ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIETIKQN TOY IPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY IIPOIONTOX

Ecoporc SHIGA Evécipo evaidpnua yio yoipovg

2. MOIOTIKH KAI NIOXOTIKH XYNGEXH

Ké0Be 560 tov 1 ml mepiéyet:

ApOoTIKO CVOTAUTIKG:

Escherichia coli, avacvvovacuévn to&ivn Shiga 2e: > 3,2 x 10° povédeg ELISA
AV000EVIGYVTIKI] 0VGiA:

Aluminium (g vOpo&eido) max 3,5 mg

"Exdoya:

Hocotikn cvvleon av o TAnpoPopics avTég

givan oNPavTIKES Y10 T1) 6OGTI YOPI Y161 TOV
KTNVIOTPLKOD QUPIUKEVTIKOD TPOIOVTOS

otk 60vOeon £KOOY OV KOl ALV
GUGTATIKAV

Thiomersal max 0,115 mg

Water for injections

Epedvion petd v avaxivinon: KItpvamobd £0¢ oyed0V KOPE YPMLLATOC, OLOIOYEVES EVOLDPTLLOL.

3. KAINIKEXZ MTAHPO®OPIEX

3.1 Eion {oov

Xoipot.

3.2 OsgpamevTikég evosifealg yia kG0e gidog Laov

Evepyntikn avocomnoinon yopwinv and v nhikio tov 4 nUepoV, yio T peioon g Bvnopdmrog
KOl TOV KAWVIKOV COUTTOUATOV TNG OWONUATIKNG VOGOL Tov TpoKaAgitol amd tnv to&ivny Stx2e mov

mapayetal and 1o E. coli (STEC).

Eyxotdotaon avooiog: 3 gfdopddeg Letd Tov epfollacpo.
Adpkea avooiog: 15 efdopddeg pLetd tov ePolacuo.

3.3 Avrevositeaig

Noa pnv ypnoonoteitan 6€ TePInTOON LLEPELUICHN GG GTO dPACTIKO GLGTATIKO, GTNV
OVOGOEVICYVTIKY] 0Voin 1 6€ KAmo10 amd ta £K00Y 0.

3.4 E0kéc TPOEIOOTOLGELG
Na gufoMalovtar udévo vym (oo
3.5 Iowitepeg mpourdtearg katd ™ yprion

Idwitepec TPo@UAGEELS V1oL TNV ac@aAn ypNon oto. £idn Lhwv




Agv 1oy0el.

Idwitepec TPpo@UAGEELS TOV TPémel va AoudvovTal omd To GTOUO TOL YOPNYEL TO KINVIOTPIKO
QUPULOKEVTIKO TTPoidV oe Lo

e mepintwon mov Katd AaBog KAveTE ALTOEVEST) 1 VITAPEEL TVY OO KOTATOGT TOV POP LOKEVLTIKOD
TPOTOVTOG, Vo avallNTNOETE AUESHG 1oTPIKT Pondela kot va emdei&ete 0TOV 1TPO TO ECMKAEIGTO
QOALO OOMYUDV ¥PYONG T TV ETIKETO, TOV POPLOKEVTIKOV TPOIOVTOG.

Idwitepec TPOELAGEELS Y10 TNV TPOCTAGIN TOL TEPBIAAOVTOC:

Agv 1oy0el.

3.6 AvemOopnto ovpfavra

Xoipou

Tuyvé A1dyKmon 610 onueio g éveonc'

, r 2
(1 doc 10 Lo/ 100 vid epomeior | £ 0NN 76 Beprokpasios

{oa):

Oyt svyvé, AWTopoyEC GOUTEPIPOPES

(1 g 10 {da / 1.000 vrd Bepaneia
{oa):

' Mikpn} tomikn avtidpacn (uéy1oto 5 mm), VToY®POVV GE GHVIOHO YPOVIKS ST (S0 KoL EXTH
nuépec) ywpig Bepameio.

> EAoppé avénon g Oeppokpaciog tov cmpatog (Léyisto 1,7 °C), vroxmpovV 6& GHVIOUO YPOVIKO
Sdotnua (Léyioto 2 nuépec) ywpig Oepomeia.

* TIpocmpivég Hieg S1oTopoyé GLUTEPIPOPEG.

H avagopd avemBduntov copfdviov sivol onpavtiky. Extpénet tn cuveyn topakolovdnen g
OCQAAELNG EVOG KTNVIATPIKOD QOPUAKEVTIKOD TPOTOVTOC Ol avapopEs TPEMEL VL OMOGTEAAOVTOL, KOTA
TPOTIUNGCT LEG® KTNVIATPOL, EITE GTOV KATOYO TNG AOELNG KUKAOQOPLOG £lTE TNV €0VIKT appodia
apy” HES® Tov €BVIKOD GUOTHUOTOG AVaPOPAS. AvaTpEéETe EMIGNC OTO GUALO 0OMYIDY YPNOTG YOl TO
avtioTory o ototyein eTucovaoviag.

3.7 Xpnon katd Ty Konon, T yerovyia 1] TNV 0OTOKIiO

H ao@dieia Tov KTNVIOTPUKOU QOPUAKELTIKOD TPOidvTog dev £xel amoderyDel Katd ™ didpkela Tng
KONOMG Kot TNG YoAovyiog.

Kvnon ka1 yoAovyio:
Agv cuvioTdton 1) ¥pnor Katd T d1dpkela Tng Kumong Kot yoovyiag.

3.8 Alniemiopaon pe GAro QUPPOKEVTIKA TPOIOVTA Ko dAAeg popPES ailnienidpaong

Agv vapyovV TANPOPOPIEG GYETIKA LIE TNV ACQAAELN KOL TV OIIOTEAEC LATIKOTITO GO TN (PTON TOL
ev AMym gpfolriov pe 0mo10oMmoTe GALO KTNVINTPIKO QAPLLOKO.

H andpaomn yuo ™ yoprynon tov ev Ady® epPporiov mpiv amd 1 LETA TN YOP1YNON OTO0VINTOTE
GAAOL KTNVIOTPIKOL QOPUAKOV TIPETEL VO AUBAVETOL KATA TEPITTOON.

3.9 Odoi yopfynong kot docoroyia



Evdopwikn ypnon. H npotipndpevrn B€or epappoyng €ivat o Lug 1ov avyEva Tiom oo To oTi.
Yvvictdrton 1 xpnon KoTdAANAng Berdvag yia Tnv nikia tov yopinv (tpotipodpevo péyedoc 21G ko
unkog 16 mm).

IIpw amd ™ yopnynom, avaKvioTe 10 ELPOAI0 TPOGEKTIKA.

Mia epdmaé evoopvikn éveon (1-ml) og yopidia and v nAikio tv 4 uepav.

3.10 Zvpatopoto vrepdocoroyiag (Ko KOTA TEPITTOOT, RETPO OVTIUETAOTIONS KUL AVTiO0TA)

Metd ™ yopnynon dming d6ong gprfoiriov dev mapatnpnonkay avemBOUNTEG OVTIOPACELS, EKTOG amd
€Keiveg TOL TTEPTYPAPOVTOL GTO KEPAAALO 3.6.

3.11 Ewwkoi tepropiopoi ypriong Kor 01kES ovvONKeg xpiong, cvpuneprtioppavopévev
TEPLOPICULAV 6T YP1OT AVTIUIKPO PLOKOV KU1 AVTUTUPUCITIKAV KT VIOTPLKAOV
PUPPLOKEVTIKAV TPOTIOVIOV TPOKEREVOD VO, TEPLOPLGTEL 0 KIVOUVOS AVATTVENG UVTOYIS

Agv 1oy0el.

3.12 Xpévor avapovig

Mndév nuépec.

4. ANOXOAOTI'IKEX IAHPO®OPIEX

4.1 Koodwkog ATCvet: QI09AB02

Avoc0oA0YIKAE TPOTOVTA Yo Y0ipovg (oKoyévela suidae), adpavomotuéve. Baktnplokd euporta.

To guPfoio mov amotereitan omd Escherichia coli, avocuvdvacuévn to&ivn Shiga 2e mpokoAel gvepyn
avoaia évavtt g T1o&ivng Shiga 2e Tov mTopayeTal omd TOV AITIOAOYIKO TOPAYOVTO, TNG OWONUOTIKNG
vOCOVL G€g Yoipovg.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kipieg acopfatotnreg

No unv avouetyvoeTal e AL KTNVIATPIKO QAP LOKO.

5.2 Awpkewo {onig

Avdpxeia {oONE TOL KTNVINTPIKOD PUPUOKEVTIKOV TPOIOVTOC GOV, LE TT GLOKELOCTN TMANONG: 3
£m.

Avgprelo {ong petd to TpMTO AVOLYLa TG GTOLXEWDO0VS Guokevaciog: 24 dpec.

Metoéd tov yopnynoemv, 1o euforto Oo mpénetl va puadocetol og Oeppoxpacio 2°C - 8°C.

5.3 Iowitepeg mpoUAGEES KaTA T @VAASN TOV TPOIOVTOG

Na puAdcoetal o yoyeio (2°C - 8°C).

Noa punv KotoyoyeTot.

No puAdooetor TPOSTATELUEVO aTd TO POG.

54 ®von ko 6OvOEO TG OTOLYELDIOVG GVOKEVAGLUG



®6An PET, mov mepiéyet 50 ml 7 100 ml, kAeiopévn e EL0OTIKO TOLA EIGYDOPNONS 0T
BpopoPoutOio Kot GEPOYIGUEVT LE OTOCTMIEVO KOTAKL AAOVULIVIOV.

Mey£0n cvokevaciog:
Kovrti ydptvo pe 1 ouddn PET 50 d6cemv (50 ml) v 100 d6cewvy (100 ml).

Mmopel va unv KukAo@opov OAEC 01 GUCKELOGIES.

5.5 Ewwkég mpo@urda&ers amoppiyng evog pn ApnoIHoTon]0£vTog KTNVIATPLKOD QUPILOKEVTIKOD
POTIOVTOG 1] AAALMY VAMKAV TOV TPOEPYOVTAL OO T1) YP1C1) TOL TPOIOVTOS, UV VAAPYOVY

To, pdppoKo dEV TPETEL VO, ATOPPITTOVTIOL LECH TOV AVUATOV 1] TOV OIKIOK®OV OTOPANTOV.
XP1OYLOTOU|GTE TPOYPALLOTO ETGTPOPTG PAPLLAK®OV Y10, TV AmOPPIYT] LT YPNCLOTONOEVT®V
KTNVIOTPIKAOV QOPUOKEVTIKMY TPOIOVTAOV 1] AAA®DY DAIKAOV 0L TPOEPYOVTOL aTd T1) (PNOT) TOVS

GUUO®VA LE TIG TOTIKES OMOLTIOELS Kot e TuYOV €BVIKA cuatipata GLAAOYG OV 15OV Yid TA
GYETIKA KTNVWOLTPIKE PAPLOKEVTIKA TPOIOVTO.

6. ONOMA TOY KATOXOY THX AAEIAYXY KYKAO®OPIAX

Ceva Santé Animale

7. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/2/13/149/001
EU/2/13/149/002

8. HMEPOMHNIA ITPQTHXE EI'KPIXHX

Hpepopnvia 1™ éykpiong: 10/04/2013

9.  HMEPOMHNIA TEAEYTAIAX ANAOGEQPHXZHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHXIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTON
Noa yopnyeitor povov pe KTNVIATPIKT GUVTAYT).

Aentopepeic TANPOPOPieg Y10 TO €V AOY® KTIVIOTPIKO QOPLOKELTIKO TPoidv etvor dSrobéoipes otn Pdon
dedopévav g EE yia ta ktmviatpikd tpoiovta (https:/medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA 11

AAAQOI OPOI KAI ATAITHZEIX THX AAETAYXY KYKAO®OPIAX

Kavévag






ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXH



IIAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

Kovti yaptivo (ne 1 guéin PET 50 ml 1 100 ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Ecoporc SHIGA Evécipo evaudpnua yio yoipovg

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Mia d6on (1 ml) mepréyet:
Escherichia coli, avacuvdvaopévn to&ivn Shiga 2e: > 3,2 x 10° povéadeg ELISA

3.  IYEZKEYAZIA

50 ml (50 d6ce15)
100 ml (100 d6c¢e15)

| 4. EIAOX(H) ZQOY(QN)

Xoipot

| 5. ENAEIEEIT

| 6. OAOI XOPHI'HEHX

Evéopvikn xpnon.

7. XPONOI ANAMONHX

XpOVog avapoviG: UNOEV MUEPES.

‘ 8. HMEPOMHNIA AHEHX

Exp. {pw/eeee}
Metd to mpdTo dvotypo ypnon evtog 24 mpav (eviaén og 2°C - 8°C).
Meta&d tav yopnynoemv, to euporo Ba mpénel va puidccetol og Beppokpacio 2°C - 8°C.

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

Noa puAdcoetol og yoyeio.
Noa pnv kozoyvyetat.
Noa @UAGCCETAL TPOGTATEVUEVO O TO PG,

10



‘ 10. OI AEZEIX «<ATABAXTE TO ®YAAO OAHI'IQN XPHXHX ITPIN AIIO TH XPHXH»

Awpdote T0 PUALO 0dNYIDY YpNoNg TPV and TN YPNoM.

‘ 11. OI AEZEEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH>»

ATOKAEIOTIKA Y100 KTNVIOTPIKY XP1oT.

12. OI AEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
IMPOXEITIZOYN TA ITAIATA»

Noa puAdocetar og B€o, TV omoia dev PAETOVV Kot dev mTpoceyyilovv Ta Toudid.

13. ONOMA TOY KATOXOY THX AAETAY. KYKAO®OPIAX

Ceva Santé Animale

14. APIOMOI AAEIAYX KYKAO®OPIAX

EU/2/13/149/001 ®16An PET, mov mepiéyel S0 ml
EU/2/13/149/002 ®1éAn PET, mov mepiéyel 100 ml

| 15. APIOMOZX [TAPTIAAL

Lot {op1Buog}

1"



IIAHPO®OPIEX I1IOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

@) PET (100 ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ecoporc SHIGA Evécipo evaudpnua yio yoipovg

| 2. LYNOEXH XE APAXTIKH(EX) OYZIA(EY)

1 660m (1 ml) mepiéyet:
Escherichia coli, avacuvdvaopévn to&ivn Shiga 2e: > 3,2 x 10° povadeg ELISA

| 3. EIAOX(H) ZQOY(QN)

Xoipot

‘ 4. OAOI XOPHI'HXHX

Awfdote T0 @OAAO 0dNY1OV YPNoNG TPV amd TN ¥PNoN.
Evéopvikn ypnon.

| 5. XPONOI ANAMONHE

XpOVog avapoviG: UNOEV MUEPES.

‘ 6. HMEPOMHNIA AHEHX

Exp. {puc/eeee}
Metd 10 TpdTO dvotypa xpron eviog 24 wpav (pOiaén o 2°C - 8°C).

‘ 7. EIAIKEY XYNOHKEX AIATHPHXHX

Noa puAdocetar og yoyeio.
No pnv Koroyoyetat.
No puAdcocETL TPOSTATEVUEVO Ol TO POG.

8. ONOMA TOY KATOXOY THX AAETAY. KYKAO®OPIAX

Ceva Santé Animale

| 9.  APIOMOZX ITAPTIAAL

Lot {opOpoc}

12
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EAAXIETEX IAHPO®OPIEX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

@i PET (50 ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Ecoporc SHIGA

2. IOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Escherichia coli, avacvvovacuévn to&ivn Shiga 2e: > 3,2 x 10° povédeg ELISA

| 3.  APIOMOZX ITAPTIAAL

Lot {op1Buog}

| 4.  HMEPOMHNIA AHEHX

Exp. {pw/eeee}
Metd 10 TpdTO dvotypa xpron eviog 24 wpav (pOiaén o 2°C - 8°C).

14



B. ®YAAO OAHI'TQN XPHXHX

15



OYAAO OAHT'IQN XPHXEHX

1. Ovopacio Tov KTNVIITPLKOD QUPLAKEVTIKOD TPOTIOVTOG

Ecoporc SHIGA Evéoyio evaidpmua yia xoipovg

24 XvvOeon
KébBe d6om tov 1 ml mepiéyet:

ApOoTIKO GVOTUTIKOG:

Escherichia coli, avacuvdvaopévn to&ivn Shiga 2e: > 3,2 x 10° povadeg ELISA
AV0G0EVIGYVTIKI] 0VGiA:

Aluminium (g vOpo&eido) max 3,5 mg

"Exdoyo:

Thiomersal max 0,115 mg

Epedvion petd v avakivinon: KItpvamod £0¢ oyed0V KaPE YPMLLATOC, OLOIOYEVES EVOLDPTLLOL.

3. Eion Loov

Xoipot.

4. OepamevTiKég EVOEIEEIQ

Evepyntikn avocomoinomn yoipwiov amd v niikio tov 4 nuepov, yio ™ peioon mg Ovnodtntog
K01 TOV KAIVIKOV GUUTTOUATOV TNG OWNUATIKNG VOGOV TOL TPOKaAgiTal omd v to&ivn Stx2e mov
napdyetal and 1o E. coli (STEC).

Eykatdotaon avociog: 3 efdouddeg petd tov epPoAilacuo.

Aupxela avooiog: 15 efdopddeg petd tov eufoAlaco.

5. Avtevdeiterg

Noa pnv ypnoionoleiton 6€ TepPInTOON LLEPELUICHN GG GTO dPACTIKO GLGTATIKO, GTNV
OVOGOEVIGYVTIKT 0VGi0 1] G€ KATO10 00 To, EKO0YOL.

6. E0ikég mpogridonomosig

Ewwéc mposidomomosic:

Na gufoMalovtor povo vy {oo.

Idwitepec TPoEUAGEELS V1oL THV QoA YpNon oo £idn Ldwv:

Agv 1oy0el.
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Idwitepec TPo@UAGEELS TOV TTPEmel va Aoufdvovtal omd To GTOUO TOL YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TPoidv g Lada:

Y mepintwon mov Katd AaBog KAveTe aVTOEVEST] 1] LITAPEEL TLY L0 KOTATIOGT TOV POPLLOKEVTIKOD
TPoidvTog, va avalntnoete apéomg 1oTpikn Pondeia kot va emdeifete 6TOV 10TPO TO ECOKAEIGTO
(QUALO OOMYUDV YPYONG T TV ETIKETO, TOV POPLOKEVTIKOD TPOIOVTOG.

Idwitepec TPOELAGEELS Y10, TNV TPOCTAGIN TOL TEPBIAAOVTOC:

Agv 1oy0el.

Eyxvuooivn kot yorovyio:

H aoc@dieia Tov KTVIOTPIKOU QOPUAKELTIKOD TPOidvTog dev £xel amoderyDel Katd ™ didpkeld Tng
KONOMG Kot TG YOAOUYioG. AEV GUVIGTATOL 1] XPNOT] KATA T1 SLAPKELD TG KOTOTG Kot YOAOLY{0G.

AMnAenidpoon ne GALO QOPUOKEVTIKA TPOIOVTO. KO QALEC LOPQEC OANAETIOpOONC:

Agv vrtdpyovv TANPOPOPIEC GYETIKA LE TV OACPALELD KOL TNV OTOTEAECLOTIKOTNTO 0T TN XPTIOT| TOV
&v AOY® gUPoAiov e 00100 TOTE GALO KTNVIATPIKO PAPLLOKO.

H amdé@aon yio m xoprynon tov ev A0yw guPoAiov Tpv amd 1 LETA TN YOPTYNON OTO10LONNOTE
GALOV KTNVITPIKOV QOPLAKOV TPEREL Vo AapPAveTorl Katd TepinTmon.

Yrepdoocoroyia:

Metd ™ yopnynon duthng d6ong euporiov dev mapatnpndnkay avemBounteg avtidpacels, eKTog amd
EKEIVEC TOV TTEPTYPAPOVTOL GTO KEPAAUIO «AVETIOOUNTO GUUPEVTO).

Kbpiec ocvuporotnrec:

No pnv avopetyvoetol e GAA0 KTNVIATPIKO GAPLOKO.

7. Avem@ounta coppavra

Xoipou

Tuyvé A1dyKmon 610 onueio g éveonc'

, r. 2
(1 doc 10 Cho/ 100 vid Oepomeior | £ -0aNOM 76 Beprokpasios

oa):

Oyt svyvé, AWTopoyEC GOUTEPIPOPES

(1 g 10 {da/ 1.000 vrd Bepaneia
{oa):

' Mpr| tomcn} avtidpaon (L€ytoto 5 mm), VTOY®mPOVY GE GHVIOHO YPOVIKO SECTAL (E0C KO EXTA
NUéEPES) wpic Bepoameia.

> EAoppé avénon g Oeppokpaciog tov cmpatog (Léyisto 1,7 °C), vroxmpovV 6& GHVIOUO YPOVIKO
dotnua (Léyioto 2 nuépec) ywpig Oepomeia.

* TIpocmpivég Hieg S1oTopoyé GLUTEPIPOPEG.

H avagopd avemBduntov copfdviov sivol onpavtiky]. Empénet tn cuveyn topakolovdnen g
aoQAAelog evOg Tpoidvtoc. Edv mapatnpioete omotodnmote avemBOunTn evEPYELd, aKOLLO KOL OV OEV
OVOQPEPETOL OTO ECMKAEIGTO PVAAO 00N YLDV ¥PNIoNG 1 AUPIPAAAETE Y10, TV OTOTEAECUOTIKOTNTO TOV
(QUPLAKOL, TOPOKOAEIGOE VO EMKOIVMOVIOETE, KATAPYAS, LLE TOV KTNViaTpd cag. Mmopeite emiong va
AVOPEPETE OTOONTOTE AVETBVLUNTO GVUPAVTA GTOV KATOYO TNG AdELNG KUKAOPOPING
YPTOLOTOUDVTOG TO GTOLYELD EXKOWVMVING 6TO TEAOG CLTOV TOL PULAAOV 0TYIDV XPNONG, 1 LECH TOV
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€Bvikov cag svotpatog avaeopds: EBvikoc Opyaviopdg Gapudxmv: Mecoyeimv 284, GR-15562
Xohapyoc, ABfva, TnA.: +30 213 2040213, e-mail: vetpharmacovigilance@eof.gr, IotdTomOC:
http://www.eof.gr

8. Aocoroyia yia kKGOg £160g, TPOTOG Ko 0001 yopriynong

IIpw amd ™ yopnyNnom, avaKvnoTe 10 ELPOAI0 TPOGEKTIKA.

Mia epdmag evdopvikn éveon (1 ml) og yoipidia omd v nhkia tov 4 nuepadv. H tpotindpevn Béon
EQOPLOYNG EIVOL O LVG TOV aWYEVA TIG® otd TO QTL.

9. Oodnyieg Yo ™) c®oTi) Yop1yNon

Yuvietdtor 1) ¥pNon KOTAAANANG BeAovag Yo TNV NAKio Tev yopiny (tpotinodpevo péyedoc 21G kot
pnkog 16 mm).

10. Xpovor avapowviig

Mmndév nuépegs.

11. Ewwkég ovvOnkeg oramipnong

Noa puAdocetar og B€o, TV omoia dev PAETOVV Kot dev mTpoceyyilovv Ta Toudid.

Na puAdcoetal og yoyeio (2°C - 8°C).

No v KoroyvyeTo.

No puAdcocETL TPOSTATEVUEVO Ol TO POG.

Augpxela {ong petd To TpmTO AvoryUa ToV AUEcOoL TEPIEKTN: 24 dpeg. MeTa&d TV yopnynoewy, 1o
euPporo Ba mpémer va purdoceton o€ Beppoxpacia 2°C - 8°C.

Noa pn xpnotponoteitol anTd TO KTNVINTPIKO QOPLOKEVTIKO TPOTOV LeTd TV nuepounvia ANEng mov
avaypaeeTOL GTNV ETIKETA 1) 6TO KOVUTI, LETA T0 Exp.

12. Ewwkég mpo@uratels amdppiyng

Ta pappoKo SeV TPETEL VO, ATOPPITTOVTIOL LECH TOV AVUATOV 1] TOV OKIOK®OV OTOPANTOV.
XpPNOOTOU|OTE TPOYPAUUATO EXGTPOPNS QAPULAKMY Y10, TV OTOPPIYT U1 XPNCYLOTOMOEVTOV
KTNVIOTPIKAOV QOPUOKEVTIKMY TPOIOVTAOV 1] AAA®DY DAIKOV 0L TPOEPYOVTOL aTd T1| (P11 TOVS
CUUO®VA LE TIG TOTIKES OMOLTOELS KOt LE TuYOV 1oyvovTa e0vikd cvotiuota cvAroyne Ta pétpa

VT OTOGKOTOVY GTNVY TPOGTAGio TOV TEPPAAAOVTOG.

Yoppovievdeite TOV KTNVIOTPO 1 TOV PAPULOKOTOL0 GOG Y10 TOV TPOTO AmmOPPIYNG TV
YPNOILOTOMOEVTOV PUPLAK®Y.

13. Tagvépunon TOV KTNVILTPIKAV QUPRIKEVTIKAV TPOIOVTOV

Noa yopnyeitor povov pe KTNVIATPIKT GUVTAYY).

14. ApBpoi Gogrog KOKLOQOPLUS KOl GVGKEVUGIES
EU/2/13/149/001 ®16An PET twv 50 ml
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EU/2/13/149/002 ®1éAn PET tov 100 ml

®uaAn PET, mov mepiéyer 50 ml 7 100 ml, kAeiopévn pe ELooTikd TOUO EI0YDOPNONG Ao
BpopoPoutOAo Kot GEPOYIGUEVT LE OTOCTMIEVO KOTAKL AAOVILIVIOV.

Mey£0n cvokevaciog:
Kovrti ydptvo pe 1 ouddn PET 50 66cemv (50 ml) v 100 d6cewvy (100 ml).

Mmopei vo unv KukAoopohV OAEG 01 GLOKEVAGIEC.

15. Hpepopnvia terevtaiog ava@empnong Tov GUALOL 00N YLOV YP1IoNG

{HH/MM/EEEE}

Aentopepeic MANPoEOPIES Y10 TO €V AIY® KTNVINTPIKO QOPLOKEVTIKO TPoidy eivan dwabéoiec ot Pdon
dedopévov g EE yia ta ktnviatpwd mpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xtoyysio emkovoviog

Kéroyoc tneg ddeiog kukAo@oplog Kol 6ToryE0 ETIKOVMVIOS Y10 TNV 0VOQOPE THoVOAO YOV UEVAV
OVETOVUNTOV EVEPYELDV:

Ceva Santé Animale

10 av. de La Ballastiére

33500 Libourne

IodAio

Tel: +800 3522 11 51 - E-mail: pharmacovigilance@ceva.com

[apoockevooTnc vrevhuvoc yio TNV omeAeVEP MG TOV TOPTIOWV:

IDT Biologika GmbH
Am Pharmapark
06861 Dessau-Rosslau
Teppoavia

Ceva-Phylaxia Veterinary Biologicals Co. Ltd.
Szallasu. 5.

1107 Budapest

Ovyyapia
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