MAPAPTHMA I: MEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ
Primodog evéalpo evaiwpnua

2. NOIOTIKH KAI MOZOTIKH ZYNOGEZH
KaBe doon (1 ml) Tou epBoAiou epLeExeL:

ApacTiKO CUCTATLKO:

E€aoBevnuévog tapBoiOC TOU OKUAOU TOUAGAXLIOTOV. ...uuvereerereeereereeeeeeeeeeeeeeennnnnnnns 10%% CCIDso*
*CCIDso: 50% poAuopatiki 5001 KUTTAPOKAALEPYELAG

'Ekdoxa:

Mowotikn cUVOeGN EKSOXWV Kal AAAWY CUCTATIKWY

Polypeptides
Glucids
PBS

AlauyEc, Kitpvo eveoio evawwpnua

3. KAINIKEZ NTAHPO®OPIEZ
3.1 Eidnlwwv
2KUAOL

3.2 OepameuTIKEG eVOELEELC YIa KAOE €180 {wou
Evdeikvutal yla TNV EVEPYNTIKI AVOCOTIOINOoN TWY OKUAWY KaAtd Tne iapBoiwonc.

3.3 Avtevdeifelg
Na pnv eppoAtalovtatl {wa 1ou epdavidouy T CUPTITWHATA TNE VOOOU, TIOU TIApOoUCLadouV EVTOVOoU
BaBuou apacitwaon r TTacxouv arno AAAa voonuatd.

3.4 EWBIKEG TIPOELSOTIOLNOELG
Na epBoAtddovtatl pévo vyt dwa.

3.5 Idwaitepeg mpodpuAa&elg kata ) xpnon

I3laitepec mpodUAAEeLS via Ty aodalr xpnon ota idn Jwwv:

Na gppoAidovral povov uyir {wa, Ta oTtoia £X0UV AToTIaPACITWOE! KATAAAAAWCE TouAdxlotov 10 pPEpeG
T(PLV ato Tov epBoAlacO.

Na AapBdvetal pepuva yua tig ouvnoelg donmreg ouvonkeg. MNa tov egBoAMAcHO va XpnoluotolouvTal
ATIOCTELPWHEVA UAIKA XWPIC AVTIONTITIKEG I ATIOAUHAVTIKEC OUGIEC.

Katd tn dtapkela tng avoootoinong va pnv uttoBaAAovtatl ta {wa og Vtovn CWHATIKA Katandvnon.

[daitepec mpoduAdgelc Tou TpEmel va Aapfdvovtal amd To AToPo Tou X0opnyel TO KINVIATPKO
dapuaKeuTIKO TPOiov og Lwa:

2e meplmtwon Tou Katd AABoC KAVETE AUTOEVEDH, va avadntrioeTe AUEcWC LATPLKN Bonbela kal va
ETUOEIEETE OTOV LATPO TO ECWKAELOTO GUAAO OBNYLWV XPHAOEWC I TNV ETIKETA TOU GAPHUAKEUTIKOU
TpoidvToc.

[dlaitepec TPODUAAEELC YIA TNV TIPOOTAGC(A TOU TTEPIBAAOVTOC:
Aev oxLEL.




3.6 AvemBounta cuppavta
2KUAoL:

MoAL omtavia Avtidpaon utepsuatodnoiac’

(<1 Cwo / 10.000 umod Bepaneia Jwa,
CUUTEEPAQUBAVOUEVWY  TWV  HEHOVWHEVWY
avadopwv):

3TNV TEPITITWON AUTH GUVIOTATAL GUUTITWHATIKE aywyn).

H avadopd avemuBupuntwyv ocupBdviwv eival onuavtikn. Empémel tn ouvexn mapakoAoubnon tng
aoddielag evog KInViatplkol GappakeuTikol Tpoidvtoc. Ot avadopeg TPETEL va amootéMovial, Katd
T(POTINON HEOW KTNVIATPOU, E{TE GTOV KATOXO TNG AdELAC KUKAODOPIAC 1) OTOV TOTIKO AVTUTPOCWTIO TOU Elte
otnv €0VIKA apuodLla apxn HECW Tou £BVIKOU cuoThatoc avadopdc. Avatpeéte ato GUAO 0dNyLWV XPrRoNg
Y10 TO aVT{oTOoLXa OTOoLXEa ETIKOWVWVIAC.

3.7 XpnAon katda tnv Kunon, T yaAouxia i} thv wotokia
Na pnv epBoAtalovtal BnAukoi oKUAOL KATA T SLAPKELA TN KUNOoNC.

3.8 AAAnAemidpacn pe AAAa GAPHAKEUTIKA TIpOlovTa Kat AAAEG HopdEg aAAnAeTtidpaong
To evAdyw gpBOALO eival cupBato Kat Prtopei va cuvduacoTtel he ePBOALA TTou evBEIKVLVTALKATA TNC VOCOU
Tou Carré, tng Aowdoug nratitidac aAd Kat Tng AeTtoomeipwongc.

3.9 0doi xopniynong kat docoAoyia
Ymodopla xpnon.
Aoon: Mia d6on tou 1 ml oUpdwva pe To akdAouBo Tipoypappa:

ApXIKOG EUBOAACHOG

O epBoAlacpodg apxidel amd tnv nAkia twv 6 Bdopddwy Kal emavaiappavetal, duvNTIKWE Kal og
ouvOUaOoUO He Ta AMa epBoMa (vooog Carré, Aopwdng nmartitida, Asmroomeipwon), kKabe 3-4
£BdOPADEC, HEXPL TNV NAKIA TWV 16-18 eBdOPAdWV.

Avapvnotikoi epBoAlacpol
Juviotdtal pia xopriynon tou guBoAiou Katd tne mappoiwaong tou oKUAOU &va XPOVO HETA TOV APXLIKO
£UBOALOCHO KAl 0TN cuveXeLa KABe Xpovo.

2e Kuvotpoodeia, omou evdnuel n vooog, ol okUAoL Ba TipEmel va epBoAdidovtal Katd tnv Tepiodo twv
OXELWV.

3.10 Zupmtwpata uttepdocoloyiag (Kat Kata mepintwon, HETPA AVTILHETWITILONG KAl avtidota)
Metd ) Xopnynon uttepdoooAoyiag dev £xouv avadepBei averubBuunta cupypavra dAAa anod autd Tou
avadépovrtal otnv tapaypado 3.6.

3.11 EWwKol meploplopoi XpRong Kal EWBOWKEG OUVONKEG XPHNONG, OCUMTEPWAAHBAVOLEVWV
MEPLOPIOPWY  OTN  XPNON  CVILHIKPOBLOKWY KAl  CVIUTAPACITIKWY  KTNVIATPLKWV
G apHAKEUTIKWY TIPOIOGVTWV TTPOKELHUEVOU VA TIEPLOPLOTEL 0 KIVOUVOC AVATITUENG avTOXNG

Aev loxLEL.

3.12 Xpovolavapoving
Aev loxVEL
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4. ANOZOAOrIIKEZ MAHPO®OPIEZ
4.1 Kwdwkog ATCvet: QI07ADO01
EpBOA0 pelwpévng Aoloyovou dUvapng Katd tng appoiwaong Tou 6KUAoU.

5. OAPMAKEYTIKA ZTOIXEIA
5.1 Kupleg acuppatotnteg
Aev sivat yvwotr kapia.

5.2 Awdpkela {wng
Aldpkela (WG TOU KTNVIATPLKOU GapHakKeuTIKoU Tpoiovtoc oUdwva e Tn cuoKeuaoia mwAnong:
36 pnveg

5.3 I8waitepeg mpoduAagelg kata tn GpUAAEN Tou TPOIOVTOG
Na ¢uAacoetal kat va petadpepetal o€ Yuyeio (2°C - 8°C).

Na pnv katauxetal.

Na ¢puAacoetal TpooTaTeLEVO aTto To GwG.

5.4 ®uon kat cUVOECH TNG OTOLXELWBOUG CUTKEVATiAg
MuaMvo dlaAidio toTou | pe eAaoTiKG TIHA eloXwpenong BoutuAiou, ocppayloPéVo PE TIWHA AAOUHLVIOU.

Kouti pe 10 yudAwva daAidia 1 doongtou 1 ml
Kouti pe 100 yudAwva ¢plaiidia 1 doong tou 1 ml.

Mropel va pnv kukAodopoUlv OAEC 0L CUOKEVAGIEC.

5.5 EWKég mpoduAdagelg anopp/ng EVOg M XPNOLHOTIOLNOEVTOG KTNVLATPLKOU PapHAKEUTIKOU
TPOIOVTOG | AAAWY UALKWV TIOU TIPOEPXOVTAL ATO TH XPNOT TOU TIPOIOVTOGC, AV UTIAPXOUV
Ta dappaka dev TPETEL VA ATIOPPITTTOVTAL HECW TWV AUPATWY 1 TWV OKLAKWY ATtoBANTWV.

XPNOLUOTIOOTE TIPOYPAUUATA ETIOTPOPNC PAPUAKWY Yl TNV aAToppun pn XPnNoLoTon0&vtwy
KTNVIATPIKWY GAPHAKEUTIKWY TIROIOVTWV I AAAWYV UALKWY TIOU TIPOEPXOVTAL ATIO TN XPHoN Toug ol wvA
HE TIC TOTIKEG ATIALTACELG KAl PE TUXOV €BVIKA cuoTAPATa cUMOYAG TIou LoXUOUV yld Ta OXETIKA
KTNVIATPIKA GApHPAKEUTIKA TIpOoTlovTa.

6. ONOMATOY KATOXOY THZ AAEIAZ KYKAODOPIAZ
Boehringer Ingelheim Animal Health France SCS

7. APIOMOZ(OIl) AAEIAZ KYKAODOPIAZ
A.A.K. EM\adac 26177/02-04-2021/K-0088401
A.A.K. Kottpou: CY00019V

8. HMEPOMHNIA NMPQTHZ EFKPIZHZ
Huepopnvia 1™ eykpiong: 30/04/2004

9. HMEPOMHNIATEAEYTAIAZ ANAGEQPHZHSE THZ NEPIAHWHE TQN XAPAKTHPIZTIKQN TOY
MNPOIONTOZ
07/2025

10. TAZINOMHZH TQN KTHNIATPIKQN ®APMAKEYTIKQN NMPOIONTQN
Na xopnyeitat povov Pe KTNVLATPLKA cuvTayn.

Netttopepeic MAnpodopieg yia 1o ev Adyw KTNVIATPIKO GapHUAKEUTIKO TIPoldV eival dlabeaueg otn acn
dedopevwy tng EE yia ta ktnviatpikd mpoiovta (https://medicines.health.europa.eu/veterinary).
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MAPAPTHMA Il EMIZHMANZH KAI ®YAAO OAHINQN XPHZHZ:

A. ENMIZHMANZzH
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NMAHPO®OPIEZ NMOY MNMPEMEI NA ANATPA®ONTAI ZTHN EZQTEPIKH ZYZKEYAZIA

Kouti tou mepiéxet 10 R 100 ¢praAidia 1 d6ong

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

Primodog
Evéowo evaiwpnua

| 2. ZYNGEZH ZE APASTIKH(EZ) OYZIA(EZ)

KaBe doon (1 ml) Tou epBoAiou tepLeExeL:
E€aoBevnpuévog TtapBoidC TOU GKUAOU TOUACKLIOTOV. ....ueereeeeeerrreeeeeeenenreeeessessssneens 10 %% CCIDso

| 3. ZYZKEYAZIA

Kouti pe 10 yudAwva daAidia 1 doongtou 1 ml
Kouti pe 100 yudAwva dlaiidla 1 doong tou 1 ml

| 4. EIAOZ(H) ZQOY(QN)

>KUAOL

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHIHzHZ

Ymodopla xpnon.

‘ 7. XPONOI ANAMONHZ

‘ 8. HMEPOMHNIA AH=HZ

Exp. {nn/up/ecee}

‘ 9. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

Na ¢uAacoestal kat va petadpEpetal o Puyeio.
Na pnv katauxetal.
Na ¢uAacoestal TTpooTaTeuEVO aTto To GWC.

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

AaBdote To pUAAO OONYLWV XPHONG TIPLV ATIO TN XPHOoN.

‘ 11. Ol AEZEIZ «AMOKAEIZTIKA TIA KTHNIATPIKH XPHZH>»

ATIOKAELOTIKA yLa KTNVLATPLKH XPnon.

12. Ol NAEZEIZ «<NA ®YNAZZETAI ZE OEZH, THN OINMOIA AEN BAETMOYN KAI AEN NMPOZEITIZOYN
TATAIAIA»

Na ¢uAacoestal e B€an, Tnv ottoia dev BAETIOLV Kal dev Tipoceyyidouv Ta tadid.

‘ 13. ONOMATOY KATOXOY THZ AAEIAZ KYKAO®DOPIAZ

Boehringer Ingelheim Animal Health France SCS

‘ 14. APIOMOI AAEIAZ KYKAODPOPIAZ
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ApBpog Adelag KukAodopiag EAadac: 26177/02-04-2021/K-0088401
ApBpocg Adelag KukAogopiag Kurtpou: CY00019V

| 15.  APIOMOZ MAPTIAAZ

Lot {apBpoc}
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EAAXIZTEZ ENAEIZEIZ MOY NPENEI NA ANAIFPA®ONTAI zTIZ MIKPEZ ZTOIXEIQAEIZ
ZYZKEYAZIEZ

Etkéta plaidiov 1 doong

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

Primodog

tad

‘ 2. MOZOTIKA ZTOIXEIA TQN APAZTIKQN OYZIQN

1 060N

3. APIOMOZ MNAPTIAAZ

Lot {apOpoc}

‘ 4. HMEPOMHNIA AH=HZ

Exp. {nn/pp/eeee}

7711



B. ®YANO OAHINQN XPHZHZ
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®YAANO OAHTIQN XPHZHZ

1. Ovopaoia Tou KTRviatpikol GpappakeuTIKoU TIPoiovog
Primodog evéalpo evaiwpnua

2. Z0vOeon

KaBe doon (1 ml) Tou epBoAiou epLeExeL:

ApacTiKO CUCTATLKO:

E€aoBevnuévog tapBoiOC TOU OKUAOU TOUAGAXIGTOV. ..cuuererrrereeeeeeeeeeeeeeeennnnnnnennnnns 10 %®° CCIDso*
*CCID50: 50% poAuGHATIKA 300 KUTTAPOKOALEPYELAC

Evéowo evawpnua

3. Eidn wwv
2KUAoL

4. OEPATEVUTIKEG EVIELEELG
Evdeikvutal yla Tnv EVEPYNTIKI AVOOOTIONoN TWY OKUAWY Katd Tne iapBoiwonc.

5. Avtevdeifelg
Na pnv eppoAtalovtal {wa 1ou epdavidouv T CUPTITWHATA TNE VOOOU, TIOU Ttapouctadouyv EVtovou
BaBpou tapacitwon f tdoxouv ano AAAa vooriuata.

6. EW3kEG IPOELBOTIOLRGELG
Eldikég TpoeLdomoLnoeLs:
Na epBoAtddovtatl pévo vyt Lwa.

I3laitepec mpodUAdEeLg via Ty aodal xpnon ota idn Jwwv:

Na gppoAiddovtal povov uyir {wa, Ta oTtoia £X0UV AToTIaPACITWOE! KATAAAAAWCE TouAdxlotov 10 PEpeG
TIPLV ATIO TOV EUPOALACHO.

Na AapBdvetal pepluva yia TG ouvhBelg donmreg ouvonkec. MNa Tov egBoAlAcHO va XpnoLUoTIolouvTalL
ATIOOTEIPWHEVA UMKA XWPIC AVTIONTITIKEC I ATTOAUPAVTIKEC OUCIEC.

Katd tn SlapKela tng avoooToinong va pnv uttoBAAAovTal ta {wa Og EVTOVH CWHATIKI Katanovnaon.

[Suaitepeg mpoduAdgelg ou TpEmel va Aaufdvovtal amd To ATopo Tou Xopnyel TO KINVIATPKO
dapuaKeuTIKO TPOioV og {wa:

2e meplttwon Tou Katd AdBoc KAVETE AUTOEVEDH, va avadntrioeTe aPecwC LATPLKn BorBela kat va
eTUOEIEETE OTOV LATPO TO ECWKAELOTO GUAAO OBNYLWV XPAOEWC I TNV ETIKETA TOU GAPHUAKEUTIKOU
TpoidvToc.

Evkuuoouvn:
Na pnv epBoAtdlovtal BnAukoi okUAoL katd th dldpkela TnG KUNONG.

AMnAemtidpacon pe AMa dapuakeuTikd Ttpoiovta Kat AMeC popdhEG aAnAemtidpaonc:

To ev Adyw gpBOAL0 eival cupBato Kat Prtopei va ouvduacoTtei pPe ePBOALA TTou evOEIKVLVTALKATA TNG VOOOU
tou Carré, tng Aoywdoug nrtatitidag aAd Kat tng Aemtoomeipwongc.

YniepdocoAoyia:
Meta tn xopriynon uttepdocoloyiag dev €xouv avadepBel averBupnta cupBdavia dAAa amnod autd Tou

avadépovtal otnv iapaypado «Averbupnta cuppaviar.

Kupleg acupBatotntec:
Aev sivat yvwotn kapia.
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7. AveTuOupnta cuppava
2KUAoL:

MoAV omavia (<1 dwo / 10.000 uné Bepancia {wa, CUUTIEPIAAUBAVOHEVWV TWV HEHOVWHEVWYV
avadopwyv):
Avtidpaon umepeualcbnaoiag’

3TNV TEPITITWON AUTH CUVIOTATAL GUUTITWHATIKE aywyn.

H avadopd avemBupuntwyv cupBaviwy eival onpavtiki. ETutpénel tn cuvexn mapakoAolBnon tng
aodalelag evog poiovroc. Eav mapatnproste omoladnmote avetiBupuntn evépyela, akOpa Kat av dev
avadEpETal 010 ECWKAELOTO GUANO 0dNyLwV XpRong i apdIBAMETE yla TNV amoTEAECHATIKOTNTA TOU
dappdkou, tapakaAeicbe va ETUKOWVWVACETE, KATAPXAC, HE TOV KTnviatpd oag. Mmopeite emiong va
avadEpeTe omoladATIOTE aveTBUNTA CUPBAVTA OToV KATOXO0 TNG adelag KUkAodopiag ) otov ToTiko
AVTUTPOOWTIO TOU KATOXOU TNG Aadelacg KukAodopiag xpnolUoTiouvTag Ta otolxeia emkowvwviag oto
TEAOC AUTOU Tou GUAAOU 0BNYLWV XPHoNG A HECW TOoU £BVIKOUL oag cuathpatoc avadopdc.

EBvikdg Opyaviopog apudkwyv: e-mail: vetpharmacovigilance@eof.gr

8. Aocoloyia yia kaBe €idog, Tpomog kat odoi xoprynong
Ymodopla xpnon.
Aoon: Mia d6on tou 1 mloVpdwva pe 1o akoAoubo Tipdypappa:

ApXKoOC epBoAlacpoC

O epBoAlacpoc apxidel amd tnv nAkia twv 6 BdopddwyY Kal emavaAappavetal, duvNTIKWE Kal og
ouvOuaopO pe Ta AMa epBoMa (vooog Carré, Aopwdng nrmatitda, Aemroomeipwon), kKabe 3-4
£BdOPADEC, HEXPL TNV NAKIA TWV 16-18 eBdOPAdWV.

Avapvnotikoi egyBoAacpoi
Juviotdral pia xoprynon tou euBoAiou katd tng mappoiwong Tou oKUAOU &va XPOVOo PETA TOV apXIKO
ePBOALACHO Kat oTn cuvexela KABe xpovo.

9. 0dnyieg yla tn owotn xoprynon
2& Kuvotpodeia, otTou evdnuel n vooog, ol okVAoL Ba Tipenel va euBoAladovtal Katd tnv Tepiodo Twv
OXELWV.

10. XpovolLavapoving
Aev loxVEL

11. EWOEG ouvOnKeg dlatnpnong

Na puAdooetal o BEon tnv omtoia dev BAETIOUV Kal dev Tipooeyyidouv Ta tadid.
Na ¢puAacoetal kat va petapepetal oe Puyeio (2°C - 8°C).

Na pnv katauxetad.

Na puAacoetal TpooTATEVEVO aTto TO GWC.
Na pn xpnolJoToleital auto To KTNVLATPIKO PAPHOKEUTIKO TIPOIOV HETA TV nuUEpopnvia ARéng mou

avaypddetal oTNV ETIKETA PETA TO «Exp.».

12. EwWwkeg mpoduAdgelg antoppung
Ta ddappaka dev TIPETEL va aTtoppirttovial HEGW TWV AUPATWY 1 TWV OLKLAKWY ATtoBANTWV.

XPNOLUOTIOOTE TIPOYPAUUATA ETUCTPOPGNG GAPUAKWY yla TNV amoppuwn PN XPnoldotmolnféviwy
KTNVIATPIKWY GAPHAKEUTIKWY TIROIOVTWY 1 AAAWY UALKWYV TIOU TIPOEPXOVTAL ATIO TN XPHoN Toug ol wva
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HE TIC TOTIKEG ATIAUTAOELG KAl E TUXOV LoxVovTa eBVIKA cuoTHpata cUAAOYNC. Ta HETPA AUTA ATIOGKOTIOUV
oTNV TIpooTacia Tou TEPIBAAOVTOC.

13. Ta&wopnon Twv KINVIaTpKWY GapHaKeUTIKWY TPOIOVIWY
Na xopnyeitat povov pe KTNVIATpLKA cuviayn.

14. ApOpoi adslag KukAodopiag Kal GUCKELAGLEG
A.A.K. EA\Adag 26177/02-04-2021/K-0088401
A.A.K. Kbttpou: CY00019V

Kouti pe 10 yuaAwa dlaAidia 1 doong tou 1 ml.
Kouti pe 100 yuahva plaridla 1 déongtou 1 ml.
Mropel va pnv KukAodpopoUV OAEC 0L CUOKELATIEC,.

15. Hpepounvia teAevtaiag avabewpnong tou ¢UAAOU 03NYLWV XPHONG
07//2025

Nemttopepeic Anpodopieg yia 1o v AOyw KTNVIATPLIKO GapHAKEUTIKO TIpoldV sival Slabeatpeg otn Baon
dedopevwy tng EE yia ta ktnviatpka mpoiovta (https://medicines.health.europa.eu/veterinary).

16. Ztokeia emkowwviag

Katoxoc tng ddelag kukAodopiac:

Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier

69007 Lyon

FaAAla

Mapackeuaaotrg uTeLBUVOC yla THY ATTEAEUBEPWON TWYV TTAPTIOWV:
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de ['Aviation

69800 Saint-Priest

raAia

21olxela emkowvwviac yia tnv avadopd havoAoyouevwy averBUUNTWY EVEQVELWV:
Boehringer Ingelheim Vetmedica GmbH

D-55216 Ingelheim/Rhein

TnA: +30 2108906300

17. 'AAAeg mAnpodopieg
EpBoAo petwpévng Aoloyovou dUvapng Katda Tne mappoiwaonc Tou oKUAoU.
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