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MEPIAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOZX
1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX

Covexin 10 evéoipo evaiwpnua yia Tpépata Kai Boo€idn

2. TOIOTIKH KAI TOXOTIKH £YNOGEZH
KdaBe 1 ml Tou guPoAiou TTepIEXEL:

ApaOoTIKA CUCTATIKA:

C. perfringens type A toxoid >0,9 U3

C. perfringens type B & C (B) toxoid >12,4 Ut

C. perfringens type D (¢) toxoid >5.1U

C.chauvoei whole culture, adpavotroinuévo  oUu@wva ye Ph Eur.?
C. novyi toxoid >1,2 Ut

C. septicum toxoid >3,6 Ut

C. tetani toxoid >25U!

C. sordellii toxoid >0,8 U

C. haemolyticum toxoid > 16,5 U3

! In-house ELISA

2 Neipapatiki pOAuvon cUP@wva pe TV Ph.Eur.

3 In vitro dokiun e€oudeTépwaong Togivng Baciopévn aTnV aldOAUan £pUBPOKUTTAPWY
TTpoBdTou.

AvVOO0eVIOXUTIKN ouoia:

Alum 3,03 — 4,09 mg Aluminium
"Ekdoxa:

MoooTikA ocUvBeon av ol TTAnpoopieg

MoloTik oUvBeon EKBOXWV Kol AAAWV QUTEG €ival ONUAVTIKEG VIO TH CWOTN

OUOTATIKWYV XOpPARyNnon TOU KTNVIOTPIKOU
PAPUAKEUTIKOU TTPOIOVTOG

Thiomersal 0,05-0,18 mg

Formaldehyde

Sodium Chloride
Water for injections

AVOIKTOU KA®E XPWHOTOG UBATIKO evalwpnua TTou Kabiddavel katd Tnv atmobrkeuon.
3. KAINIKEZ T\HPO®OPIEX

3.1 Eidn {wwv

MpoéBara kal Boocidn.

3.2 OgpatreuTikég evoeielg yia Kade gidog {wou

MNa TNV evepynTIKA avoooTroinan Twv TTPORATWY Kal Twv Booeidwv EvavTl TwV VOONUATWY TToU
ouvdéovTal Ye Aolpwéelg TTou TTpokaAouvTal atd Clostridium perfringens type A, C. perfringens
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type B, C. perfringens type C, C. perfringens type D, Clostridium chauvoei, Clostridium novyi type
B, Clostridium septicum, Clostridium sordellii, kai C. haemolyticum kai €vavt Tou TETGvou TTOU
TTpokaAciTal atrd 1o Clostridium tetani.

MNa tTnv malnTik avoooTroinon Twv AuVWV Kal Twy HOoXWwV &vavtl TwV AOIJWEEWY TTou
TTPOKAAOUVTAI ATTO TA TTAPATTAVW ava@epdueva €idn KAwoTnpIdiwv (ekTdg Tou C. haemolyticum
oTa TTPORaATa).

EykatdoTtaon avooiag: 2 eBOoudadeg HeTA TNV OAOKAAPWON Tou Bacikou eUBOMACUOU (OTTWG EXEI
OeIxBei pdvo opoAoyika).

AldpKeIa TNG EVEPYNTIKAG avoaiag OTTwg £xel O€1xBei HOvo opoAoyIKE:

MpdéBata: 1 £10¢ kKaTd Twv C. perfringens type A, B, C, kai D, C. novyi type B, C. sordellii, C.
tetani
< 6 pAveg kata Twv C. septicum, C. haemolyticum, C. chauvoei
Booeidn: 1 €10¢ katd Twv C. tetani kai C. perfrigens type D
< 1 é1og kata Twv C. perfringens type A, B kai C
< 6 pAves kata Twv C. novyi type B, C. septicum, C. sordellii, C. haemolyticum, C.
chauvoei
EmmimmAéov, atmodeixOnke pia avapvnoTIKA XUMIKA avoooatTokpion (avoooAoyIKn Uvhn) o€ 6Aa Ta
OUCTATIKA PETA aTTd O1Eyepan WE avTiyovo 1 €T0G YETA TO BACIKO €PPBOAIACHO.

Aldpkela TnG TABNTIKAG avooiag OTTwg éxel OgixOei HOvo OPOAOYIKA :

Apvoi:

TouAayioTov 2 eBoouddeg yia Ta C. septicum kai C. chauvoei, TouAdyioTov 8 eBdouddeg yia 1a C.
perfringens type B kai C. perfringens type C kal TouAdxioTov 12 ¢fdopddeg yia Ta C. perfringens
type A, C. perfringens type D, C. novyi type B, C. tetani kai C. sordellii. Agv éxel TTapaTnenOei n
TTaBnTIKA avoaia yia 1o C. haemolyticum.

Mooxoil:

TouAdxioTov 2 €Bdopdadeg yia Ta C. sordellii kai C. haemolyticum, TouldxioTov 8 Bdouddeg yia
Ta C. septicum kar C. chauvoei kai Touldyiotov 12 €Bdoudadeg yia Ta C. perfringens type A, C.
perfringens type B, C. perfringens type C, C. perfringens type D, C. novyi type B, kai C. tetani.

3.3 Avrevdeigeig

Na pnv xpnoiuoTToliEiTal 0€ AppwoTa {wa | 0 {Wa PE AVOTOAOYIKI AVETTAPKEIQ.
3.4 E181kéG TTpOEIDOTTOINOEIG

Na gppohiadovTal pévo uyig {wa.

H atroteAeouaTIKOTNTA TOU €UPROAIOU OTNV TTAPOXT] TTABNTIKNAG avooiag 0TOUG VEaPOUG auvOUG Kal
OTOUG PNOOXOUG £CapTaTal atmd TV TTPOCANYWN £TTAPKOUG TTOCOTATAG TTPWTOYAAGKTOG QUTWY TWV
{WwwVv KaTA TNV TTPWTN NUéPa NG wng.

KAIVIKEG BOKIUEG €xouv BEigel OTI N TTAPOUCia UNTPIKWYV avTICWUATWY, 1I81aiTepa katd Twv C. tetani,
C. novyi type B, C. perfringens type A (udvo oToug poaxoug), C. chauvoei (uévo oToug auvoug)
kai C. perfringens type D ptmopei va PeIwaoel TNV avoooAoyIKA avTatrokpion oTov euBoANiacud
OTOUG VEQPOUG auvoUg Kal GTOUG HOOXOUG. Apa, yia TNV eEa0@AAION TNG KAAUTEPNG AVTATTOKPIONG
oTa veapd Cwa he uwnAd eTTitreda unTpIKWY avTiowpdatwy (MDA), o Bacikég euBoMacuog TTPETTE
va KaBuoTepei Eéwg OTou Ta eTTiTTeda peIwBoUV (To otroio cupPaivel PYeTd TNV NAIKia Twyv 8-12
epdopadwy, BA. Tapaypago 3.2).
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3.5 I81aiTepeg TTPOPUAGEEIG KATA T XPoN

IS1aiTEPEC TTPOPUAGEEIC via TNV ao@aAn xpnon oTta €idn {wwv:

Agv 10XUEL.

IS1aiTEpEC TTPOQUAGEEIC TTOU TTPETTEI va AauBdvovTtal atmd To ATouo TTOU YOopnyeEi TO KTNVIATPIKO
QAPUAKEUTIKO TTPOIOV ot {wa

2 TTEPITTTWON TTOU KaTA AGB0G KAVETE QUTOEVEDT, va avalnTroeTe apéow  IaTPIKA BorBeia kail va
EMOEIEETE OTOV 10TPO TO ECWKAEIOTO QUAAO 08NYIWV XPOEWGS 1 TNV ETIKETA TOU QOPUAKEUTIKOU
TTPOIOVTOG.

IS1aiTEPEC TIPOPUAGEEIC VIO TNV TTPOCOTAC IO TOU TTEPIBAAAOVTOC:

Agv 10XUEL.
3.6 AvemOuunta cupBdavra

MpoéBata kal Booeldn:

MoAU cuxva Oidnua aTto onpeio TNg éveancgh28, TkArfpuvon oTo

(>1 ¢wo / 10 utré Beparreia Cwa): onueio TNG éveonc?8, Avtidpaan oTo anueio TnG éveong
28 YmrepBeppia

2uxva ATTO0TNUO OTO onuEio TNG éveanc®, ATTOXPWHATIOUOS

(1 éwg 10 Lwa / 100 uTrd Bepartreia | Tou dépuaTog oTo anueio NG éveang®®, Movog oTo

{wa): onueio NG éveong*®

lMoAu otravia Ava@uAakTiKoU TUTTOU avtidpaon®

(<1 Cwo / 10.000 utré Bepartreia

Cwa, cupTrepIAaPBavopévwy Twv

MEMOVWUEVWY AVOPOPWV):

1 Mia TéTola dI6yKwaon PTTopei va @Tacel o€ dIAPETPO KATA Yéaov 6po £wg 6 cm oTa TTPSRATA Kal
15 cm (PepIkES POPEG Ewg Kal 25 cm) oTa BOOEId.

2 O1 TrepIooOTEPES TOTTIKEG avTIdpdoelg Ba uTToxwprioouv Yéoa oe 3-6 eBdoudades oTa pdRaTa
Kal o€ Aiyotepo atréd 10 eBdouddeg ota Booeidr}, AAAG PTTOPET va ETTIPEIVOUV TTEPIOCTOTEPO.
SEmoTpéPEl 0TO QUOIOAOYIKO KABWGS UTTOXWPEI N TOTTIKKA avTidpaaon.

TMa 1-2 NUEPES META TOV TTPWTO £UBONICTHO

SEav oupei TéTola avtidpaaon, TTPETTEl va xopnynBei xwpic kabuaTtépnan KAaTdAAnAn aywyr, OTTwg
adpevaivn.

601 TotkéG avTIdpdoelc dev €TTNPEACOUV TN YEVIKN UYEIQ, TN GUUTIEPIQOPA, Tn dlaTpo®r 1 TNV
auénon Bapoug Twv CWwv.

H avag@opd avemmBuunTwy cupBavTwy gival onuavTikA. ETTpETTel TR ouvexr TTapakoAouBnon Tng
a0QAAEIaG VOGS KTNVIATPIKOU QAPUAKEUTIKOU TTPOIOVTOG. O1 avagopEG TTPETTEI va aTTo0TEAAOVTAI,
KATA TTPOTIiNNON PEOW KTNVIATPOU, €iTE OTOV KATOXO TNG GdEIAG KUKAOQOPIOG 1| OTOV TOTTIKO
avTITTPOOWTTO TOU €iTe OTNV €0VIKA apuddia apyr HEow Tou €BviKoU CUOTHPOTOS avagopdg .
AvaTtpé€Te €TTioNG 0TO GUAAO 0dNYIWV XPrONG YIO TO AVTIOTOIXO OTOIXEIQ ETTIKOIVWVIAG.

3.7 XpAon kard tnv KUNon, Tn yoaAouxia | TRV woTOKiA

Kunon:

Agv éxouv TTapatnpnBei GAAEG avetmiBUUNTEG evépyeEleG aTTO AUTEG TTOU TTEPIYPA@OvVTal OThV
TTapdypa@o 3.6 6tav 10 euBOAIO xpnaoiyoTToiEiTal oTa TTPoRaTta Kal ota Booeidr peTagu 8 kai 2
eROONAdWYV TTPIV TOV TOKETO. AOYW TG EAAEIPNG €1I0IKWYV dedopévwy, dev UTTopEl va ouoTnBEi n
xprion Tou gPBoAiou kartd To TTPWTO 1 To BEUTEPO TPITO TNG EYKUPOOUVNG.

Na aTtTo@eUyovTal Ol OTPECCOYOVES KATAOTACEIG TWV EYKUWYV TTPORATIVIWV Kal ayeAGdWV.
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3.8 AAAnAemridpaon pe GAAG QAPHOKEUTIKA TTPOIOVTA Kol AAAEG HOPpPEG aAAnAeTTidSpaong

Agv UTTAPXOUV TTANPOPOPIEG OXETIKA E TNV ACPAAEIQ KAl TNV ATTOTEAECHUATIKOTNTA ATTO TNV XPAON
Tou ev AOyw guPoAiou pe otToiodnTToTE AGANO KTNVIATPIKO PAPUaKO. H atmmégacn yia Tn Xopriynon
TOU v AOyw euPoAiou TTpIv ] HETE aTTd TN XOpryNon oTTolodATTOTE AAAOU KTNVIATPIKOU QAPUAKOU,
Ba TTpéTTel va AauBAveETal KATA TTEPITITWOT.

3.9 0doi xoprynong kai docoloyia

MpoéBata — atrd TNV nAIKia Twv 2 eBdouddwv:
Adon - 1 mi

Booeidi— atmé tnv nAikia Twv 2 efOouGdwV:
Adon - 2 mi

Xopnynon:

Me uttodopIa éveon o€ KATAAANAO onueio. H ouvioTwuevn TTEPIOXN €ival TO XaAapod dEpUA OTO
TTAGI TOU TpaxAAou.

H @IGAN TTpETTEl va avakIveiTal KOAG TTpiv TNV atmréoupon OTToIaodATTOTE TTOOOTNTAG €PBOAIOU.

O1 oUpiyyeg kai ol BeAGVEG TTPETTEI VA Eival ATTOCTEIPWHEVES TTPIV TN XPAON Kal N €VEon TTPETTEN vVa
yiveTal o€ mreploxn kabBapou, oTeyvou SEPUATOC TTAIPVOVTAG TTPOPUAAEEIC KOTA TNG ETTIMOAUVONG.

2xnua Baoikou euBoAiacyou:
Mpétrel va xopnyouvTtal dUo d60¢Ig, Ye pecodidoTnua 4-6 fdouadwy (deite TTapdypago 3.2 Kai
3.4)

2XAUa avapvnoTIKoU UBOAIGGUOU:
Mpétrel va xopnyeital pia 66on kaBe 6 £wg 12 priveg YeTd Tov Baciko guBoAiaouo (deite €TTiong
TNV TTApAypaQo 3.2).

Xpnon KaTté TNV KUnon:

Na TNV TTalnTIKA avoooTToinon TWY VEOYEVVNTWYV HECW TOU TTPWTOYAGAAKTOG, TTPETTEI VA XOpPNYEITal
Mia avapvnoTikr d6on PeTagl 8 kai 2 eBOOPAdWY TTPIV TOV TOKETO, JE TNV TTPoUTTé0e0N OTI Ta {Wa
gixav AaBel TARpN Baciké euBoAIacud TTPIV TNV EYKUPOGUVN.

3.10 Zupmrtwpata utrepdoooloyiag (kKal KATA TrEPITITWON, METPA OVTIMETWITIONG Kol
avTidoTa)

2T0UG POOXOUG KOl OTOUG APVoUG, uTTopei va auénBouv eAa@pd ol TOTTIKEG avTIOPAOEIS €AV
xopnynBei n dirAdoia Tng ouvioTwuevng 66ong (deite TNV TTapdypapo 3.6)

3.11 Eidikoi mepiopiopoi Xpong Kai £181kEG CUVOAKEG XPRONG, CUMNTTEPIAGUBAVOUEVWYV
TMEPIOPICUWY OTN  XPAON AVTIMIKPOBIOKWY KOOI  OVTITTOPOCITIKWY  KTNVIATPIKWV
(POPUAKEUTIKWYV TTPOIOVTWYV TTPOKEIPEVOU VA TTEPIOPICTEI O KivOUVOg avaTTTuéng avrToxng
Agv 10XUEI

3.12 Xpévoi avapovig

Mndév nuépeg
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4. ANOZOAOrIKEZ MNHPO®OPIEX

4.1 Kwdiké6g ATCvet: QI02AB01, QI04AB0O1

MNa TN di€yepon TNG evepynTIKAG avooiag oTo TTPORATO Kal oTa Booeidn évavti Twv C. chauvoei kal
TwV TogIVWYV Twv Clostridium perfringens type A, C. perfringens type B, C. perfringens type C, C.
perfringens type D, C. novyi, C. septicum, C. tetani, C. sordellii, kai C. haemolyticum TTou
TTEPIEXOVTAI OTO EUPOAIO.

MNa Tnv Tapoxf TadnTIKAG avooiag MECW TOU TIPWTOYAAGKTOG £vavTl Twv TTapatTavw
KAWOTNPISIOKWY AOIHWEEWV OTOUG VEAPOUG auvoUS Kal JOOXO0UG.

5. ®APMAKEYTIKA XTOIXEIA

5.1 KUpieg aoupuBaToTnTeg

Na unv avaperyvueTal ue GAAO KTNVIATPIKO QAPHOKO.

5.2 Aidpkeia {wAg

Aidpkeia Cwng ToU KTNVIOTPIKOU QAPUAKEUTIKOU TTPOIOVTOG CUNPWVA [E TN CUOKEUATIa TTwANCNG:
2 €1

Aldpkela (wNG META TO TTPWTO AVOIYHA TNG OTOIXEIWOOUG CUOKEUATIAG: 8 wpeg

5.3 181aiTepeG TIPOPUAGEEIG KATA TN QUAAEN TOU TTPOIGVTOG

Na uAdooeTal kal va heTagépeTtal o€ Wuyeio (2°C - 8°C).

Na pnv KaTawuxeTal.

Na euAdooeTal n QIGAN OTO £EWTEPIKO KOUTI.

Na puAdooeTal TTPOCTATEUUEVO ATTO TO PUIG.

5.4 ®uon Kal oUvBeon TNG OTOIXEIWSOUG CUCKEUATIOGg

EUkapTTn @IGAN 16 TToAuaiBUAévio uwnAnRg TTukvoTnTag (HDPE) trou Trepi€xel 50 ml p 100 ml.
H TTAQoTIKA QIAAN KAEIVEl HE QAPPOKEUTIKAG KAAONG EAACTIKO TTWHA XAwPOBOUTUAIOU, TO OTTOIO

OUYKpPQTEITAI OTN BECN TOU PE TTWHA GAOUMIVIOU.

XapTivo KouTi he 1 @1dAn Twv 50 déoeswv Tou 1 ml R 25 ddceig Twv 2 ml (50 ml).
XdapTivo kouTi pe 1 @1dAn Twv 100 déoewv Tou 1 ml r} 50 ddoeig Twv 2 ml (100 ml).

MrTropei va unv KUKAOQOPOUV OAEG Ol CUOKEUATIEG

5.5 EI0IkéG TPOQUAAGEEIG ammoppIYng €vOG MN  XPNOIMOTTOINOEVTOG  KTNVIATPIKOU
(POPUAKEUTIKOU TIPOIOVTOG 1 AGAAWV UAIKWV TTOU TTPoépyXovTal amrd Tn Xpnon Tou
TMPOIOVTOG, AV UTTAPXOUV

Ta @dappoka dev TTPETTEI VA ATTOPPITITOVTAI JECW TWV AUMATWV 1] TWV OIKIOKWY ATTORARTWV.
XpPNOIKUOTTOINOTE TTPOYPAPUATA ETTIOTPOPAS GAPHAKWY YIO TNV ATTOPPIYN UN XPNOIMOTTOINBEVTWYV
KTNVIATPIKWY QAPHOKEUTIKWY TTPOIOVTWY ] GAAWV UAIKWY TTOU TTPOEPXOVTAI ATTO T XPAOT TOUG
OUP@WVA JE TIG TOTTIKEG ATTAITAOEIG KAI JE TUXOV €BVIKA OUOTAUATA GUAAOYAG TTOU IGXUOUV YIa TO
OXETIKA KTNVIATPIKA POAPHUAKEUTIKA TTPOIOVTA.

6. ONOMA TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ

ZOETIS HELLAS S.A
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7. APIOMOZ(OIl) AAEIAZ KYKAOPOPIAZ

EANGDQ: 24696/15-4-2010
Kutrpog: CY00218V

8. HMEPOMHNIA NMPQTHX ErKPIZHX
Hu. MpwTtng 'Ekdoong (Kutrpog): 01/11/2010

9. HMEPOMHNIA TEAEYTAIAX  ANAGEQPHZHZ THZ  [EPIAHYHZ TON
XAPAKTHPIZTIKQN TOY lMPOIONTOZ

12/2023

10. TASINOMHZH TQN KTHNIATPIKQN ®APMAKEYTIKQN NMPOIONTQON

Na xopnyeital pévov pe KTNVIATPIKr CUvTayH.

NETTTOUEPEIC TTANPOPOPIES YIA TO £V AOYW KTNVIATPIKO QPOPHUAKEUTIKO TTPOIOV gival SIaBECINES OTN
Baon dedopévwy NG EE yia Ta ktnviaTpikd TpoidvTa
https://medicines.health.europa.eu/veterinary).
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NMAPAPTHMAIII

EMIZHMANZH KAI ®YAAO OAHINQN XPHZHZ
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A. ENIZHMANZH
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NAHPO®OPIEZ OY INPETEI NA ANAITPA®ONTAI 2THN EZQTEPIKH 2YZKEYAZIA

XAPTINO KOYTI A ®IAAEZ TQN 50 ML KAI 100ML

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NPOIONTOZX

Covexin 10 evéaigo evaiwpnua.

[ 2. IYNOEZH IE APAZITIKH(EZ) OYZIA(EZ)

KdaBe 1 ml Tou gppoAiou TTepIEXEL

ApaOCTIKA CUCTATIKA:
C. perfringens type A toxoid
C. perfringens type B & C () toxoid
C. perfringens type D (¢) toxoid
C.chauvoei whole culture
adpavoTroinuévo
C. novyi toxoid
C. septicum toxoid
C. tetani toxoid
C. sordellii toxoid
C. haemolyticum toxoid

>0,9 U3

>12,4 Ut

>51U!

oUuwva pe Ph Eur.?

>1,2 Ut
>3,6 Ut
>25U
>0,8 Ut
> 16,5 U3

3. ZYZKEYAZIA

50ml
100ml

| 4. EIAOZ(H) ZQOY(QN)

MNpoéBarta kal Booeldn.

| 5. ENAEIZEIS

| 6. OAOI XOPHIHEZHE

Y1odopia xprion.

‘ 7. XPONOI ANAMONHZ

Xpbvog avapovns: Mndév nuépeg

‘ 8. HMEPOMHNIA AH=HZ

Exp. {pp/eeee}

MeTd TO TTPWTO Avolyuad, XPron eviog 8 wpwv.

‘ 9. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

Na QuAdooeTal Kal va HETAQEPETAI OE WUYEIO.
Na pnv KaTaywuxeTal.

Na @uAdooeTal N IGAN OTO EEWTEPIKO KOUTI.
Na uAdooeTal TTPOCTATEUUEVO ATTO TO PUIG.
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‘ 10. Ol AEZEIZ «AIABAZTE TO ®YAAO OAHINQN XPHZHZ MPIN AMNO TH XPHZH»

AlaBdoTe To UANO 0ONYIWY XPAOoNG, TTPIV aTTd TN XPAON.

‘ 11. Ol AEZEIZ «<ANOKAEIZTIKA I'A KTHNIATPIKH XPHZH»

ATTOKAEIOTIKA YIO KTNVIATPIKN XPHoN.

12. Ol AEZEIZ «NA ®YAAZIETAI ZE OEZH, THN OIOIA AEN BAEMOYN KAl AEN
MPOZEITIZOYN TA MNAIAIA»

Na euAdoocetal o€ Béon, Tnv otroia de BAETTOUV Kal Bev TTpoaeyyifouv Ta TTaIdId.

‘ 13. ONOMA TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ

ZOETIS HELLAS S.A

‘ 14. APIOMOI AAEIAZ KYKAODOPIAZ

EANGOQ: 24696/15-4-2010
Kotrpog: CY00218V

‘ 15. APIOMOZ MNAPTIAAZ

Lot {apiBudéc}
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NAHPO®OPIEZ OY INPETEI NA ANAITPA®ONTAI 2TH ZTOIXEIQAH 2YZKEYAZIA
®IAAH 100 ML

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZ

Covexin 10 evéaiuo evaiwpnua.

[ 2. IYNOEZH IE APAZITIKH(EZ) OYZIA(EZ)

KdBe 1 ml Tou gppBoAiou TrepIEXEL:

C. perfringens type A toxoid >0.9 U3

C. perfringens type B & C (B) toxoid >12.4 Ut

C. perfringens type D (¢) toxoid >5.1U

C. chauvoei whole culture adpavotroinuévo oUhewva e Ph Eur.?
C. novyi toxoid >1.2 Ut

C. septicum toxoid >3.6 Ut

C. tetani toxoid >25U

C. sordellii toxoid >0,8 Ut

C. haemolyticum toxoid > 16,5 U3

100 mi

| 3. EIAOZ(H) ZQOY(QN)

MNpoBara kal Booeldn.

‘ 4. OAOI XOPHIM'HZHZ

Y1odopia xpnon.
AlaBdoTe TO UANO 0ONyIWY XpPAoNg, TTPIV aTTd TN XPAON.

‘ 5. XPONOI ANAMONHZ

Xpovog avapovhg: Mndév nuEpeg

‘ 6. HMEPOMHNIA AH=HZ

Exp. {up/ecee}
MeTd 1O TTPWTO Avolyua, XPron evidg 8 wpwv.

‘ 7. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

Na QuAdooeTal Kal va HETAQEPETAI OE WUYEIO.
Na pnv KaTayUuxeTal.

Na @uAdooeTal n QIGAN OTO EEWTEPIKO KOUTI.
Na uAdooeTal TTPOCTATEUUEVO ATTO TO PUIG.

‘ 8. ONOMA TOY KATOXOY THZ AAEIAZ KYKAODOPIAZ

ZOETIS HELLAS S.A

‘ 9. APIOMOZ MNAPTIAAZ

Lot {apiBudc}
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EAAXIZTEZ ENAEIZEIZ OY [I1PETIEI NA ANAITPA®ONTAI 2TIZ MIKPEZ ZTOIXEIQAEIZ
2YZKEYAZIEZ

®IAAH 50 ML

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NPOIONTOZX

Covexin 10

‘ 2. TOZOTIKA ZTOIXEIA TQN APAZTIKQN OYZIQN

C. perfringens type A toxoid; C. perfringens type B & C (B) toxoid; C. perfringens type D (€) toxoid,;
C. chauvoei whole culture, adpavotroinuévo; C. novyi toxoid; C. septicum toxoid; C. tetani toxoid;
C. sordellii toxoid; C. haemolyticum toxoid.

50ml

‘ 3. APIOMOZ MNMAPTIAAZ

Lot {apiBuéc}

‘ 4. HMEPOMHNIA AH=HX

Exp. {up/eeee}
MeTd TO TTPWTO AVOolyud, XPRon eviog 8 wpwv.
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B. ®YAAO OAHTIIQN XPHzZHZ
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®YAAO OAHINQN XPHZHZ

1. Ovopacia Tou KTNVIOTPIKOU QUPHUAKEUTIKOU TTPOIOVTOG
Covexin 10 evéoiyo evaiwpnua yia TTpopata Kal ayeAddeg

2. Xoveeon

KdBe 1 ml Tou gppBoAiou TrepIEXEL:

ApaoTiKd cuoTATIKA:

C. perfringens type A toxoid >0,9 U3

C. perfringens type B & C (B) toxoid >12,4 Ut

C. perfringens type D (g) toxoid >5.1U!

C. chauvoei whole culture adpavotroinuévo oUhewva e Ph Eur.?
C. novyi toxoid >1,2 Ut

C. septicum toxoid >3,6 Ut

C. tetani toxoid >2,5U!

C. sordellii toxoid >0,8 Ut

C. haemolyticum toxoid > 16,5 U3

1 In-house ELISA

2 Nelpapatik OAuvon cUp@wva e Tnv Ph.Eur.

3 In vitro dokiun eoudeTépwaong Togivng Bacioyévn otnv aigdAucn €PUBPOKUTTAPWYV
TTpofdaTou.

AvVOO0eVIOXUTIKN ouoia:

Alum 3,03 — 4,09 mg Aluminium

"Ekdoxo:

Thiomersal 0,05-0,18 mg

AVOIKTOU Ka@é XpWwHaTOg udaTiKO evalwpnua TTou Kabiavel Katéd Tnv amobnkeuon.

3. Eidn lwwv

MpdéBaTa kKal Boosidn.

4., OepaTreuTIKEG EVOEIEEIG

lMa TV evepynTIKA avoooTToinon Twyv TTPORATWY Kal Twv Boocidwyv EvavTl TwV VOONUATWY TToU
ouvdéovTal e Aolpwéelg Tou TTpokalouvtal atmd Clostridium perfringens type A, C. perfringens
type B, C. perfringens type C, C. perfringens type D, Clostridium chauvoei, Clostridium novyi type
B, Clostridium septicum, Clostridium sordellii, kai Clostridium haemolyticum kai €vavTi Tou TETAvVou
TToU TTPpOKaAgiTal atrd 1o Clostridium tetani.

MNa v 1TOONTIKA avooOoTIoiNON TWV OUVWV Kol TwV POOXWV EvavTl TwV AOIHWEEWY TTOU
TTPOKaAOUVTAI aTTO TO TTAPATTAVW ava@epOueva €idn KAwoTnpidiwv (ektdg Tou C. haemolyticum

oTta TTpoéRara).

EykatdoTtaon avoaoiag: 2 eBOouddeg HeTd TNV OAOKAAPWGN Tou BacikoU eUBOAIACUOU (OTTWG EXEI
OeIxOei povo opoAoyikd).
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AIGPKEIa TNG EVEPYNTIKAG avooiag OTTwG €xel OeixOei pdvo opoAoyika:

MpdéBata: 1 £1o¢ kaTd Twv C. perfringens type A, B, C, kai D, C. novyi type B, C. sordellii, C.
tetani
< 6 pAveg kata Twv C. septicum, C. haemolyticum, C. chauvoei
Booeidr): 1 €1og katd Twv C. tetani kai C. perfrigens type D
< 1 é1og kata Twv C. perfringens type A, B kai C
< 6 pAveg kata Twv C. novyi type B, C. septicum, C. sordellii, C. haemolyticum, C.
chauvoei
EmmimAéov, atmodeixOnke Yo avapvnoTIK XUMIKA avoooattokpion (avoooAoyIKn Uvhun) og 6Aa Ta
OUCTATIKA PETA aTTd OlEyepan KE avTiyovo 1 €T0G YETA TO BACIKO €PPBOAIACHO.

Aldpkela TG TABNTIKAG avooiag OTTwg €xel deixOei HOvo OPOAOYIKA :

Apvoi:

TouAdyioTov 2 eBoouddeg yia Ta C. septicum kai C. chauvoei, TouldyioTov 8 eBdouddeg yia 1a C.
perfringens type B kai C. perfringens type C kal TouAdxioTov 12 ¢fdopddeg yia Ta C. perfringens
type A, C. perfringens type D, C. novyi type B, C. tetani kai C. sordellii. Agv éxel TTapaTnenOei n
TTaBnTIKA avoaoia yia 1o C. haemolyticum.

Mooxoil:

TouAdxioTov 2 €Bdopddeg yia Ta C. sordellii kai C. haemolyticum, TouAdyioTov 8 Bdouddeg yia
Ta C. septicum kar C. chauvoei kai Touhdyiotov 12 €Bdoudadeg yia Ta C. perfringens type A, C.
perfringens type B, C. perfringens type C, C. perfringens type D, C. novyi type B, kai C. tetani.

5. Avrevdeigeig
Na pnv xpnoIJOTTOoIEITAlI O APPWOTA (Wa A 0 WA PE AVOTOAOYIKI QVETTAPKEIQ.
6. EIOIKEG TTPOEIBOTTOINCEIG

E181kéC TTPOEISOTTOINTEIC:
Na gppohialovTal pévo uyif {wa.

H atmmoteAeopatikdTnTa TOU EUBOAIOU OTNV TTAPOXA TTABNTIKAG aVOsiag 0TOUG VEAPOUG APVOUG Kal
OTOUG HNOOXOUG eEapTATal 1T TNV TTPOCANWN ETTAPKOUG TTOCOTNTAG TTPWTOYAAATOG OTTd AUTA TA
{wa Katd Tnv TTPWTN NUEPA TNG CWNG TOUG.

KAIVIKEG oKIPEG £xouv Beitel OTI N TTAPOUCia INTPIKWY AVTICWHATWY, IDIaiTEpa kKaTd Twy C. tetani,
C. nowvyi type B, C. perfringens type A (uévo ota pooxdapia), C. chauvoei (u6vo GTOUG auVOUG)
kai C. perfringens type D utropei va Peiwaoel TNV avoooAOYIKA avTaTTOKpIon oTov EUROAIaoHO
OTOUG VEAPOUG auvoUG Kal OTOUG HOOXOUG. Apa, yia Thv €§a0@AANIon TNG KAAUTEPNG AVTATTOKPIONG
oTa veapd {Wa Pe UWPNAQ ETTITTESO UNTPIKWYV avTICWUATWY (MDA), 0 Bacikég egBONACUOS TTPETTE
va KaBuoTepei €wg 6Tou Ta eiTTeda PeIwBOUV (TO otroio cuuBaivel Petd TNV nAIKia Twv 8-12
eBOOUAdWYV) (Oeite TTAPAYPAPO «OEPATTEUTIKEG EVOEIEEICY).

[S10iTEPEC TTPOQUAGEEIC TTOU TTPETTEI VA AauBdvovTal aTTd T0 ATOUO TTOU XOPNVEI TO KTNVIATPIKO
QAPUOKEUTIKO TTPOIOV 0€ wa:

2€ TTEPITTTWON TTOU KATA AAB0OG KAVETE QUTOEVEDT), VO avadnTioETE APECWCG I0TPIKA BorBeia kai va
emOEiILeETE OTOV 1ATPO TO ECWKAEIOTO GUAAO 0BNYIWV XPACEWS 1 TNV ETIKETA TOU QOPUOKEUTIKOU
TTPOIOVTOG.

Eykupoouvn:
Agv €xouv TTapaTnENBEi GAAEG AVETTIBUPNTEG EVEPYEIEG OTTO QUTEG TTOU TTEPIYPAPOVTAl OTA

«AvemmBUUNTa cupBavtax , étav 1o euROAIO XpnolPoTToIEiTal OTA TTPORATA KAl oTa BO0EId HETALU
8 ka1 2 ¢Bdopddwyv TIpIV Tov TOKETO. AOyw TnG EAAEIYNG €IBIKWV dedopévwy, deV UTTOPEI va
ouoTnBei n xpAon Tou guoAiou KaTa TO TTPWTO ) TO OEUTEPO TPITO TNG EYKUPOOUVNG.

Na atro@eUyovTal 0l OTPECOOYOVESG KATAOTACEIG TWV EYKUWV TTPORATIVWV KAl ayEAGdWV.
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AMnNAeTTidpaon pe GAAA QOPUAKEUTIKA TTPOIOVTA KAl AAAEC HOPPEC AAANAETTIOPAONG:

Agv UTTAPXOUV TTANPOPOPIEG OXETIKA E TNV ACQPAAEIA KAI TNV OTTOTEAECUATIKOTNTA ATTO TNV XPAON
Tou ev AOyw guPoAiou pe otToiodnTToTe GANO KTNVIATPIKO PApPUaKO. H ammégacn yia Tn Xoprynon
Tou €v Adyw gPBoAiou TTpIV A HETA ATTO TN XOPRYNon OTToI08ATTOTE AAAOU KTNVIATPIKOU QPapuUdKOU,
Ba TTpéTTel va AauBAaveTal Katd TTEPITITWOT.

Y1repdoooAoyia:
2T0UG POOYXOUG KOl OTOUG APVOUG, UTTopei va auénBouv eAa@pd ol TOTTIKEG avTIOPAOEIS £QV
xopnynoeei n SITTAGCIa TNG CUVIOTWHEVNG dOONG (BEITE TNV TTAPAYPAPO «AVETTIOUUNTA CUUBAVTAN).

Eid0Ikoi TTeplopiouoi xpong Kai £101KEC ouvOnKee Xpriong:
Agv 10XUEL.

Kupieg aouuBardrnreg:
Na pnv avapeiyvueTal He GAANO KTNVIATPIKO QAPUAKO.

7. AvemOUuunTa cuufdavra

MNpoéBarta kal Boo€ldn:

MoAU cuxvd Oidnua ato onueio TG éveongt?8, TkAfRpuvon oTo

(>1 ¢wo / 10 utté Beparreia Cwa): onueio TNG éveang (TTaxuvon/okAfnpuvan) 26,
AvTidpacon oTo onueio TnG éveang 8, YmrepBeppia

2uxva ATTO0TNUO OTO onuEio TNG éveanc®, ATTOXPWHATIOUOS

(1 éwg 10 Zwa / 100 uTré Bepatreia | Tou dépUATOC OTO ONuUEio TNG éveang®®, Moévog aTo

wa): onueio g éveong*®

MoAU oTTavia Ava@UAOKTIKOU TUTTOU avTidpacon (coBapr] aAAEPYIK)

(<1 Zwo / 10.000 utrd BeparTreia avTidpaon)®

Cwa, cupTrepIAaPBavopévwy Twv

MEMOVWUEVWYV AVOPOPWV):

1 Mia TéToia dIOYyKWaon PTTopei va @Tacel o€ SIAUETPO KATA Yéoov 6po £wg 6 cm oTa TTPdRATA Kal
15 cm (PepIkES POPEG Ewg Kal 25 cm) oTa BOOEId.

2 01 TEpIo0OTEPES TOTTIKEG avTIdPACEIC Ba uTtToxwprioouv Yéoa ot 3-6 Bdouades oTa TrpoRata
Kal o€ ANiyotepo atrd 10 efdopdadeg oTa BooeIdr), aANG pTTOPEi va ETTIMEIVOUV TTEPICTOTEPO.
SEmoTpéPEl 0TO QUOIOAOYIKO KABWGS UTTOXWPEI N TOTTIKKA avTidpaaon.

Ta 1-2 nuépeg PeTd ToV TTPWTO ePPBOAIaaUS

SEav oupBei TéTola avtidpaaon, TTPETTEl va xopnynBei xwpic kabuaTtépnan KAaTdAAnAn aywyr, OTTwg
adpevaAivn.

501 TotTiKéC avTIdpdoeic dev eTTNPeAouV TN YEVIKNA Uyeia, TN ouuTTEPIQopd, Tn diatpo@n i Thv
auénon Bapoug Twv CWwv.

H avag@opd avemmBuunTwy cupBavTwy gival onuavtikA. ETTpETTel TR ouvexn TTapakoAouBnon Tng
ac@aAclag evog TTPoIovVToG. Edv TTapatnprjoeTe OTToI00ATTOTE AVETTIOUUNTN EVEPYEIQ, KOO KOl Qv
0ev  ava@épeTal OTO  €0WKAEIOTO  QUAANO  odnyiwv  XpAong 1 au@IBAAAeTe  yia TNV
QTTOTEAEOUATIKOTNTO TOU QOPUAKOU, TTOPOKAAEIOOE va ETTIKOIVWVACETE, KATAPXAG, ME TOV
KTnviatpo oag. MTTopeiTe €1TioNG va ava@épeTe OTTOIAOATTOTE AVETTIBUUNTA CUPPBAVTA OTOV KATOXO
NG Gd€I0G KUKAOQYOPIAG 1| OTOV TOTTIKO AVTITIPOOWTTO TOU KATOXOU TnG AdEIaG KUKAOQOpPIag
XPNOIMOTIOIWVTAG TA OTOIXEIQ ETTIKOIVWVIAG OTO TEAOG AUTOU TOU GUAAOU 0dNyIWV Xpnong, A HEow
TOU €BVIKOU 00G CUCTHUATOG avagpopdg:

EBvikdg Opyavioudg Gapudkwyv
Meooyeiwv 284

GR-15562 XoAapydg, ABAva

TnA: + 30 21 32040213

e-mail: vetpharmacovigilance@eof.gr
lotéToTTOC: http://www.eof.gr
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8. Aoocoloyia yia kdBe €idog, TpOTTOG KOl 080i XopRynong

MpoéBata — atrd TNV nAIKia Twv 2 eBdouddwv:
Adon - 1 mi

Booeidr— atré tnv nAikia Twv 2 efOopdadwv:
Adéon - 2 mi

Xopnynon:
Me utrodopia éveon o€ KatadAANAo onueio. H cuvioTwevn TTepioxn €ival To xahapod dépua OTO
TTAdI TOu TpaxriAou.

2xnua Baoikou euBoAiacyou:
Mpémrel va xopnyouvtal duo O660¢lg, pe peoodidaoTnua 4-6 e€pdopdadwyv (deite ermiong Tnv
TTaPAYPOPO «OEPATTEUTIKEG EVOEIEEIGH KAl TNV TTAPAYPAPO «EISIKEG TTPOEIDOTTOINTEIGY).

2XAUa avapvnoTIKoU UBOAIGGUOU:
Mpétrel va xopnyeital pia d6on KABe 6 £wg 12 priveg YETA TOV BACIKO guPBoAIlaops (deite eTTiong
TNV TTAPAYPAPO «OEPATTEUTIKEG EVOEIEEICN).

Xpnon KaTté TNV KUnon:

Na TNV TTalnTIKA avoooTToinon TWY VEOYEVVNTWYV HECW TOU TTPWTOYAGAAKTOG, TTPETTEI VA XOPNYEITal
Mia avauvnoTikr 86on PeTagl 8 Kai 2 eBEoPAdwY TIPIV TOV TOKETO, ME TNV TTPoUTTé0eon OTI Ta {wa
gixav AaBel TARpN Baciké euBoAlacud TIpIV TNV EYKUPOGUVN.

9. 00dnyigg yia Tn CWOTA XopARynon

H @IaAn Tpétrel va avakiveital KaAd Tpiv Tnv ammrdéoupaon oTTolacdATTOTE TTOOOTNTAS EMBOAIOU.
O1 ouplyyeg Kal oI BeAOVEG TTPETTEI VA Eival ATTOCTEIPWHEVES TTPIV TN XPAON Kal N €veon TTPETTEl va
yiveTal o€ TTepIOXH KaBapou, oTEyVOU BEPUATOG TTAipVOVTAG TTPOQUAAEEIS KATA TNG ETTINOAUVONG.

10. Xpoévol avapoving

Mndév nuépeg

11. EIAIKEZ XYNOHKEZ AIATHPHZHZ

Na uAdocetal o€ Béan, Tnv otroia &€ BAETTOUV KAl Bev TTpooeyyilouv Ta TTaIdId.

Na @uAdooeTal Kal va heTa@épeTal o€ Yuyeio (2°C - 8°C).

Na pnv KaTaywuxeTal.

Na uAdooetal n @IGAN OTO EEWTEPIKG KOUTI.

Na uAdooeTal TTPOCTATEUUEVO ATTO TO PUIG.

Na un XpnOIUOTTOIEITAI QUTO TO KTNVIOTPIKO PAPHUAKEUTIKO TTPOIOV JETA OTTO TNV nUEPOUNVia AREng
TTOU avaypd@EeTal TNV €TIKETA KAl OTO KOUTI PETA Tnv évdeign «Exp». H nuepounvia ARgewg
CUMTTITITEl JE TNV TEAEUTAIA NPEPA TOU CUYKEKPIPEVOU [N VA.

Aldpkela CWAG PETA TO TTPWTO AVOIYUA TOU AUECOU TTEPIEKTN: 8 WPEG

12. Ei18ikég TTpo@uAGgeIg amdppiyng

Ta @appoka dev TTPETTEI VA ATTOPPITITOVTAI JEOW TWV AUPATWY 1] TWV OIKIAKWY ATTORARTWV.
XpPNOIUOTTOINOTE TTPOYPAPUATA ETTIOTPOPAS QAPHAKWY YIO TNV ATTOPPIYN UN XPNOIMOTTOINBEVTWY
KTNVIATPIKWY QAPHOKEUTIKWY TTPOIOVTWY ] GAAWV UAIKWY TTOU TTPOEPXOVTAI ATTO T XPAOT TOUg

OUP@QWVO UE TIG TOTTIKEG OTTAITAOEIG KOI JE TUXOV 10XU0VTa €BVIKA ouoTripaTa oUANOYAG.> <Ta
METPO QUTA OTTOOKOTTOUV TNV TTPOCTACIa TOU TTEPIBAAAOVTOG.
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ZupBouAeuBeiTe TOV KTNVIOTPO OOG i TOV PAPUAKOTIOI0 OOG YIa TOV TPOTTO aTTéppIYnsg Twv
XPNOIUOTTOINBEVTWY POAPUAKWY.

13. Taivounon Twv KTNVIOTPIKWY QUPHOKEUTIKWY TTPOIOVTWV
Na xopnyeital yévov P KTNVIATPIKI GUVTAyH.
14. ApiBpoi adelag KUKAOQOPIAag KAl CUOKEUATIEG

EANGDQ: 24696/15-4-2010
Kutrpog: CY00218V

EUkautTn @I1dAn amod moAuaiBuAévio uwnAng ukvotntag (HDPE) mmou trepi€éxer 50 mi 3 100 ml.
H TAaoTIKA @IAAN KAEivEl hE QAPPOKEUTIKAG KAAONG EAACTIKO TTWHA XAwpoBouTuAiou, To OTToi0
OUYKpaTEiTal 0Tn BEaN TOU PE TTWHA aAOUMIVIOU.

XdapTivo KouTi he 1 @1dAn Twv 50 déoewv Tou 1 ml ) 25 docelg Twv 2 ml (50 ml).
XdapTivo kouTi pe 1 @IdAn Twv 100 déoewv Tou 1 ml i} 50 ddoeig Twv 2 ml (100 ml).

MTTOpEI VO NV KUKAOYOPOUV OAEG OI CUOKEUAOTIEG.

15. Huepopnvia teAgutaiog avaBewpnong Tou UAAOU odnyiwv XpHRong

12/2023

NETTTOUEPEIG TTANPOYOPIES YIA TO £V AOYW KTNVIATPIKO QAPHAKEUTIKO TTPOIOV gival dIABETIUES OTN

Baon dedopévwy NG EE yia Ta ktnviaTpikd TpoidvTa
(https://medicines.health.europa.eu/veterinary).

16. ZTolxeia emMIKOIVWVIOG

Kd&Ttoxoc 1n¢ ddsIaC KUKAOQOPIAC KAl OTOIXEIO ETTIKOIVWVIAC YId TNV ava@opd TTI8avoAoyoUusvwy
AVETTIOUUNTWY EVEPYEIWV:

ZOETIS HELLAS S.A
dpaykokkAnoidg 7, Mapouoi
15125, Abriva, EAAGSa

TnA: +302106791900

Fax.: +30 210 6748010
E-mail: infogr@zoetis.com
MNoapaoKkeuaoTC UTTEUBUVOC via TNV aTTEAEUBEPWON TWV TTAPTIOWV:
Zoetis Belgium s.a.,

Rue Laid Burniat 1,

B-1348 Louvain-la-Neuve,
BéAyio

ToTmKOC avTITIPOOWTIOC KOl OTOIXEId ETTIKOIVWVIOC Via TNV avaeopd  TTI0avoAoyoUusevwy
AveTTIOUUNTWY EVEPYEIWV:

VitaTrace Nutrition Ltd,

2033, Z1poBoAog,

Neukwoia, Kutrpog

TnA: +357 22 426527

FAX: +357 22 498325

E-mail: reception@vitatrace.com

19| 20


https://medicines.health.europa.eu/veterinary
mailto:reception@vitatrace.com

17. AAAeg TTAnpo@opieg

Na Tn di€yepan TnG evepynTIKAG avoaciag aTo TTpofarto kai oTa Booeidn EvavT Twv C. chauvoei kai
Twv ToéIvwv Twv Clostridium perfringens type A, C. perfringens type B, C. perfringens type C, C.
perfringens type D, C. nowyi, C. septicum, C. tetani, C. sordellii, ka1 C. haemolyticum TToU
TTEPIEXOVTAI OTO EUPOAIO.

MNa Tnv TTapoxf TTadnTIKAG avooiag HECW TOU TTIPWTOYAAOKTOG £vavTl Twv TTApaTTavw
KAWOTNPISIOKWY AOIHWEEWVY OTOUG VEAPOUG aUVOUG KAl JOOXO0UG.
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