NMAPAPTHMA |

NEPIAHYH TQN XAPAKTHPIZTIKQN TOY MPOIONTOZ

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ
Parvoruvax, evéciyo dIGAupa yia Xoipoug

2. TMOIOTIKH KAI MOXOTIKH ZYNOEZH

KdaBe ml gupoAiou trepi€xel:

ApaoTIKG CUCTATIKA:

o  Xoipio TTapRoid, pe TiTAO TTPIV a1Td TNV adpavotroinon 64 HU (HU: Movddeg
QIJOOUYKOAANONG)

e  Erysipelothrix rhusiopathiae, opdTUTTOG 2, BAKTNEIAKA KUTTOPA TTOU €XOUV UTTOOTEI
AUon kai divouv min 25 1U

‘Exdoxa:

o Al (uttd poper udpoéeidiou) 2,1 mg
e Sodium merthiolate max 0,1 mg
e  AidAupa xAwplouxou vatpiou 0,15 M Q.S. 1ml

3. ®APMAKOTEXNIKH MOP®H

Evéoipo didAupa.

4. KAINIKA ZTOIXEIA

4.1 Eidn {wwv

Xoipol.

4.2 OgpatreuTikéG evdeielg rpoodiopifovTag Ta €idn (Wwv

AvapuvnoTIKOG EUBOAICHOG TWV X0ipwV avaTTapaywyng (XOIPOPNTEPES Kal KATTPOI) OTTWG
€TTIONG KAl QUTWYV TTOU TTPOOPICovVTal yIa avatmapaywyr, Katd tng €pubpds¢ Kal Tng
TTapBoiwong.

4.3 Avrevdeigelg

Agv avtevdeikvuTal 0 EUPOMIACHOG EYKUWV XOIPOUNTEPWV.

4.4 E151kég TPoeIdOTTOINOEIS VI KAOE €idog {wou

Na epBohidlovtal pévo uyir) (wa. AKoAouBeioTe AoNTITEG CUVORKEG.

4.5 Id1aitepeg TPOPUAGEEIGC KATA TN XPRON
101aiTEPEC TTPOQUAGEEIC KATd TN Xpon ot {wa

Na xopnyeital 70 euBSAIO EVOOUUIKA.
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Na gupoAiddovTal yovo uyini {wa.
AvakiveioTe KaA& TTpIv atTd Tn Xpron.

I181aiTEpEC TTPOQUAGEEIC TTOU TTPETTEI va AaudvovTtal atrd To ATOUO TTOU XOpPNVEi T0
KTNVIATPIKO QAPUAKEUTIKO TTPOIoV o€ {wa

2 € TTEPITITWON TUXAiag auTtoéveong, {NTAOTE AUECWG IOTPIKA CUPBOUAN Kai &€igTe
oToV 10TPG TO GUAAO 0dNYIWV.

4.6 AvemOuunTeg evépyeieg (CuxvoTnTa Kal cofapdTnTa)

O epBoANlaopog ptmopei va TTPoKaAéCEl avTIdOPAOEIS uTTEpeualioBnaiag oe (wa 1odn
TpocBePAnuéva atrd epubpd.

4.7 XpAon KAard Tnv KUNon, Tn yaAouyia

To euBoAIo ival ac@aAES yia xpron Katd Tn dIdpKela TG KUNGNG Kal TNG yaAouxiag.
QoT1600, ammo@uyeTe Tov eUBoAIacud yia 3 eBOouddeg peTd ammo Tnv emifaon / Texvnm
OTTEPUATEYXUON.

4.8 AANANAemdpdoeig ue AAAA QAPHAKEUTIKA TTPOIOVTA Kal AAAES HOPPEG
aAAnAemidpaong

Agev UTTAPXOUV TTANPOPOPIEG OXETIKA UE TNV ACQPAAEI KAI TNV ATTOTEAECUATIKOTATA ATTO
TNV XpAHon Tou v AOyw euPoAiou pe o1ro10drATTOTE AAAO KTNVIATPIKO QPAPUOKO.

Qg ek TOUTOU, CUVIOTATAI OTTWG KaVEVA AAAO EPPBOAIO va xopnyeital eviog 14 nuepwv
TIPIV ] META TOV EUPBOAIOOUO Ye Parvoruvax.

4.9 Aocoloyia Kal TpOTTOG XOpRYNONS

AvakiveioTe TTpIV TN Xpnon.
Xopnyeital evOouUiKd.

Aoocoloyia - Mia &6on Twv 2 ml, avegapTiTwg Tou Bdpoug Kai TNG nAIKiag Tou {wou
oUuPWva Ye To akOAouBo aoxrua euBoAlacuoU:

ApxIKOC euBoAIaoudC: ATToudia nNTPIKWY avTICWHATWY 2 doaeIg ae didoTnua 3-4
eBOouaGdwyv. H deltepn ddaON va yiveral TouAdxioTov 1 eBOoudda TTpIv TNV TTPWTN
eTTiBacon/ TexvnTr OTTEPUATEYXUON.

AvapvnoTikoi eyoMiacpoi: Mia d6on kaBe 6 priveg (BNAaoTIKEG TTEPIOdOI).
2nu. To PARVORUVAX utropei va XxpnoipoTtroinBei kai yia avapvnoTikd eJBoAIacuo Cwwv
TTOU €XOUV TTPONYOUNEVWG eUBOAIacBE kaTd TNG TTapBoiwong fy/kal TNG £puBPAC.

4.10 YwrepdoooAoyia (CUNTITWHATA, HETPA AVTIHETWITIONG, AVTidoTa), €AV gival
atrapaitnTa

Agv ugioTaral.
4.11 Xpévog(ol) avapovAg

Agv ugioTaral.
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5. ANOZOAOrIIKEZ IAIOTHTEZ

Evéoiyo adpavotroinuévo €uPONIO PE AVOCOEVIOXUTIKO, KATA TNG €puBpdg Kal Tng
TTapPoiwong Twv Xoipwv.

ATC Vet Code: QIO9AL01

To euBSéAIo dieyeipel TNV evepynTIKA avoaoia katd Erysipelothrix rhusiopathiae, TTou gaiveral
atTo TOV £AeyXO0 TTou dieEdyeTal ue opdTUTTOUG 10, 1B Kai 2.

To euBoOAio dieyeipel TRV evepynTIKA avooia Katé Tng TmapPoiwong Twv Xoipwyv, Trou
QaiveTal ammd TNV €6€TA0N KAl ATTO TNV TTAPOUCIA TWV AVTICWHATWY AvVOAOTOANG
QIJOOUYKOAANCNG.

6. ®APMAKEYTIKA XTOIXEIA

6.1 KardAoyog ekdoxwv

Al (uTTd Jopen udpogeidiou)

Sodium merthiolate

AidAupa xAwplouxou vatpiou 0,15 M Q.S.

6.2 Kipieg aoupBaroTnTeg

Aev avagépovTal.

6.3 Aidpkeia JwAg

24 ufveg.

6.4 I151aiTepeg TTPOPUAAGEEIS KATA TN @UAAEN TOU TTPOIGVTOG

To 1Tpoidv diaTnpeital oToug + 2° £wg +8 °C TTPOCTATEUNEVO ATTO TO YWG.
Na pnv KaTawuxeTal.

6.5 ®uon kai cUVBED TNG OTOIXEIWSOUG CUOKEUATIOGg

MudAivn @IdAn ToTTOU 1.

®1GAN xapnAng TukvoTnTag ToAuaiBuAeviou (LDPE).

KAeivel pe €AaOTIKO TTWHPA BouTuAiou Kal ac@alileTal Pe E€TMKAAUPMG aAoupiviou A
aAOUUIVIOU-TTAQOTIKOU.

Kourti pe éva @iaAidio Twv 5 d6cewv (10ml).

Kourti pe éva @iaAidio Twv 25 d6cewv (50ml).
Kourti pe 1 @iaAidio Twv 50 d6cewv (100 ml).
MrTropei va punv KUuKAo@opoUv GAEG OI CUCKEUQTIEG.
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6.6 EIBIKEG TIPOPUAAEEIG ATTOPPIYNG EVOG XPNOINOTTOINBEVTOG KTHVIOTPIKOU
QUPMAKEUTIKOU TTPOIOVTOG | AAAWYV UAIKWYV TTOU TTPOEPXOVTAI ATTO TN XPRH O TOU
TTPOIGVTOG, AV UTTAPXOUV

KdBe axpnoIhoTToinTo UAIKO TTRETTEI VO KATAOTPEPETAI KATAAANAWG CUPQWVA E TIG EBVIKEG
QTTAITAOEIG.

7. KATOXOZXZ AAEIAZ KYKAOODOPIAX

Ceva Sante Animale

10 avenue de la Ballastiere

33500 Libourne

France

8. APIOMOZ(OIl) AAEIAZ KYKAODOPIAZ

A.A K. Kdtrpou: CY00009V

9. HMEPOMHNIA NMPQTHZ ErKPIZHZ/ANANEQXZHXZ THXZ AAEIAZ
30/4/2004, 22/4/2013

10. HMEPOMHNIA ANAGEQPHZHZ TOY KEIMENOY

01/2023
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NMAPAPTHMAIII
ENMNIZHMANZH KAI ®YAAO OAHIIQN XPHZEQZ

A. ENIZHMANZH

NAHPO®OPIEZ NOY MNPEMNEI NA ANATPA®ONTAI ZTHN EZQTEPIKH ZYZKEYAZIA

Kouri

1 x5 d860¢ig, 1 x 25 do0o¢Ig, 1 x 50 doéo¢ig

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZX ‘

Parvoruvax Evéoipo didAupa yia xoipoug

| 2. ILYNOESH XE APAZTIKH(EZ) OYZIA(EZ) |

Kd&Be 1 ml gppoAiou trepi€xel:

ApaoTIKG CUCTATIKA:

e Porcine parvovirus, Je TiTAO TTpIv aT1Td TNV adpavotroinon 64 HU. (HU: Movadeg
QINOOUYKOAANONG).

e  Erysipelothrix rhusiopathiae, opdTUTTOG 2, BAKTNEIAKA KUTTOPA TTOU €XOUV UTTOOTEN
AUon kai divouv min 25 |U.

| 3. ®APMAKOTEXNIKH MOP®H |

Evéoipo didAupa.

| 4. ZYZKEYAZIA |

5 dd6o¢ig (10 ml)
25 do6o¢ig (50 mi)
50 d60o¢ig (100 ml)

| 5. EIAOZ(H) ZQOY(QN) |

Xoipol.

| 6. ENAEIZH(EIZ) |

AvapvnoTIKOG EUBOAIGCHAG TWV X0ipwV avaTTapaywyng (XoIpouNTEPES KAl KATTPOI),
OTTWG €TTIONG KAl QUTWV TTOU TTPOOPICOVTAI VIO QVATTOPAYWY), KOTA TNG EpUBPAG Kal TNG
TTapBoiwong.

| 7. TPOMOZ KAI OAOX(0l) XOPHIHEHE |

Xopnyeital evOOuUiKa.
AloBaoTe T0 @UAAO 0dnyIwV XPrRong, TTpIv atrod Tn XPnon.
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| 8. XPONOZ ANAMONHEZ

Aev atraiTeital.

‘ 9. EIAIKH(EZ) MPOEIAOIOIHZH(EIZ), EAN EINAI ANMAPAITHTH(EZ)

AloBaoTe To @UAAO 0dnyIWV XProng, TTpIv atrd Tn XPnon.

‘ 10. HMEPOMHNIA AH=HZ

EXP {unvag/étoc}

11. EIAIKEZ ZYNOHKEZ AIATHPHZHZ

Qduldooete o€ Yuyeio (2° C - 8° C). Mnv KaTaWUXETE.
QuAdoaoeTe TTPOOTATEUUEVO OTTO TO QWIG.

12. EIAIKEZ NMPO®YAAZEIZ AMOPPIWYHZ ENOZ XPHZIMOINOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ 'H AAAQN YAIKQN NOY
MPOEPXONTAI AINO TO MNMPOION, AN YITAPXOYN

AlaBdoTe To QUANO 0ONyIWYV XPHONG, TIPIV ATTO TN XPHon.

13. Ol AEZEIZ «<ANMOKAEIZTIKA INA KTHNIATPIKH XPHZH» KAI Ol OPOI 'H Ol
MEPIOPIZMOI NOY IZXYOYN ZXETIKA ME TH AIAGEXZH KAI TH XPHZH, av
UTTdpYXOouVv

ATTOKAEIOTIKA yia KTNVIATPIKA Xpron - Na diatibeTal ydvov Pe KTNVIATPIKr) GUvVTayn.

14. Ol AEZEIZ «NA ®YAAZZETAI ZE ©OEZH, THN OINOIA AEN BAEIMNOYN KAI AEN
MPOZEITIZOYN TA MNAIAIA»

Na @uAdacceTal o B€an, Tnv otToia dev BAETTOUV Kal dev TTpoaeyyifouv Ta TTaIdId.

15. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ

Ceva Sante Animale

10 avenue de la Ballastiere
33500 Libourne

France

16. APIOMOZ(OI) AAEIAZ KYKAODOPIAZ

A.A K. Kdtrpou: CY00009V

‘ 17. APIOMOZ MNMAPTIAAZ NMAPAIQIrHz

Lot {ap1Budc}
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EAAXIZTEZ MAHPO®OPIEZ MNMOY MPEMEI NA ANATPA®ONTAI ZTIZ MIKPEZ
2TOIXEIQAEIZ 2YZKEYAZIEZ

diaAidio

5 doo¢ig, 25 ddoelg, 50 ddocig - PiaAidio

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOX

Parvoruvax Evéoipo didAupa yia xoipoug

‘ 2. TNMOZOTIKH ZYNOEZH ZE APAZTIKH(EZ) OYZIA(EZX)

KaBe 1 ml gpBoAiou trepiExel:

ApaoTIKA CUCTATIKA:

-Porcine parvovirus, ue TitAo TTpIv a1mé TNV adpavotroinon 64 HU (HU: Movdadeg
QIMOOUYKOAANCNG).

-Erysipelothrix rhusiopathiae, opdtutrog 2, BakTnpiakd KUTTAPA TTOU £XOUV UTTOOTEI AUon

kal divouv min 25 IU.

‘ 3. NEPIEXOMENO KATA BAPOZ, KAT’ O'KO 'H KAT'APIOMO AOZEQN

5 d60o¢ig (10 ml)
25 dooeig (50 mi)
50 d60¢i1g (100 ml)

| 4. OAOZ(Ol) XOPHIHEHE

Evdopuuiki.
AloBaoTe T0 @UAAO 0dnyIwV XpPriong, TrpIv atrd Tn Xpnon.
2 ml =1 dd6a0n.

‘ 5. XPONOZ ANAMONHZ

‘ 6. APIOMOZ NAPTIAAZ

Lot (Maptida) {apiBudc}

‘ 7. HMEPOMHNIA AH=HZ

EXP (AH=H) {unvag/étog}

‘ 8. Ol AEZEIZ «ATOKAEIZTIKA IN'A KTHNIATPIKH XPHZH»

ATTOKAEIOTIKA yIa KTNVIATPIKA XPHoN.
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B. ®YAAO OAHINQN XPHZHZ

Parvoruvax
Evéoipo didAupa yia xoipoug

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ KAI
TOY KATOXOY THZ AAEIAZ NMAPAZKEYHZ NOY EINAI YIMEYOYNOZ IN'A THN
AMNOAEZMEYZH NAPTIAQN, E®QOZON EINAI AIA®OOPETIKOI

Kdroxoc¢ 1n¢ ddeiac KukAogopiac:
Ceva Sante Animale

10 avenue de la Ballastiere
33500 Libourne

France

MapaoKeUAOTHG UTTEUBUVOC YIa TNV ATTOOETUEUOT TWV TTAPTIOWV:
BOEHRINGER INGELHEIM ANIMAL HEALTH FRANCE

Laboratoire Porte des Alpes — Rue de l'aviation, 69800 Saint-Priest — France
n

Ceva-Phylaxia Co. Ltd.

1107 Budapest, Szallas u. 5.

Hungary

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZX
Parvoruvax, evéoiuo OIdAUPa YIa X0ipoug
3. 2ZYNOEZH ZE APAZTIKH(EZ) OYZIA(EZ) KAl AAAA ZYZTATIKA

KaBe 1 ml epoAiou TrepiExel:

ApaoTIKA CUCTATIKA:

e Porcine parvovirus, Je TiTAo TTpIv a1Td TNV adpavotroinon 64 HU (HU: Movadeg
QINOCUYKOAANONG)

e  Erysipelothrix rhusiopathiae, opdtutto¢ 2, Baktnpiakd KUTTOPA TTOU €XOUV UTTOOTEN

AUon kai divouv min 25 1U
‘Exdoxa:
Aluminium (as hydroxide), Sodium Merthiolate, Sodium chloride solution 0,15 M.

4. ENAEIZEIZX

AvapuvnoTIKOG EUBOAIAOUOG TWV X0ipwyV avatTapaywyng (XoIpounTéPES Kal KATTPOI), OTTWG

€TTIONG KAl QUTWYV TTOU TTPoopIfovTal yia avarmmapaywyr], Koatd tng €pubpdc Kai
TTapBoiwong.

5. ANTENAEIZEIZ

Agv avtevdeikvuTal 0 EUPOMIACHOG EYKUWVY XOIPOUNTEPWV.

me
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6. ANEMIOYMHTEZ ENEPTEIEZ

O epBohiaopog ptmopei va TTPokaAécel avTiIOpAoElS utrepeuaioBnoiag oe (wa non
TTpooBePAnuéva atrd epubpd.

Edv rapatnprioete omroiadAtroTte goBapn 3 AAAN avemBuunTn evéPyeEla, TTou dev
AVOQEPETAI OTO TTAPOV QUANO 0dNYIWV XPOoNG, TTAPAKAAEIOBE VO EVNUEPWOETE OXETIKWG
TOV KTNnviaTpo oag.

7. EIAH ZQQON
Xoipol.
8. AOZIOAOTIIATIA KAOE EIAOZ, TPOMNOZX KAI OAOZ(OIl) XOPHIMHZHZ

Xopnyeital evOouUIKd.
AvakIVAOTE KAAG TTpIvV atTo TN XpNnon.

Aocohloyia: Mia d6on Twv 2 ml, aveEaptTATwS Tou PdApoug kal TG nAikiag Tou {wou
oUPQWVa YE TO akdAouBo oxua euBoAIaCUOoU:

ApXIKSOC euBoAIaoUOC: ATToudia UNTPIKWVY avTICWHATWY 2 doo¢€Ig o€ diaoTnua 3-4
eBdopadwyv. H deltepn 660N va yiveral TouAdyiotov 1 ¢fdoudda TTpIv TV TTPWTN
gtipaon.

AvapvnoTikoi eyBohiagpoi: Mia d6on kdbe 6 prveg (BnAaoTikég TTEpiodol).

2nu.: To Parvoruvax utropei va XpnoihoTroinBei Kal yia avapvnoTIKO EMBOAIOoUS (wwv
TTOU £XOUV TTPONYOUNEVWGS eUROAIacBEi kaTd TNG TTapPBoiwaong fy/kal TG epuBpPac.

9. OAHrIIEZTIA TH ZQ2TH XOPHIHZH

Na xopnyeital To eufoOAIo evdouuikd. Na gupoAidlovral povo uyir {wa. AvakivAoTE KaAd
TpIvV a1Td TN XPAON.

10. XPONOZ(Ol) ANAMONHZ

Aev atraiteital.

11. EIAIKEZ XYNOHKEZ AIATHPHZHZ
Quldooete o€ Yuyeio (2° C - 8° C).

Mnv KaTayuUxeTe.

QuldooeTe TTPOOTATEUPEVO OTTO TO PWIG.

12. EIAIKH(EZ) NMPOEIAOMNOIHZH(EIZ)

Kapia.
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13. EIAIKEZ NPO®YAAZEIX AMOPPIWYHZ ENOZ XPHZIMOMNOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ "H AAAQN YAIKQN MOy
NMPOEPXONTAI AMNO TH XPHZH TOY MNPOIONTOZ

KdBe axpnoingoTToinTo UANIKO TTRETTEI VO KATAOTPEPETAI KATAANAAWG CUPQWVA HE TIG EBVIKEG
QTTAITAOEIG.

14. HMEPOMHNIA THZ TEAEYTAIAZ ErKPIZHZ TOY ®YAAOY OAHINQN
XPHZEQZ

01/2023
15. AAAEZ NMAHPOO®OPIEZ

2uogkeuaaoia:

Kouti pe 1 @iaAidio Twv 5 d6cewv (10 ml).

Kouti pe 1 @iaAidio Twyv 25 d6cewv (50 ml).

Kourti pe 1 @iaAidio Twv 50 dooewv (100 ml).
MTTOpEi va PNV KUKAOYOPOUV OAEG O CUOKEUQTIEG.
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