HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Bravoxin evéoyo evaidpnua yio. foogidn kot tpdPata

2.  MOIOTIKH KAI ITOXOTIKH XYNOEXH
Ka0e 1 ml mepiéyet:

APOOTIKG GVGTUTIKA:

C. perfringens 1omog A (o) avato&ivn >0,5 IU*

C. perfringens Tomoc B & C (B) avoto&ivn > 20,5 IU*

C. perfringens tomog D (g) avato&ivn > 5,9 IU*

C. chauvoei TAM\pNG KOAMEPYELD, AOPAVOTOIUEVO > 90% mpootacia**
C. novyi avoto&ivn > 3,8 IU*

C. septicum avato&ivn >33 IU*

C. tetani avoto&ivn > 4.5 [U*

C. sordellii avato&ivn >440U!

C. haemolyticum avato&ivn >25,0 U*

* ELISA Zopgwva pe v Evponoiky @oppokorotio

!'In House ELISA

** Aok TpOKANo™MG o€ WOIKA Yo1pidia, suuemva pe v Evponaik) @appokomotio

* In vitro doxipn e€ovdetépwong toEvdv, pe Paon v apdivon pudpokvTTaP®V TPORiTMV

AV0GOEVIGYVTIKI] 0VGIA:
Aluminium' 3,026 — 4,094 mg

! am6 aluminium potassium sulphate (alum)

"Exooya:

Mocotuki cvvOesn av o1 TANPOPOPiEg AVTEG
givan oNUOVTIKEG Y10 TN 6OGTI (0PI Y16 TOV
KTNVIOTPLKOD QUPIIKEVTIKOV TPOIOVTOG

IHoroTiKi) 60vOeoN KOO OV Kol GAA®V
GUGTUTIKGDV

Thiomersal 0,05-0,18 mg

Sodium chloride

Formaldehyde

Water for injections / purified water

AvokTd Kapé vdaTIKO evarmpnua Tov Kafldavel pe Ty amodnkevon.

3. KAINIKEX TIAHPO®OPIEXZ

3.1 Eiom {oov

Boogdn kot mpofaro.

3.2  OgpamevTikég gvocicerg Yo ka0e gidog LOov

IMa v evepyntikn avocomoinon Tv TpoPatov Kol TV BOoEd®mV £VAVTL TOV VOST|LAT®OV TOV

ouvdéovtol pe AotUdEELg mov tpokaiovvtol and Clostridium perfringens tomoc A, C. perfringens
tonog B, C. perfringens tomog C, C. perfringens tomog D, Clostridium chauvoei, Clostridium novyi



tomog B, Clostridium septicum, Clostridium sordellii xou Clostridium haemolyticum kol évavti Tov
TeT@voL oV mpokaAeitan amd to Clostridium tetani.

IMao v mabntikn avocomoinen Tov oUvaV Kot ToV HOGY®V EVAVTL TOV AOTUOEEMY TOV TPOKAUAOVVTOL
omd Ta TPATAVE ovoeepoEva €101 KAooTpdinv (ektoc tov C. haemolyticum cto TpoPata).

Eykatdotacn avooioc:
IIpoPata ko Booedn): 2 gfdopddec petd and to Pacikd epforlacpd (dnwg £xel amodetybel oporoyikd
uoévo).

Awipkela evepynTikng ovociog:

Onwc &xel amoderyBel oporoyikd udvo:

[poéParta: 1 étoc katd tov C. perfringens tomog A, B, C, kau D, C. novyi tonog B, C. sordellii,
C. tetani
< 6 punveg xotd tov C. septicum, C. haemolyticum, C. chauvoei’

Booedn: 1 étoc katd tov C. tetani xor C. perfrigens tonog D
< 1 éro¢ kotd tov C. perfringens Tomog A, B xau C-
< 6 uveg xatd tov C. novyi omog B, C. septicum, C. sordellii, C. haemolyticum,
C. chauvoei.

H avapvnotiki yopikn avocoAoyikY| ovTandkpiotn (GVOGOAOYIKT LVIHT) G€ OO T0L GUGTOTIKA EXEL
amoderyfel yuo 1 étog petd amod to Pacikd eufoiiocud.

Adipkera madntikng avoosiog:

Onwg éyel amoderydel oporoyikd povo:

Apvot: TovAdyiotov 2 efdouddeg yia ta C. septicum oy C. chauvoei:
TovAdyiotov 8 gfdouadec yio ta C. perfringens tomog B xou C. perfringens tomog C
TovAdyiotov 12 efdouddeg yia ta C. perfringens tomog A, C. perfringens Tomog D,
C. novyi tomog B, C. tetani xoan C. sordellii’
Aev &gl mopatnpnBeil madntikn avosia ywa 1o C. haemolyticum.

Mooyot: TovAdyiotov 2 gfdopadec yo ta C. sordellii xon C. haemolyticum:
TovAdyiotov 8 gfdopddec yo ta C. septicum kon C. chauvoei
TovAdyiotov 12 efdouddes yia ta C. perfringens tonoc A, C. perfringens tomoc B,
C. perfringens tomog C, C. perfringens tomog D, C. novyi tomog B, xou C. tetani.

3.3  Avrtevositeig

Na pnv xpnoonoleital 6€ AppmoTa 1 6€ AVOGOKOTESTAAUEVD (M.
3.4 E10kéc mpoEldomoncELS

Na eppordlovror pdvo vy {oa.

H amoteleouatikdma ToL EUPoriov oTny mopoy TAONTIKNG 0VOGIOG GTOVG VEOPOVG QYOS Kot
pnooyous eEapTatat amd TNV TPOGANYT EXAPKOVS TOGOTNTUG TPMTOYAAAKTOG OO QLT T, (Mo KoTd
™V TPOT NpEPa e Ceng.

Khvucég doxipég Exovv amodeilel 611 1 Tapovsio untpikdv avitcopdtov (MDA), 1daitepa KoTd TmVv
C. tetani, C. novyi tomog B, C. perfringens 10mog A (LOvo 610v¢ Locyovg), C. chauvoei (LOVO GTOVG
apvovg) kot C. perfringens Tomog D pumopel vo LEWDGEL TNV 0VOGOAOYIKT OVTOTOKPLOT) GTOV
eupforacud oTovg veapos apvons Kot HOGYOVS. Apa, yia TNV eEac@Aion TG KaAOTEPTG
avTomoKplong oto veapd {oa e vynAd enineda unTpkdV avticopdtov (MDA), o factkdg
euPoracudc mpémel va kabvotepel £ 6Tov To emineda pelOovV (To omoio cupPaivel peTd TNV
nAwio tov 8-12 gfdopddmv, avatpééte oy Topdaypapo 3.2).

3.5 Idwitepeg mPpo@UALAEELS KATA TN Y p1jON)



Id1oitepeg mPoLAGEELC Yo TNV ac@oAN ¥pnon oto £i0n Comv:

AmoteAel KOAN TPOKTIKN TO va TapakorlovBodvtor ta {da TakTikd yio avemiBOuNTEC EVEPYELIEC GTO
onueio g éveong UeTd amd Tov gpPfolacd. Xvviotdtol 1 ovalntnon Tpikng fondelag and
KInviatpo og mepintmon coPapng avtidpaong 6to onueio g veong.

Idwitepec TpoLAGEEIC TOL TPEmeL va AauBdvovTol amd To ATOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TPOidV oe (ha:

Xe mepinton mov kot AdBog Kavete ovToéveon, va avalntioete auEéomg 1aTpikn Pordeto Kot va
emdei&eTe OTOV 10TPO TO ECMOKAEIGTO PVAAO OOMYLDV YPNOEWMS 1| TNV ETIKETO TOL PUPLOKEVTIKOV
TPOIOVTOC.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOCTAGIN TOV TEPPAAAOVTOC:
Agv 16y0eL.

3.6 AvemOopuntao copfavra

Booegdn kou wpdPata

[ToAv cuyva Aykoon o6to onueio g éveong'.
(>1 {wo / 10 vrd Bepomeio (oa):

Xuyva AmooTna 610 oNUEl0 TNG EVEONC, OTOYPOUOTIGHOS TOV
(1 émg 10 oo / 100 vid Bepameia déppatog oto onpeio g éveon.
Lha): YrepOeppio’.

Oyt cvyva [16voc oto onueio g éveonc?.

(1 ém¢ 10 Loda / 1.000 vio Oepameio

{ha):

[ToAv ondvia Avagoroxtikod Tomov avtidpaot’.
(<1 oo / 10.000 vro6 Bepancia {oa,

CLUTEPILOUPAVOUEVOV TOV

UELOVOUEVOV OVAPOPDV):

VEwg pia péon tipm dtopétpov 6 cm ota mpdfata kor 15 cm oto fooedn: nepiotaciakd dHvorat va,
mapaTnpNnovy avTdpdoelg te ddpeTpo £mc 25 cm ota fooedn. Ot TeplocdTEPEG TOMIKES OVTIOPACELS
VIOY®POVV VTOC 3-6 efdopddmv ota TpoPoata Kot o Ayotepo and 10 efdouddeg ota fooeldn]. Ze
UIKPO T000GTO (MY UTOPEl VO TAPAUEIVOLY TEPIGGOTEPO.

2 Enavépyetol 6T0 GUGIOA0YIKO OTAV 1) TOTKY 0vTIdpacT VITOYMPNOEL.

3" Hm.

4 To 1-2 nuépeg petd omd tov TpdTo EUPOAAGUO.

3 Y& 1é101E¢ MEPMTMOGELC, TPETEL va. YopnyNOel KatdAAnAn aywyn, Onmg adpevakivn, yopic
kafvotépnon.

H avagpopd averBountov cuoppdviov sivar onpovtikny. Emttpénet ) cuveyn topakoilovdnon g
0oQAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopég TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, EITE GTOV KATOYO TNG AOELNG KUKAOPOPING 1) OTOV TOTIKO QVTITPOGMTTO
ToV gite oV €Bvikn apudd apyn LECH TOL EBVIKOD GUGTAKOATOG AVOPOPAS. AvaTpEéETe 6TO POAAO
001 YLDV YPNONG YO TC, OVTIGTOL(0 OTOLXEID ETKOVOVING.

3.7 Xpion katd TV KON61), TN YoAOV)ia 1] TNV MOTOKIM,

Kinon:

Orav 10 gufoiio ypnoponomdnke ce mpofota Kot o fooetdn petad 8 kot 2 foopddwv Tpv amod
TOV TOKETO, O&V TTapatnpnOnKav dAreg avemBounTeg VEPYELEG EKTOG OO OVTEG TTOL TTEPLYPAPOVTOL
otV mopdypoo 3.6. Adym EAMAEIYNG €KDY dedOUEVOV, dEV GLVIGTATL 1) XPNON TOL EUPOAiov KaTd
TO TPATO 1 TO OEVTEPO TPITO TNG EYKVUOGVVNC.

No amopegbyeTol 1 KATATOVNON T®V £YKVOV TTpofativav Kot ayehddmv.



3.8 Alniemiopaon pe GALY QUPNOKEVTIKA TPOTOVTO KUl AALES HOPPES UAMAETTIOPAGTG

Agv vILapyoVV TANPOPOPIES GYETIKA LE TIV OCPAAELN KOL TNV OTOTEAEGUATIKOTNTO OO TNV YPTOT] TOV
&v AOY® epfoliov pe 0mo10dNTOTE GALO KTNVINTPIKO Pdppoko. H ardepaon yio T xopiynomn tov v
AOY® gpPolriov TPy amd N LETA TN YOPNYNOT OTOL00TOTE GAAOV KTIVIATPIKOD PAPUAKOV, TPETEL VO,
AapPavetal kotd mepinTmon.

3.9 Odoi yop1ynong kot docoroyia

Ymodopia yprion.

Aoon:

- IIpopata: 1 ml— amd v nhikia tov 2 eféouddny
- Booewdn: 2 ml — amd v nhikia tov 2 efdouddnv

Xopijynon:

Me v7t0d0pLo. EVEST) KOTH TPOTIUNGT GTO YOAUPO EPUA GTIV TAELPE TOV TPOYAAOV, AKOAOLODVTOC
TPOPLAGEELS oo yiag.

AvaoKIvioTe TN QLIAN KOAG TPV Ao T Xp1on.

O1 o0pryyec Kot o1 BeAOVEG TPEMEL VAL EIVOIL OTOCTELPWOEVES TPV ATd TN XPTON KO 1| EVECT] TPENEL VAL
yiveton og eployn kabapod, oteyvow 6€éppatoc Aapupdvovtag Tpo@uAdtelg katd TG LOALVOTG.

Bogikog eufolioouog: [Ipémet va xopnyohvtor dvo docels, pe pecodtaotnua 4-6 efdopddwy
(avatpé€te oty mapdypoeo 3.2 kat 3.4).

Avouvyotixog gufolioouog: llpémel va yopnyeiton pia poévo 06on og dtootnpato 6 Eog 12 pnvov petd
amo6 o Pacukcd gpfoiacpd (avatpéEte otny mapdypoeo 3.2.).

Xpnon katd v konon:

Mo v Tapoyn TadnTIKng TPOGTAGING GTOVG ATOYOVOUS, LECH TOV TPOTOYIAOKTOS, TPEMEL VAL
yopmyeiton £vag LGvo avouvnoTikog eUPortacuoc petald 8 kot 2 eBopddmv TPV amd ToV TOKETO, e
v TpotimdOeon ot ta {da giyav AdPel TANnpr Pacikd epuforiocud Tpv amd TV EYKLUOCHVY.

3.10 Xvprtopote vaIEPS0G0A0YINS (KU KOTA TEPITTMON, HETPA AVTIUETOTLGNG KOL OVTIOOTA)

2T0VG HOGYOVG KOl GTOVG ALILVOVG, Uopel va avEnBov ehappd ot TOTIKES avTIOPACELS £V Yop1ynOel
N dmAdola TG GUVIGTANEVTS 0OoNG (avatpéEte oty mapdypoeo 4.6).

3.11 Ewwoi nepropiopoi yp1ong ko e101kég cuvhikeg ypfione, copmepriapfavopévov
TEPLOPLOLAV GTT| YP1OT] AVTIUIKPOPLOKAV KL AVTITOPUCLTIKAV KTIVIOTPLKAV
POUPRUKEVTIKAV TPOTOVIOV TPOKELREVOV VO, TEPLOPLOTEL 0 KIVOVYOS UVATTVENG AVTOYNG

Agv 16y0eL.

3.12 Xpodvor avapoviig

Mndév nuépeg.

4. ANOZOAOTIKEX ITAHPO®OPIEL
41 Kodwkég ATCvet: QI02ABO1, QI04ABOI.

Amevepyomomuévo euforo kKiwotpdiov. o v Oiéyepon tng evepynTIKNG OvoGomToinong ota
npoParta Kot ot fooedn Evavtt tov C. chauvoei koi twv tolivav twv Clostridium perfringens tOmog



A, C. perfringens tomog B, C. perfringens tomoc C, C. perfringens tomog D, C. novyi, C. septicum, C.
tetani, C. sordellii, xon C. haemolyticum mov mepiEyovtol 6to PPorto.

IMao v mapoyn Tabntikig avociog LEG® TOV TPMOTOYAANKTOC EVOVTL TV TOPATAVEO KADGTPIOIUKMV
AOWDEEDV GTOVG VEAPOVS AIVOVG KOl GTOVS LOGYOVG,.

5. DOAPMAKEYTIKA YXTOIXEIA

5.1 Kopieg acopparotnreg

No unv avoperyvoetal Pe 0TolodNmote GALO KTNVINTPIKO QUPUOKEVTIKO TPOIoOV.

52 Awpkera Lo

Atdprera {OnNG TOL KTNVIATPIKOV QUPUAKEVTIKOD TPOIOVTOG COLP®MVA LIE TN GVoKELOTio TdAnong: 30
pMveg.

Avdprera {ong PeTd 1o TPOTO AvoryUa TNG OTOYEIDMOOVS GLCKELAGING: 8 MPES.

5.3 Iowitepeg Tpo@uAaEElS KaTd TN OVAAEN TOV TPOIGVTOG

No puAhdooetor Kot va petapépetal o€ Wyoyeio (2°C — 8 °C). No unv xotoyvyetot.
No puAGCCETOL TPOGTUTEVULEVO OO TO PG,

5.4 ®von ko 6OUVOEST THS GTOLYELDOOVS CVGKEVUGING

Evxopmt eudin ond yopuning mukvotnrag rolvatbviévio (LDPE) tov 50 ml 1§ tov 100 ml,
KAEOUEVN LE EACTIKO TOUN ELGYMPNONG PpoofovTVAIOD, TO 0TOI0 CLYKPATEITAL LE TAOLOL
aAovpviov.

Meyé0n cuokevaciog:
Xdaptwvo kovuti pe pio edAn tov 50 ml (50 66ceig tov 1 ml 1} 25 d6ceig Twv 2 ml).
Xdaptwvo kovti pe pia eidAn tov 100 ml (100 do6ceig tov 1 ml 1y 50 ddoeig Towv 2 ml).

Mmropei va unv KuKAOPOPOUV OLEG 0L GLOKEVAGIES.

5.5 Ewwég mpo@uiatels amoppuyng vog Ui APNGLROTo]0£vToc KTNVIATPIKOD QUPRIKEVTIKOV
TPOIOVTOG 1] GALOV VAIKOV TTOV TPOEPYOVTUL OO T1) Y P1)G1) TOL TPOIOGVTOS, AV VAP OVY

Ta eapuaxe dev TPETEL VO, OTOPPITTOVTOL LECH TOV ADUATOV | TOV OIKIHKDOV OTOPANTOV.
XP1MGILOTOGTE TPOYPAUUATO EXIGTPOPNS POPUAK®V Y1 TV OTOPPIYT| UN] PN OOTONOEVTDV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V OV TPOEPYOVTOL OO TN YPNOT TOVGS
GUUPMOVO, LLE TIC TOTIKEG OTOITNOELG KOt UE TUYOV EOVIKA GLUGTILOTO GLAAOYNG TOV 1GYVOVV Y1d TO
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Intervet Hellas A.E.

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

Ap1Buog adetog kukiopopiog EALGOag: 72769/28-07-2021/K-0247101

8. HMEPOMHNIA ITPQTHX EI'KPIXHX



Huepounvia Ing éykpiong: 28/07/2021.
9.  HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IEPIAHYHZ TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

09/2024

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Na yopryeitar pOvov e KINVIOTPIKT GLUVTAYT).

Aentouepeic TANPOPOPIES Y10 TO &V AOY® KTNVIATPIKO QOPLOKEVTIKO Tpoidv ivan dtabéoiuec ot faon
dedopévav g EE yua to kenviatpikd wpoidvta (https://medicines.health.europa.cu/veterinary).



https://medicines.health.europa.eu/veterinary

