUVETE TN
BeAova kat xopnynote 0,4 ml péoa otov Eva pwbwva, ameubeiag amo To dkpo NG cUpLyyac.

To avacuotaBév epOALo elval Eva evalwpnua UTIOAEUKOU 1 KITPLVWTIOU XpWHATOC.

EpBoAlako mpoypappa:

Ot okUAoL Tipgmel va eival nAkiag 3 touAdaxiotov eBdopadwy. Otav To ev Aoyw gpBOAL0 xopnyeital
Tautoxpova (dnAadn xwpic va avauwyvuetal) pe aMo eppoio tng oepdc Nobivac, amo autd mou
avadépovtal otnv apaypado 3.8, ol GKUAOL BeV TIPETIEL VA gival veapoTtepoL amd tnv eAAXLoTn nAkia
gPBoAlacpoL Ttou cuvioTdtal yla To dAo euBoAto Nobivac.

O avepBoAiactol okUAoL TipETEL va AapBavouy pia d6on TouAdyiotov 3 eBOoUAdEC TIPLY aTto Ty Ttepiodo
TOU aVAHEVOHEVOU KIVOUVOU, TLX. TNV TIPOCWPLVH SLAH0VI) 0€ KUVOKOUELD, YO TNV TIPOCTAGIA KaL ATtO TOUG
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U0 Tapayovteg Tou gPPBoAiou. lMNa tnv pootacia amo tn Bordetella bronchiseptica, ol avepBoAiactol
okUAoL TtpéTel va AapBavouv pia d6on ToUAAXLoToV 72 WPEC TPV ATtO TNV TIEPI0d0 TOU AVAPEVOUEVOU
KvdUvou (avatpélte emtiong otnv mapdypado 3.5 «Idlaitepeg mpodUAAEELG KaTd Tn Xpron»).

Etnolog emaveppoAacpoc.

3.10 Zupmtwpata umtepdocoloyiag (Kat Katd mepimtwaon, HETPA avILUETWTILONG Kal avtidota)
[Bwaitepa oe TOAU veapoug OKUAoug, Hetd amod 10-TAdola utmepdocoloyia tou gpPBoAiou €xouv
mapatnenbel cuPTTWHATA VOOOU TNE AVWTEPNE AVATIVEUOTIKNAC 000U, Ttou TtephapBdvouy opOaAko
KAl PVIKO EKKPLUA, dapuyyitda, Ttappo Kat BrAxa. Ta cupmtwata Eekivnoav Thv nUEPA PETA amo Tov
EUBOALCHO Kal TtapatnEnonkav Ewe Kat 4 eBOOPAdEC HETA ATIO TOV EUBOALACHO.

3.11 EWwkol meploplopoi XpRong Kat EeBIKEC OUVONKEG XPRONG, OUUTEPAQUBAVOMEVWV
MEPOPIOPWY  OTN  XPAON QVIIKPOBLOKWY KAl AVILAPACITIKWY  KTNVIATPLKWY
G apHAKEUTIKWY TIPOIOVTIWYV TTPOKELHUEVOU VA TIEPLOPLOTEL 0 KiVOUVOC avATITUENG avtoxng

Aev 1oxVEL.

3.12 XpovoiLavapovng
Aev 1oxVEL.

4. ANOZOAOrlIKEZ NIAHPO®OPIEZ

41 Kwdikog ATCvet: QIO7AF01.

To mtpoiov teplexel wvtavn Bordetella bronchiseptica, otélexoc B-C2 kat {wvtavo 16 Tng
apaivprouvévtdac tou okUAou, otélexoc Cornell. Metd amo tov evdoppwikd ePBoOAMACO, TO TIPOIdV
dleyeipel tnv avarmtuén evepyntikng avooiag katd tng Bordetella bronchiseptica kal Katd Tou oV TNg
TapaivpAouvévtdac Tou oKUAOU.

Aev umdpxouv OlaBEcilya  oToXEld yia TNV EMOPACN TWV HNTPIKWY AVIIOWUATWY OTnv
ATOTEAECHATIKOTNTA TOU EPBOAACHOU LE To eV Adyw ePPOAL0. ATto tn BIBAoypadia, cuptepaivetal 6Tt
autdg o TUTToG evOopPWVIKOU ePBOAIOL eival LKavOg va TIPOKAAESEL AVOOOAOYIKH ATtavinon Xwpeic va
TapepTtodidetal amnod Ta avilowpata UNTPLKAC T(PogAsuonc.

Ymtapxouv SlafEaipa otolxeia ta omoia deixvouv peiwon TN ameKkplong tne Bordetella bronchiseptica
amo 3 pnveg w1 £10¢ HETA ATt ToV EPPROALACHO.

5. DAPMAKEYTIKA ZTOIXEIA

5.1 Kupleg acupparotnteg

Na pnv avapelyvoeTat e AAO KTNVIATPIKO GAPHIAKEUTIKO TIPOTOV, EKTOC TOU dLAAUTH 0 0TIolog cuvioTdTal
yla Xpron He autod o KTNVIATPLIKO GapUaKeUTIKO TIPoiov.

5.2 Awdpkela {wng

Aldpkela (wAE Tou KTNVLATPIKOU GapUaKEUTIKOU Ttpolovtog cupdwva Ue T cuokevacia wAnong: 27
HAVEC.

Aldpkela (WG PETA TNV avaclotacn cuPdwva e TG 0dnyieg: 1 wpa.

5.3 I8waitepeg mpoduAA&eLg Katd tn $pUAAEN TOL TTPOIOVTOG
Na ¢puAacoetal katwva petapeEpetal oe Yuyeio (2 °C -8 °C).
Na pnv katauxetat. Na puAdoostal TpooTaTeVHEVO ATto TO GWG.

5.4 ®uon kat cUVOECH TNG OTOLXELWDOUG CUOKEVATIAG

Auvod\OTIOINUEVO UAIKO:

MudAwo $raridio Tumou | Twv 3 ml KAELOPEVO Pe EAACTIKO TIWHA ELOXWPENONG ATto aA0yovOBOUTUALO Kat
oPPAYLOPEVO LE TILWHA AAOULVIOU.

AlaAuTnc:
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O J3laAUTNG Ttov dlatiBetal yia TNV avaclotacn TEEPLEXETAL HETA O TIEPLEKTN (BLOU TUTIOU PE AUTOV TOU
AuodroTtolNPEVOU UVAKOU (YudAvo ¢laAidlo Tumou |, pe eAdoTikKO TWHA EOXWPENONG KAl Ttwua
aloupviou). O dykog Tou TiepLleXOpieEvou Lypou eivat 0,6 ml.

MeyeBn cuokeuaoiag:

Xdaptiva ) TTAAoTIKA KOUTLA JE

- 5 x 1 360N gpBoAiou kat dLaAUTn
- 25 x1 800N gpPoAiou Kat SLAAUTh

Mropel va pnv KukAodpopoUV OAEC 0L CUOKELATIEC.

5.5 EdkéG mMpodpuAAgeLg anmoppung EVOG N XPNOLHOTIOLNBEVTOG KTNVLATPLKOU GAPHAKEUTIKOU
TPOIOVTOG i} AAAWYV UAKWYV TIOU TIPOEPXOVTAL AT TH XPHOoMN TOU TtPoIOVTOoGg, av UTIAPXouV
Ta ddappaka dev TIPETEL va attoppirTovial HEGW TWV AUPATWY 1 TWV OLKLAKWY ATtoBANTWV.

Xpnolomolote Tpoypdppata emotpodng GappUakwy ya thy anoppwn Hn xpnolylormondsviwy
KTNVIATPIKWY GAPHAKEUTIKWY TIPOIOVTWY 1 GAAWYV UAIKWY TIOU TIPOEPXOVTAlL 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(OIl) AAEIAZ KYKAODOPIAZ
ApBuoc adelag kukAodopiag Kompou: 18747

8. HMEPOMHNIA NPQTHZ EFKPIZHZ
Huepopunvia 1" éykplong: 28/3/2000

9. HMEPOMHNIATEAEYTAIAZ ANAOGEQPHZHZ THZ MEPIAHWHZ TQN XAPAKTHPIZTIKQN TOY
MPOIONTOZ
17/03/2026

10. TAZINOMHZH TQN KTHNIATPIKQN ®APMAKEYTIKQN NMPOIONTQN
Na xopnyeital povov Pe KTNVIATPLKA CUVTAyH.

NeTttopepeic TTANPOPOPIEC YA TO £V AOYW KTINVIATPIKO GAPHAKEUTIKO Ttpolov eival dlabEoiueg otn Baon
oedopevwy tng EE yia ta ktnviatpka poiovta (https://medicines.health.europa.eu/veterinary).
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MAPAPTHMA 1I: EMIZHMANZH KAl ®YAAO OAHINQN XPHZHZ

A. EMIZHMANzH

6/16



NAHPO®OPIEZ NOY MPEMEI NA ANATPA®ONTAI ZTHN EZQTEPIKH ZYZKEYAZIA

XAPTINO H NAAZTIKO KOYTI 1o omoio mepléxel plaiidia Avoplomotnévou UALKOU Kat dlaAutn
(ouokevaoieg 1 50ong)

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZ

Nobivac KC Auodrottotnuévo UAIKO Kat SLaAUTNG YLa PLVIKEC OTAYOVEG, EVALWPNHA

2. 2YNOEZH ZE APAZTIKH(EZ) OYZIA(EZ)

Kabe d6on (0,4 ml) tou avacuotabévtog ePBoAioL TIEPLEXEL:
Zwvtavo Bakthplo Bordetella bronchiseptica otéAexog B-C2: = 1080 kat < 10%7 cfu
Zwvtavo 16 riapdivdAougvtac tou okUAou otelexoc Cornell: = 10%° kat < 10%8 TCIDso

3. ZYZKEYAZIA

5x10d60n
25 x 1 800N

4. EIAOZ(H) ZQOY(QN)

>KUAOL

| 5. ENAEIZEIE

‘ 6. OAOI XOPHIHzHZ

Pwikn xprion.

‘ 7. XPONOI ANAMONHZ

‘ 8. HMEPOMHNIA AH=HZ

Exp. {up/eeee}
Metd v avacuotaon Xpnon eviog 1 wpac.

‘ 9. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

Na ¢puAacoetal kat va petapepetal oe Puyeio.
Na pnv kataguxetal.
Na ¢uAacoestal TpooTaTEUEVO aTto T0 GwC.
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‘ 10. Ol AEZEIZ «AIABAZTE TO ®YAAO OAHIQN XPHZHZ MPIN AMO TH XPHZH»

AwaBdote to pUAAO 0BNYLWV XPHCNG TIPLY aTtd TN XPHRoN.

‘ 11. Ol AEZEIZ «<ANMOKAEIZTIKA T'A KTHNIATPIKH XPHZH>»

ATIOKAELOTIKA YLa KTNVLIATPLKE XPNon.

12. Ol AEZEIZ «<NA ®YAAZZETAI ZE OEZH, THN OINMOIA AEN BAEMOYN KAI AEN NMPOZEITIZOYN
TA NAIAIA»

Na puAdooetal o BEon, Tnv omoia dev BAETIOUV Kat dev Tipoaeyyidouv ta Ttadid.

‘ 13. ONOMATOY KATOXOY THZ AAEIAZ KYKAO®DOPIAZ

Intervet international B.V.

14. APIOMOI AAEIAZ KYKAODOPIAZ

AAK Kumtpou: 18747

‘ 15. APIOMOZ NAPTIAAZ

Lot {apOpoc}
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ZYZKEYAZIEZ

ETIKETA T1A TO ®IAAIAIO-Avodrottoinpévo UALKO (PpLaAidio pe 1 56on)

EAAXIZTEZ ENAEIZEIZ NMOY MPEMEI NA ANATPA®ONTAI ZzTIZ MIKPEZ ZTOIXEIQAEIZ

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

Nobivac KC

tal

‘ 2. MOZOTIKA ZTOIXEIA TQN APAZTIKQN OYZIQN

Ava doon:
B. bronchiseptica: > 10%° cfu
CPi: > 10%° TCIDs

1 060N

‘ 3. APIGMOZ NAPTIAAZ

Lot {apOpoc}

‘ 4. HMEPOMHNIA AH=HZ

Exp. {pp/ecee}
Metd tnv avacuotaon Xpnon eviog 1 wpac.
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ZYZKEYAZIEZ

ETIKETA T'lA TO ®IAAIAIO - AlaAutng (draAidio pe 1 d6on)

EAAXIZTEZ ENAEIZEIZ NMOY MPEMEI NA ANATPA®ONTAI ZzTIZ MIKPEZ ZTOIXEIQAEIZ

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

21eipog AlaAutng

Water for injection H
( U

2. MOZOTIKA ZTOIXEIA TQN APAZTIKQN OYZIQN

1 060N

‘ 3. APIOMOZ MNAPTIAAZ

Lot {apBpuoc}

‘ 4. HMEPOMHNIA AH=HZ

Exp. {pp/ecee}
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®YAANO OAHTIQN XPHZHZ

1. Ovopaoia Tou KTRviatpikol GpappakeuTIKoU TIPoiovog
Nobivac KC Auodrottotnuévo UAIKO Kat SLaAUTNG YLa PLVIKEG OTAYOVEG, EVALLPNHIA YL OKUAOUG

2. ZuvOeon
Kabe doon (0,4 ml) tou avacuotabévtog ePBoAIOU TIEPLEXEL:

ApacTtika cuoTatika:
Zwvtavo Bakthplo Bordetella bronchiseptica otéAexog B-C2: = 108° kau < 10%7 cfu’
Zwvtavog 10¢ tapdivAougvtdag tou okOAoU atélexoc Cornell: = 1030 kat < 1058 TCIDsy?

T HovAdEC OXNUATIOUOU ATIOKIWY
2 poAuopatikr d6an LoTtokaAALEpyeLac 50%

AUVODNOTIONHEVO LAIKO: UTIOAEUKO 1 XPWHATOC KPEY CUUTINKTO.
AlaAUTNG: dlauyEg Axpwio SlaAupa.

3. Eidn {wwv
2KUAOL.

4. OepATIEVTIKEG EVIELEELG

Evepyntiky avooottoinon twv okUAwv Katd tng Bordetella bronchiseptica kal Katd tou OU TNG
TiapdivAougvtdag Tou GKUAOU KATd TIG TtePLodoug LPNAOL KLvdUVOU, PUE OKOTIO TN HEIWON TWV KAWVIKWY
oupTTWHATWY TIoL TtpoKaAoLvTal ano tnv Bordetella bronchiseptica kal tov 16 Tng TapdivAovévedag
TOU OKUAOU, KABWC Kal T Helwaon TNE ATEKKPLONG TOU oL TG TtapaivdAougvtag Tou oKUAoU.

Evkataotacon avooiag:  Bordetella bronchiseptica: 72 WPEC YETA attd Tov EYBOALACHO-
l6¢ tapaivdpAouévtlag Tou okUAoU: 3 EBOOUABEC HETA ATLO TOV ELPROALACHO.
Awdpkela avoolac: 1 ¢t0¢.

5. Avtevdeifelg
Kapia.

6. EWSKEG TPOELDOTIOLNOELG
Ewdkéc ipoeldomolnoelc:
Na epBoAtdidovtatl pévo vyt dwa.

I5laitepec mpodUAdEeLg yia Tty aodaln xprion ota idn Jwwv:
Ot epBoMacpévol oKUAOL dUvATAL Va ATEKKPIVOUV To eUBOALAKO OTEAEXOC TG Bordetella bronchiseptica
£W¢ Kal €L BOOPABEC Kal TOV 1O TNE TtapaivdAouévtZag Tou OKUAOU £WG KAl Alyeg NUEPEG HETA aTtd Tov
ePBoAlacpo. Katd tn dldpKela autig tng eplddou, n emtadr avocoKaTaoTAAPEVWY Kal avepBoAiaotwy
OoKUAWV pe epBoAlacpéVoUg oKUAOUG TTPETTEL va artodelyETal.

H xopriynon avoookataotaAtikwy Gappdkwy givatl duvatov va emnpedoel apvntika tnv avamtuén tng
EVEPYNTIKNG avooiag Kat va auénoet tnv mbavotnta ePdaviong avermbupnTwy EVEPYEWV TIOU
TtpokaloLvtal amnod ta wvtavad ePBOAaKA oTeAEXN.

lateg, xoipol kat avepBoAiactol okUAOL gival duvatov va avildpacouV otd eUBOAIAKA CTEAEXN HE ATILA
KAl TIAPOdIKA avaTVEUOTIKA cUPTITWATA. Aev €xouv eAeyxBel AAAa dwa, OTIWG KOUVEANA Kl HIKpA
TPWKTIKA.

Idwaitepeg MpoduAdgelc ou TpEmMeL va Aapfdvovial amo To ATOMO TIoU XOPNYEL TO KINVLATPLIKO

GappaKeUTIKO TIPOoidV os wa:
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Atopa 0og avoooKaTAOTOAN Kpivetal oKOTHo va amodelyouv tnv emadr pe 1o ePfOAl0 Kal ta
epBoAlacpéva dwa Ewg Kal 6 eBOOUAdEC HETA aTtd TOV EPBOMACUO.

Na artoAupaivete ta x€pla Kat Tov eEOTIAOO PETA aro Tn Xpron.

ArtodUyeTe TNV Katd AdBog autoéveaon f Tnv emadn Pe Ta Pdtia. Z& epintwon epedLopol Twv odBaApwV
f og kKatd AdaBog autogvean, va avalntAoete apéow  LAaTPLKr Bonbela Kal va emdeifete otov latpod 1o
E0WKAELOTO GUANO 0BNYLWV XPHOEWC I TV ETIKETA TOU GAPHAKEUTIKOU TIpoidvTOoC.

Eykupoouvn:
Mmopei va xpnototonBei katd tn SlapKeLa TN KUnNone.

AMnAemtidpacn pe AMa dapuakeuTikd tpoidvta Kat AAeC pophEG aMNAeTtidpaong:
Na pn xopnyeitat tautoxpova pe AAAN evooppVIKn aywyn A katd tn dlapkela Bepaneiag pe
avTBLOTIKAL.

Eivat dlaB€oipeg peréteg aoddAelag Kat amoteAEoPATIKOTNTAG, Ol OTIOIEG ATIOOEIKVUOUV OTL TO £V AOYW
€UBOAL0 duvartatva xopnysitattny idla nuEpa, xwpicva avapetyvoetal, e ta dwvtavd epgBoAla tng oelpdc
Nobivac katd tng vocou Carre Tou okUAou, TNG Aowdoug Natitidag Tou OKUAOU Ttou TtpokaAeital aro
adevoid okUAouL TUTIoU 1, TNE TTapBoiwaong Tou okVAOU (Ue BAon To oTtEAEXOC 154) KAl TNE AVATVEUOTIKAC
vooou Tou TpokaAeital amd adevoid okUAoU TUTIOU 2, OTIOU AUTA eival eyKEKPIUEVA, Kal PE Ta
adpavotolinuéva euBoAla tng oelpdc Nobivac Katd tng AeTtooTeipwong Tou 0KUAOU, TIOU TIPOKAAE(TAL
antdé v L. interrogans opoopada Canicola opomowihia Canicola, tn L. interrogans opoopdda
Icterohaemorrhagiae opotolkiAia Copenhageni, tnv L. interrogans opoopdada Australis opototkihia
Bratislava kat tnv L. kirschneri opoopada Grippotyphosa opotolkiAia Bananal/Lianguang.

Eival dlaBgoipeg peAéteg aodAAELOC KAL ATIOTEAECHATIKOTNTAC, OL OTIOIEC ATIODEIKVUOULV OTL TO £V AdYyW
€UBOALO duvatal va xopnyeital Tnv dla nuépa, Xwpic aMd va avapelyvietal Pe To S1oBeveg EPBOALO
veapuwyv oKUAWV (Kuvapiwv) tng oslpdc Nobivac to omtoio teplExetL To otéAexog 630a tngtappoiwongtou
oKUAOU. H artoteAeopATIKOTNTA TOU £V AGYW ELPROAIOU HETA ATIO TNV TAUTOXPOVN XPHON OV £XEL EAEYXOEL.
Emtopévwg, evw n achdAela Tng TaUTOXPOovVNE Xpnong €xeL anodelxbei, o Ktnviatpog Ba TPETEL va To
AauBavel auto uon otav anodpacidel va XopnynoeL Td TtpolovTa Tautoxpovd.

2¢& TTOAU oTtdvieG TTEPUTTWOELC dUvatal va TtapatnenBei pia tapodikn ofeia avtidpaon utepeuatobnaiag
otav to Tpolov xpnotuotoleital padi pe dAAa epBoALa.

Aev uTtapxouv TIAnpodopieg OXETIKA PE TNV AohAAEL KAL TNV ATIOTEAECUATIKOTNTA ATt TNV TAUTOXPOVN
XPron Tou EPPBOAIOU E OTIOLODATIOTE AAAO KTNVIATPIKO PAPHAKO, EKTOC TWV TIPOTOVTWY Ttou avadEpovral
mapanavw. H amodaon ywa tn xopriynon tou v Adyw ePPoAiou Tpv 1 PETA amd tn Xopnynon
OTIOLOONTTOTE AAOU KTNVLATPLIKOU GapPAKou, TPETEL va AddpBaveTal Katd repimtwon.

Y& epimTwaon 1o XopnynodoUlv avtiBLOTIKA EVIOC TG TIPWTNG EBOOUAdAC PHETA aTIO ToV EUPROALACUO, O
ePBoAlaoHOC TIpETEL va eTtavaAndBel petd amod to TéAog tng Bepareiag e avtiploTIKA.

YniepdocoAoyia:

[dlaitepa og TOAU o€ TIOAU veEapoug oKUAOUG, HETA amd 10-TtAdola uttepdocoloyia Tou ePBoAiou Exouv
mapatnenei cuPTITWPATA VOOOU TNE AVWTEPNE AVATIVEUOTIKNAG 000U, Ttou TtepAapBdvouy opOaAUKo
KOl PVIKO EKKPLUA, dapuyyitda, Ttapuo kal Brxa. Ta cupmtwata ekivnoav tnv nUEPA PETA amo Tov
gUBOALaCHO Kat Ttapatnpnénkav Ewg Kat 4 BdoUAdEC HETA aTto TOV EPPOALACHO.

Kipleg acupBatotntec:
Na pnv avapetyvieTat He AANO KTNVLIATPLIKO GAPHAKEUTIKO TIPOLIOV, EKTOC TOU JLAAUTN 0 OoTtoiog cuvioTdtal
yla Xprnon Je auto To KTNVLATPLIKO GaPHAKEUTIKO TIPOIOV.

7. AveTuupunta cuppava
2KUAoOL:
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MoAL cuxva Pwiko ékkpua’.
(>1 Zwo / 10 umd Bepameia Zwa): OdBaNpKS Ekkpiua’.

Suxvd Mrapuoc’, BAxag'.

(1 éwg 10 Cwa / 100 utto Bepareia Lwa):

MoAd oTdvia PouBouviopa'. AnBapyoc. Epetoc.

(<1 Zwo / 10.000 umé Bepareia Zwa, | Avtidpaon umepevaodnoiac, AvaduAaKTiKoU TUTIOU
OUMTIEPAAPBAVOHEVIWY TWV PEHOVWHEVWV (aAAepykr)  avtidpaon®  AvooodlapscolaBoupevn

avadopuv): QUUIOAUTIKA avalpia (XapnAr ouykévipwon €pubpwyv
awoodatpiwv), avooodlapecolaBoupevn
BpopBokutTapotevia (Hewpévog aplepog
aloteTaMwy), avocodlapecoAaBolpevn

ToAuapBpitida (PAsypovr) Twy apBpuwaoewv).

' Mapatnpeitat Blaitepa o OAL veapolg euaioBntoug okUAOUC. Ta CUPTITWHATA YEVIKA elval AT Kat
TapodIKA, TEEPLOTACIAKA OPWC ival duvatov va eTipeivouv Ewg Kal Teéooeplg BOoAdEC. 2 dwa ta
omoia mapouctdlouvv cofapdtepa cupTTwHata, TOavd va evdeikvutal n xopnynon KatdAAnAng
QVTIBLOTIKAC AyWwyNG.

2 Mia t€tola avtidpaon duvatal va €eAxBel oe o cofapr] KAtdotaon, n omoia PTopsl va sivat
eTuKivduvn yia tn {wn. Edv epdaviotel Té€Tola avtidpaon, TPEMEL va xopnynBel xwpic kaBuotépnon n
KATAMnNAn Bepaneia.

H avadopd avemBuuntwyv cupBdaviwy eival onpavtikn. Empénel ) ocuvexn mapakoAoubnon tng
aodalelac evocg Tpoiovtoc. Edv mapatnprioste omoladnmote aveTiBupntn eVEPyeLd, akopa Kal av dev
avadEPETAL OTO ECWKAELOTO GUAO 0dNyLWVY XPNong 1N auPBAAAETE yid TNV ATIOTEAECUATIKOTNTA TOU
dappdkou, TapakaAeioBe va ETKOWVWVNOETE, KATAPXAG, UE ToV KTnviatpo oag. Mmopeite emiong va
avadEPETe OToLadATIOTE AvETIBUUNTA CUKBAVTA OTOV KATOX0 TNG Adslag KukAodopiag rf oTov TOTUKO
QVTUTPOOWTIO TOU KATOXOoU NG Adelag KukAodopiag Xpnolotolwveag ta oTolxeia emkowvwyviag oto
TEAOC AUTOU Tou GUAAOU 0BNYLWV XPHONG, N HECW Tou £BVIKOL oag cuotnuatoc avadopdc:

Komnpog
Ktnviatpikég Yinpeaoieg 1417, Aeukwoia, Kuttpog
http://www.moa.gov.cy/moa/vs/vs.nsf

8. Aocoloyia yia kaBe €idog, Tpomog kKat odoi xoprynong
Pwikn xpron.

Xopnynote pia 66on 0,4 ml avd {wo.

Kavete avacvotaon 1 gpLaAdiov eppoAiou pe 1 pLaAidio dlarv.

EpBoAlako mpdypapua:

Ot okUAol Tipémel va eival nAkiag 3 touAdxiotov eBdopdadwy. Otav 1o ev Aoyw gpBOAL0 xopnyeital
Tautoxpova (dnAadn xwpic va avapwyvietal) pe aMo eppoAo tne oelpdc Nobivac, amo autd tou
avadépovtal otnv tapdypado «ElSIKEG TIPOELOOTIONOELG», OL OKUAOL dev TIPETIEL VA gival veapdTEpOL ATto
v eAdxlotn nAia epBoAtacpou Ttou cuviotatal yia to aio gppoio Nobivac.

O avepBoAiactol okUAoL TipETEL va AapBavouy pia d6on TouAdyiotov 3 eBOoUAdEC TIPLY aTto TNV TtEPiodo
TOU avapeVOHEVOU KIVEUVOU, TLX. TNV TIPOCWPLV SLAH0VH) 0€ KUVOKOUELD, YA TNV TTPOCTAGIA KAl aTtd TOUC
dU00 Tapayovteg Tou gPPBoAiou. MNa tnv pootacia amo tn Bordetella bronchiseptica, ol aveuBoAiactol
okUAoL TtpéTel va AapBavouv pia d6on ToUAAXLoToV 72 WEEC TPV ATtd TNV TIEPI0d0 TOU AVAPEVOUEVOU
KwvdUvou (avatpefte atnv mapaypado «EBIKEG TIPOELOOTIOOELS»).

Etolog emavepBoAiacpoc.
9. 0dnyieg yla tn cwotn xoprnynon
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Adnote 1o oteipo dLaAuTn, Ttou cuvodEeLEL TO EPBOALD, va pBAcel oe Beppuokpaacia dwuatiov (15°C-25
°C). Kavete aonmrn avaclotacn Tou AVOGIAOTIONHEVOU UAKOU PE Tov SLaAUTH. AVAKIVAOTE KAAd TO
dLOA(dL0 peTA aTto TNV TIPooBnKn Tou SLaAUTh. Avappodrote To ePPBOA0 0T GUPLYYA, ATIOMAKPUVETE T
BeAdva kat xopnynote 0,4 ml yéoa otov Eva pwbwva, areubeiag amd to dkpo g cupLyyac.

To avacuotaBév epBOALO eival Eva evalwpnpa UTIOAEUKOU 1 KITPLVWTIOU XpWHATOG.

10. Xpodvolavapoving
Aev LoxLEL.

11. EwWwKEg ouvBnKeg dlatnpnong

Na ¢uAacoetal oe BEan, Tnv omoia dev BAETIOLY Kal dev Ttpooeyyidouv ta TtadLa.
Na ¢uAacoestal kat va petadpepetal o Puyeio (2 °C -8 °C).

Na pnv katauxetat. Na puAdooetal TpooTateLHEVO Ao To GwC.

Na pn xpnotJotoleital auto To KTNVIATPLKO GpAPHAKEUTIKO TPOIOV ETA amo Thv nUEpoUnvia ARENG Ttou
avaypadetal otnv €TKETA PeTA T0 EXp. H nuepopnvia Aéewcg oupmimntel e tnv teAsutaia nuépa tou
OUYKEKPLUEVOU PAva.

Adpkela Cwng HeTa TNy avaoclotacn cOPGWvA P TIC 0dnyieg: 1 wpa.

12. EwWwkég mpoduAd&elg antoppung

Ta ddppaka dev TIPETEL va attoppirtrovial HEGW TWV AUPATWY 1 TWV OLKLAKWY aTtoBANTWV.
Xpnolomolote Tpoypdppata emotpodng GappUakwy ya thv anoppwn Hn xpnollorondeviwy
KTNVIATPIKWY GAPHAKEUTIKWY TIPOIOVTWY 1 GAAWY UAIKKWY TIOU TIPOEPXOVTIAlL amd Tn XPrHon Toug
oUUbWVA PE TG TOTIKEC ATIATACELG KAl Pe TUXOV loxUovta eBVIKA cuoTthpata cuAoync. Ta pétpa auvtd
ATIOCKOTIOUV OTNV TIPOCTAGIA TOU TIEPIRAAOVTOC.

2upBouAguBeite Tov KTNVIATPO 0ag yia Tov TPOTo andppdng TWv XPNOLHOTIONBEVTWY GAPHAKWY.

13. Ta&vopnon Twv KINVIATPKWYVY GapHaKeUTIKWYV T(POIOVTIWY
Na xopnyeitat pévov pe KTNVIATPLKN cuvtayh.

14. ApiBpoi adsiag KukAodoplag Kat GUOKELAGIEG
AplBuoc ddelag kukhodopiag Kompou: 18747

Mey£Bn cuokeuaciag:

Xdptva f TTAACTIKA KOUTLA e

- 5 x 1 060N epBoAiou kat dLaAUTn
- 25 x 1 8oon epBoAiou Kat dLaAUTH

Mmopei va pnv KukAodpopoUlv OAEG Ol GUCKELAGIEC.

15. Hpepopnvia teAevtaiag avabewpnong tou ¢UAAOU 03NYLWV XPHONG
17/03/2026

Netttopepeic mMAnpodopieg yia 1o ev Adyw KTNVIATPLIKO PaPHAKEUTIKO TIPoLoV ival dlabeotpeg otn Baon
dedopevwy tng EE yia ta ktnviatpikd mpoiovta (https://medicines.health.europa.eu/veterinary).

16. Ztoyeia eTukowvwviag
Kdatoxoc tnc adelag kukAodopiac:
Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer

OMavdia
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Mapaockevaaotnc uTteLOBULVOC YA TNV ATIEAELBEPWON TWV TTAPTIOWV:
Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer

OMavdia

2TolXeld eTuKOVWVIAC yia TNV avadopd TiBavoAoyoUEVWY AVETIIOUUNTWY EVEPYELWV:

Kumpog
Intervet Hellas A.E.
TnA: + 30210989 7452

17. AAAeg Anpodopieg
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