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B. PYAAO OAHI'TQN XPHXHX



OYAAO OAHI'TQN XPHXHX:

Ingelvac Ery gvéopo yordxktopa Yo xoipovg

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAYX KAI
TOY KATOXOY THX AAEIAY TAPAXKEYHX ITOY EINAI YIIEYOYNOX I'lA THN
AIIOAEXMEYXH ITAPTIAQN, EQ@OXON EINAI AIA®OPETIKOI

Kdrtoyoc tne ddsog kukhopopiog:

LABORATORIOS SYVA, S.A.U.
Av. Parroco Pablo Diez, 49-57
24010 LEON

[ZIIANIA

TTopackevootnc vrevhuvoc yia TV anerlevfipmon TV TapTidWV:

LABORATORIOS SYVA, S.A.U.
Parque Tecnoldgico de Ledn

Av. Portugal s/n

Parcelas M15-M16

24009 LEON

IZITANIA

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ingelvac Ery gvéoipo yoAdktmopa yio 3oipouvg

3. XYNGOEZXH XE APAXTIKH(EX) OYZIA(EX) KAI AAAA ZYXTATIKA

Kabe 660om tov 2 ml mepiéyet:

ApaoTIKN] ovoia:

Adpavomompévo Erysipelothrix rhusiopathiae, opdtumog 2, otédeyoc SE-9 7.4 — 61,0 povédeg ELISA*
* OpoAoyiKn amdkpion o€ EUPOAACUEVOVS TOVTIKOVG OTtmG Kabopiletal amd v ELISA cOpemva pe

mv Bvponaikn ®appaxorotio 0064

AV0G0EVIGYVTIKES 0VOIES:

Montanide ISA 201 VG 091¢g
"Exo0y0:
Thiomersal 0,2 mg

A€guKb OpO10YEVEG YOAGKTMO, GTO OTTOI0 OEV TOPUTNPEITAL SLOYDPIGUOC PAGEWDV.

4. ENAEIZH(ELY)

Mo v evepyn avocomoinon Tov Yoipmv, HE OKOTO TN UEIMON TOV KAWVIKOV GUUTTOUATOV
(deppaTIKEG OAAOUDOELS KOl TLPETOC) NG EPLOIMEAONG TV YOlp®V, TOL TPOKUAEiTAL OO TO
Erysipelothrix rhusiopathiae, opotomog 2, o6mw¢ mapatmpnbnke vId GLVONKEG TEPAUATIKNG
TPOKANONG GE 0POAPVITIKOVG YOIPOG.



Eykatdotaon avociog: 3 B0opddeg HeTd TNV OAOKAT|P®GT] TOV 0pYLKOD GYNUATOG EUPOAAGLOD.
Aldpkeln avooiog: 5 Pnvec.

SH ANTENAEIZEIX

Koapdia.

6. ANENNIOYMHTEX ENEPTEIEX
IToA0 cvyvég avemBOUNTES EVEpYELEG:

Tomikm epvbpdTTO. Pmopel va, eupavioTel gviog 24 opdv petd tov gufoitacud, n omoio. cuvilw
vroywpel yopig kapio Oepomeior oe Ayotepo amd 10 nuépec, aALl TEPIGTAGLOKA UTOPEL VO EMUEIVEL
€m¢ Ko 43 npépeg.

Tomikn avénon ¢ Oeppokpaciog 610 onueio ¢ £veong UTOPEl Vo EUPAVICTEL TNV MUEPL NG
YOPNYNONG, 1 omoia vIToywPel aVTOUATO EVIOC 24 WPOV, OV KOl TEPICTAGLUKE UTOPEl va emPEIVEL EmG
ro 31 npépeg.

Tomkdg mdvog oto onueio ¢ €veong pmopel va epLEAvioTel TV NUEPA TG YOPNYNONS, O Omoiog
ovvnBwg voywpel ywpic kopio Bepaneia mpv and T1g 4 nuépes. Ilepiotaciaxd, pmopet vo empeivet
€m¢ ron 33 nuépeg.

'Hmo éw¢ pétpro oidnua (mepiotaciokd > 5,1 cm) kot olioe (£ 5 cm) pmopel v peaviGTovy TV
Nuépa Tov ePPoMaciov 6To onpeio g €veong, Ta omoio cLVNOME VITOYWPOLV YWPIC Kapio Bepomeia
o€ MyoTtepo amo 17 nuépeg, aALd TEPIOTAGIOKA Umopel va. emipeivovy mg kot 38 nuépeg (oidnua) 1 69
nuépeg (olida).

ITapodikn avénon g Beppokpaciog Tov copatog (Léon avénon 0,85 °C, uéyiom avénon 2,45 °C)
umopel va epeaviotel evidg 6 opdv PeTd ToV EUPOAIACHO, 1 OTTOlo OLWG LITOYWPEL OVTOATO EVTOC 24
POV Yopig Kopio YVOoTY EXITTOON oTNV VYELX 1} TNV TAPAY®YIKOTNTA TOL {DOV.

AvTég 01 avTIOPAGELS TapoTPNONKAY VIO TEWPAUOTIKEG GVVONKES KOl LITO GLVOT|KES TTEdTOV.
Yoyvég avemBOUNTES EVEPYELEG:

[Mopodikn andBeio pmopei va eppaviotel Eviog 6 opmv HETA ToV EUPOAAGUO, 1] oTtoia VITOYWPEL YwPig
Oepaneio evtog 24 opdv. Avto mopatnpndnKe VIO TEWPAUATIKEG GLVONKES Kot VO cuvOnKeg Tediov.

Ye por peAétn mediov, mapoTnpnOnKay avTidpAcELS TUTOV VIEPELOICONGING TOL EmMpPEacay TNV
OVOTTVOT| Kol TPOKAAESHY HVTKT duokapyio, 1 omoia voympnoe ywpig Bepaneio eviog Aymv AenTdV.

Mn ocvvnOwopéves avemBOunTeg evépysieg:

T'evikevpévo oidnpa otov avyéva Umopel vo epeaviotel evtog 600 NuepdV HETA ToV eUPoAlacud, 1o
omoio vmoywpel ywpig Bepancio evidg 13 nuepdv. Avtd mapatnpndnke VO TEWPAUATIKEG GLVONKESG
KoL vd cVVONKeg Tediov.

H ovyvomta tov avemBiuntov evepyeldv kabopiletal g akoAovbmg:

- TOAD ovyvn (tepiocdtepo amd 1 ota 10 vid Bepancio (da mopovotdlovy avemBouunTeg EVEPYELES)

- ovyvn (Tepiocodtepo amd 1 adid Ayotepo and 10 {ba oto 100 vid Bepancio (o)

- un ovvnBopévn (mepiocdtepo amd 1 adrid Aryotepo amd 10 {da ota 1000 vid Bepamneio (da)

- onavia (mepiocdtepo amd 1 addd Aryotepo and 10 {da ota 10.000 vrd Bepoancio {da)

- oAV omdvia (Mydtepo and 1 ota 10.000 vd Bepomneio (da, copmepAapPovorévOy LELOVOUEVHOV
avapopaOV).



Edv mopatnpnoete omoladnmote avemBOunTn eVEPYELD, OKOUO KOl 0V OEV OVOPEPETOL OTO ECMKAEITTO
®vAlo Odnyiwv Xpnong 1 apEIBAALETE Y100 TNV OTOTELECUOTIKOTITO TOV PAPUAKOV, TopakaieicOe
VO EVILEPMOETE GYETIKMG TOV KTNVINTPO GO,

EvoAloktikd kdvte ypiion Tov 0vikod GLuGTALOTOC avapOopdg
EbBvikog Opyaviopog @apudkov (EOD)

TnA: 213 2040213

Email: vetpharmacovigilance@eof.gr

7. EIAH ZQQN

Xoipot.

8. AOZOAOTITA I'TA KAGE EIAOZ, TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Evdopvixn ypnon.

Xopnynote pia 66on tov 2 ml evEOULIKA GTOVG AVYEVIKOVG HVG, OE Y0ipovg amd v nAkia tov 12
gBOOLAd OV COLPOVA LE TO aKkOAoLOO Gynua:

Apyikd oynpo epforlacpod: 600 eviopviKEg evéoelg piag d0omng, pe pesodtdotnua 4 efdouddmy.
2o eTaveRoAOcHoD: i EVOOULIKT Eveon piag S00NG TOVAGYIGTOV KAOE 5 uive.

Mmopel va ypnowornombel ywoo tov guPoriacud €ykvov (Owv, ®GTOGO &dv 0 gUPOMOCUOG
mpaypatomoinel cOLPOVO e TO apyIkd SN ELPOMAGLOD, YOPNYNOTE TNV TPMTY dOCT TPV Ao TO
Cevydpoua 1 TN yoviporoinon.

9. OAHT'IEZ T'TA TH ZQXTH XOPHI'HZH

AVOKIVIGTE KOAQ TPV atd T YPNOT KOl TEPLOSIKA KATd TN StdpKeln TG dladikaciog euPoilacuov.

10. XPONOX ANAMONHX

Mnodév nuépeg.

11. EIAIKEX XYNOHKEX ATATHPHXHX

Na pvidooetar o€ Béon, v onoia dev PAETOLV Kot dev Tpooeyyilovy Ta Tadid.
Ddvidooete Ko petapépete og yoyeio (2°C — 8°C).

Mnv katoyoyete.

DuAGooETE TPOSTATELUEVO ATTO TO POG.

DdvAdooete 10 PLaAidlo oto eEMTEPIKO KOLTI.

Na pn ypnoonoteitar ovtd T0 KINVILTPIKO PUPUOKELTIKO TPoidv UeTd and Trv nuepounvia Aéng
OV avaypAPETAL 6TO KOLTi Kot 6to @laAido petd t AHEH. H nuepounvia Aféewc cvumintel pe v

TEAEVTOIO NMUEPO TOV CUYKEKPUEVOD UNVOL.

Avdprera Long Hetd 1o TpdTo Avotypa Tov teptéktn: 10 dpeg.

12. EIAIKH(EX) IPOEIAOIIOIHXH(EIX)

Ewwéc mposwomomoslc yio kébe gidog {mov:




Na eppordlovral povo vym Loa.

Ewwn wpo@droén yio tn yopnynon ota oo

Agv 1oy0et.

[Swaitepec mpoovAdéelc mov mpémer va AauBdvovior amd To GTOUO TOL YOPNYEL TO KTNVIOTPLKO
OOPUOKEVTIKO TtPoidV g Lda:

IIpog tov ypriot:

AVT0 T0 KINVIOTPIKO QOPUOKELTIKO TPOIOV TEPLEYEL TOPAPIVEAOLD. XE TEPIMTMON TLYOING
éveonc/avtoéveong pmopet va mpoxkinbei £viovog movog kot e£0idnomn, WTépmg av 1 éveon yivel oe
apBpwon N og daxkTLAO. L& OMAVIEG MEPWMTMCELG AVTO UTOPEL VO £YEL MG OTOTELEGUO OMMAELD TOV
d0KTOAOV, €Gv dev mapaocyebel dueon wrpkn epoviida. Av kotd AdBog cog yopnynbel ovtd to
KINVIOTPIKO QUPUOKEVTIKO TTPOidV, OKOUO KOl v 1) TocOTNnTa vl ToAD pikpn, (ntnote apéomg
wIpikny ovpPfouvdn, €xoviag pali cag to @OAAO odnyidv ypnons. Edv o mdvog empeiver yu
eP1ocOTEPO 0o 12 dpeg petd v wTpikn e&€taomn, (NTNoTe Kot TOAL 1TPIKT GUUBOVAN.

IIpog Tov wTpod:

AVTO TO KTNVIOTPIKO QAPUOKEVLTIKO TPOTOV TTEPLEXEL TapapvéLalo. Tuyaia £éveon pe avtd T0 TPOIoV,
OKOUY| KO GE UIKPEG TOGOTNTES, EVOEXOUEVMG VA TPOKOAESEL EvTovn e£oidnon, 1 onoia, UTopel .y, va
€XEL OG OMOTEAECUO 1OYOLUKT VEKPMOOT], OKOHO Kol Om®AE SakToAov. Amouteiton 1 AMEXH
€EEOIKEVUEVT YELPOVPYIKT PPOVTION Kol EVOEYOUEVAOS TPMIUN O1AvVOIEN Kot EKTAVCT) TNG TEPLOYNG TOV
£ywve 1 €veon, 1011TEP®G OTAV APOPd TN PAya TOL SUKTVAOV 1] TOV TEVOVTO.

Atopa pe yvootn vrepevalctncio otn Ol0pePTUAN TPETEL VO ATOPEVYOVV THV EXAPY| LLE TO TPOTIOV.

Eykvpocsvvn kot yoAovyio:

Mmnopei va ypnotpomomBel katd n Sdpkelr TG KOMONG Kot TNG YOAOLYIOG, COUPOVO HE TIG
GLOTAGELS TNG £vOTNTOG A0GOAOYIOL.

AMNAETOPAGELC LE QAL QAPUAKEVTIKA TPOTOVTA KOl GALEC LOPOEC OAANAETIOpOGNC:

Agv vdpyovv TANPoPOpPieg GYETIKA e TNV ACPAAELN KOL TNV ATOTEAEGLOTIKOTITO OO TNV XPNOT| TOV
gv AOY® gpPolriov pe omotodnmote GAAO KTNVIATPKO @dpuako. H amdepaomn yuo n yoprynon tov &v
AOY® epfoliov TPV 1 LETA OO TN XOPTYNOT OTOLOLINTOTE AALOL KTNVIATPIKOD (OPUAKOV, Oa Tpémet
va AapBavetol Kotd mepintwon.

Yrepdoocoroyio (countdpota, LETPO OVTILETMOTICNC, AVTIOOTA):

Agv vrdpyovv dwbBéciuec TANPoQopieg GYETIKA He TN YopNyNon vrepPoAkng d00TMG TOL &V AOY®
guporiov.

AcvuBatotntec:

Noa pnv avoperyvoetot pe GAAO KTNVIOTPIKO pAPLLOKO.

13. EIAIKEX TIPO®YAAEEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKOQN TOY
IPOEPXONTAI AIIO TH XPHXH TOY ITIPOIONTOX

SvpPovievbeite Tov KTNVIOTPO GG YO TOV TPOTO OTOPPIYNG TOV YPMooronféviav eapudkov. Ta
HETPOL AVTA ATOCKOTOUV GTNV TPOCTAGIN TOL TEPPAAAOVTOC.
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14. HMEPOMHNIA THX TEAEYTAIAYX EI'KPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX

15. AAAEX ITAHPO®OPIEX

Yvokevaocio:
Xaptivo kouti pe 1 eraridto mov weptéyet 100 ml.

T omoladnmote TANPOPOPIo GYETIKA LE TO TAPOV KTNVIOTPIKO QAPLOKEVTIKO TPOidV, TapakaleicOs
va arevBuvOeite GTOV TOTIKO AVTITPOCHOTO TOV KATOYOL TNG AOEWNG KUKAO(POPiag.



