MAPAPTHMA 1: MEPIAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOZ

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NPOIONTOZ
PROGRESSIS
Evéoipo yaAdkTwa yia Xoipoug (oUeg Kal veapd BnAUKA Cwa avatrapaywyng).

2. MOIOTIKH KAI NOZOTIKH XYNOEZH
KaBe d6on tTwv 2ml euoAiou TTepIEXEL:

ApaoTIK6 CUCTATIKO:

Adpavotroinuévog 166 AvatrapaywyikoU kalr AvatveuoTikoUu 2uvdpouou (PRRS) Twv
XOIPWV, OTEAEXOG P120. ..., > 2,5 log1o IF* Units.
*Movadeg IF: TiTAog avooo@BopIlOvTwy avTICWHATWY TToU €XEl eTITEUXOEI PeETA aTrd dUuo
XopnyAhoeig epPoAiou og Xoipoug KATW atrd €IDIKEG EPYACTNPIAKEG CUVONKEG.

AvoO0eVIOYUTIKN ouaia:
EAaideg ékdoxo (trepiéxel hydrogenated polyisorbutene wg avooogvioxutikd)...q.s.1
o6on Twv 2ml.

‘Exdoxa:
BA. TAApN KaTdAoyo ekdOXwV 0TO KEPAAQIO 6.1

3. OAPMAKOTEXNIKH MOP®H
Evéoipo yoAdkTwpa.

4, KAINIKA ZTOIXEIA

41 Eidn {wwv
Xoipol (oUgg kal veapd BnAukd {wa avattapaywyng).

4.2 OepatreuTikég £VvOEigeIg TTpOodIopiovTag Ta €idn {WwWV

Mepiopiopog TV AvaTTOPAYWYIKWY dIATAPAXWY TTOU TTPOKAAoUVTAl atrd TovV 10 TOu
AvatrapaywylkoU kai AvatrveuoTikoUu 2uvdpopou (PRRS) tou Xoipou (EupwTraikd
oTéAexog) o€ poAuapuévo TrepIBdAAov. O guBoMacudg peiwvel Tov aplBud Twy TTPOWPWYV
TOKETWYV Kal TOV apIiBud Twv BvnaIyevwy XoIpIdiwv.

4.3 AvTtevdeigeig
Kapia.

4.4 Ei0iIkég Trpog1doTrolfoelg yia Kaoe gidog {wou

2.€ EKTPOYEG TTOU €X0OUV JOAUVOET ouviiBwG ouVUTTAPXOoUV Kal GAAEG I0YEVEIC AOINWEEIG TTOU
MTTOPEI va gival SIAQOPETIKEG OTOV XPOVO. X' QUTEG TIG TTEPITITWOEIG, N EPAPUOYI EVOG
€MBOAIaKOU TTpOoypAPPaTOG, €ival €vag TPOTTOG yia TNV BEATIWON TWV AvOTTaPAYWYIKWY
TTOPAMETPWY KAl UTTOPEI VO CUVEICPEPEI OTOV €AEYXO TNG vOOOU O€ OUVOUAOCHO E
UYEIOVOMIKA PETPA.
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4.5 1d1aiTepeg TTPOPUAGEEIG KATA TH XpON

IS1aiTEPES TIPOPUAAGEEIG KATA TN XPRon o€ {wa
EpBoAiacuég pévo Twy uyiwy JWwv.

E@apuoyn Twv ouvnBIouEVWY HEBGBWY O XEIPIOUOU TWV {WWV.

«Id1aiTepeg TTPOPUAAGEEIS TTOU TTPETTEl va AauBdavovTal atrd To ATOUO TToU XOopnyEi To
QOPMOKEUTIKO TTPOIOV O& {wa»

Mpog Tov xpnoTn:

To TTPoidv auTod TTEPIEXEI TTAPAPIVEAQIO. Z€ TTEPITITWON TUXAIAG £EVECNG/AUTOEVECNG UTTOPEI
va TTPOKANBEi EévTovog TTOvog Kail e€oidnon, 1I8IaITépwg av n £veon yivel oe apBpwaon 1 o€
OAKTUAO. Zg& OTTAVIEG TTEPITITWOEIG AUTO PTTOPET va £XEl WG OTTOTEAECHO ATTWAEIQ TOU
OakTUAOU, €dv dev TTAPOCXEBEI APEDN 1ATPIKT PPOVTIOA.

Av Katd AGBog eveBeite Pe auTtd To TTPOIGV, OKOPA Kal av N TTOoOTNTA €ival TTOAU WIKPN,
¢NTNOTE QUECWG IATPIKN TUUBOUAR, £xovTtag padi oag 1o PUuAAo Odnyiwv XpAong.

Edv o 1Tévog emipeivel yia TTEPICOOTEPO ATTO 12 WPEG PETA TNV 10TPIKA €€€TAON, CNTAOTE
Kal TTAAI 10TPIKA CUMBOUAN.

Mpog Tov 1a1p0:

AuTO TO TTPOIOV TTEPIEXEI TTapa@IVEAQIO. Tuxaia éveon Pe auTd To TTPOIOV, AKOMUN Kal O€
MIKPEG TTOOOTNTEG, EVOEXOUEVWG VA TTPOKAAETEI évTovn €€0idnon, n oTToia, YTTopEi TT.X. va
EXEl WG ATTOTEAECUA IOXAIUIKA VEKPWOT], aKOPa Kal atTwAsia dakTUAoU. ATTaITEITAl N
AMEZH egeidikeupévn XeEIPOUPYIKA @POovTida Kal evOEXOMEVWG TTPWIMN SIAvoIgn Kal
EKTTAUCN TNG TTEPIOXNAG TTOU £YIVE N EVEDT, IDITEPWG OTAV APOopPd TN pdya Tou dAKTUAOU N
TOV TEVOVTA.

4.6 AvemOUuNnTeg evépyeleg (ouxvoTnTa Kal ooBapoTnTa)

O eupPoNiacudg ptropei va TTpokaAéael £va TTapodIkO oidnua (ue PEYIoTN SIAuETPO 3cm)
TTOU YEVIKA dlapkei Ailydtepo atmd pia efdopdda kai pia TOTTIKA avTidpaon (KOKKiwua),
XWPIG Kauid eTidpacn OTNV UYEIa KAl OTNV avatrapaywyikr amrodoor) Tou {wou.
EvrovoTepeg avmidpdoeig (KOKKiwpa OIauéTpou PEYOAUTEPNG TwWV 7cm) EXOUV EVIiOTE
TapatnenBei otropadikd ueTd atmmd ouxvoug emravaAaupavouevous euBoAiacuoug. O
euBoAlaoudg uTropeil omraviwg va TTpokaAéoel avTIOPAoEIG UTTEPEUAIOBNGIaG. 2TIg
TTEPITITWOEIG QUTEG TTPETTEI VA €QAPUOZETal KATAAANAN CUPTITWHATIKA BepaTTeia.

4.7 XpRAon kKatd Tnv KUNoN, Tn yaAouxia 1 TNV woTokKia
MrTropei va xpnoigotromnBei katd Tnv KUNon Kai Tn yaAouxia.

4.8 AAANAemdpdocic pe GAAO QAPUAKEUTIKA TrpoiovTa Kol GAAEG HOPYEG
aAAnAetridpaong

Eival 8108€01ueg peAETEG aOoPAAEIAg Kal ATTOTEAECUATIKOTATAG, Ol OTTOIEG ATTOOEIKVUOUV OTI
TO &v AOyw €PPOAIO duvaTtal va xopnyeital Tnv idia nuépa oe DIAPOPETIKO anuEio, HE
adpavoTroinuéva eURONIa Katd Tng TrapPoiwaong, TnG ypiting Kal Tng vooou Aujeszky,
KaBwg Oev £xel TTapaTnENOEi Kapia avemBuunTn evEPYEIa OTNV OPOAOYIKI) aTTOKPION.

Agev UTTAPXOUV TTANPOYOPIEG OXETIKA PE TNV ACPAAEID KAl TNV ATTOTEAECUATIKOTATA ATTO
TNV TaUTOXPOVN XPAON Tou €UPROAiOU auToU [e OTTOIOBATTOTE AAAO KTNVIATPIKO QAPHAKO,
EKTOC TWV TTPOIOVTWY TTOU ava@épovTal TTapaTtavw. H ammégaon yia Tn Xopriynon Tou
€MBOAiou autoU TTPIV i} PETA QT T XOPrynon OTroIoudnTroTe GAAOU KTnVIaTPIKOU
Qapuakou, Ba Tpétrel va AauBdveral KaTé TTePITITWON.

4.9 Aocoloyia kal TPOTTOG XopARynong
E@apuoyn Twv ouvnBIiopévwy aonTTwy S1adIKACIWY.
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Xopnyeital Babeid evdopuika pia déon Twv 2 ml, 0Toug PUg Tou TpaxAAou TTicw atod To
auTi, cUPQWvVa pe To akdAouBo guBoAiakd oxnua:

ApXIKOG euBOAIAONOG:

Neapd BnAukd {wa avaTTapaywyng:
2 evéoelg e peoodiaoTnua 3-4 eBdouddwy, TouldyioTov 3 £BBOUAdES TTPIV TNV évapgn
TWV EMIRACEWV.

2UEC:
2 evéoelg e pecodidotnua 3-4 efoouddwy (cuvioTdrtal o euBoAIacudg OAWY TWV CUWV
TNG EKTPOPNAG O€ YIKPN XPOVIKA TTEPI0dO).

EmravaAnmrTikog euBoAiaoudg:
Mia éveon petagl Tng 607—70" nuépag KABE eyKupoouvng, apxns YEVOUEVNG aTrd
TNV TTPWTN €YKUPOOUVN TTOU aKOAOUBEi Tov apXIKé euBOAIaoUO.

410 YmepdoooAoyia (CUNTITWHATA, HETPA OAVTIMETWITIONG, avTidoTa), €dv givail
aTrapaiTnTa

Metd Tn xopriynon OITTARG dOong Tou gupoAiou, dev TTapaTneABNKE KapId avermiBuunTn
EVEPYEIQ EKTOG ATTO EKEIVES TTOU TTEPIYPAPOVTAI OTO £0APIO 4.6.

411 Xpdévog(ol) avapovig
Mndév nuépeg.

5. ANOZOAOTIKEZ IAIOTHTEZ
Kwdikdg ATCvet: Q109AA05

To euBOAio TTepiExel adpavotroinuévo 16 PRRS oe eAaiwdeg €kdoxo. Mpoopiletal va
TPOKOAECEl TNV  eykatdoTaon avooiag kard Tou 10U PRRS otoug xoipoug. H
OTTOTEAECUATIKOTATA Tou €xel amodexBei otnv mPden katd Tn OIAPKEId KAIVIKWV
OoKIyaoiwy o¢ ekTPoPEG. lMapoho Tou dev eival €u@AVAG KATTOI0G AVOOOAOYIKOG
MNXavioudg TpooTaciag, N dpdan Tou euRoAiou atTodEIKVUETAI ATTO TNV TTAPAYWYI EI0IKWYV
QVTIOWMATWY Katd Tou 100 PRRS, amd gyfoAiacuéva {wa, Ta OTToia avixveuovTal ME
£UMECO avOaOoPBOPITUO.

6. OAPMAKEYTIKA ZTOIXEIA
6.1 KatdAoyog ekdOXwWV
Hydrogeneted polyisobutene
Polyoxyethylene fatty acids

Ether of fatty alcohols and of polyols
Benzyl alcohol

Triethanolamine

Phosphate buffer solution
Potassium chloride

Sodium chloride

Potassium dihydrogen phosphate
Disodium phosphate dehydrate
Magnesium chloride

Calcium chloride

Water for injections
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6.2 AoupparoTnreg
Na pnv avauelyvueTal e GAAO KTNVIATPIKO QAPHAKO.

6.3 Alapkeia wAG

AldpKeIa WG TOU KTNVIOTPIKOU QAPUOKEUTIKOU TTPOIGVTOG CUUPWVA HE TN CUOKEUATia
TTwANnong: 18 pnveg

Aidpkeia (wAG HETA TO TTPWTO Avolyud Tou @IaNidiou: va XpnoIPOTToIEiTal GUETa PETA TO
Avolyua.

6.4 I181aiTEPEG TIPOPUAGEEIG KATA TN @UAAEN TOU TTPOIOVTOG
Quldooete o€ yuyeio (2°C - 8°C). Mnv KaTayuUxeTe.
QuldooeTe TTPOOTATEUPEVO OTTO TO PWG.

6.5 ®Uon ka1l oUVOECN TNG OTOIXEIWBOUG CUOKEUATING
Puon Twv AUECWY UANIKWV OUOKEUQTIOG:
— TudAhivn (Tutrou ) @idAn
— Mwpa ehacTopepolg viTpIAiou
— KdAuppa aAoupiviou
2UOKEUAOIEC:
— Kouri pe 1 @IAAn Twv 5 d6CEWV
— Kouri pe 10 @idAeg Twv 5 d6oEWwvV
— Kouri pe 1 @IdAn Twv 10 déoewv
— Kourti pg 10 @idAeg Twv 10 déoewv
— Kouri pe 1 @idAn Twv 25 déoewv
— Kourti pg 10 @1dAeg Twv 25 déoewv
MTropei va unv KUKAO@opoUV GAEG OI CUCKEUQTIEG.

6.6 EI0Ikég TTpo@UAAGgeIg amrdppIYng €VOG XPNOIMOTTOINBEVTOS KTNVIATPIKOU
QUPMOKEUTIKOU TTPOIOVTOG 1 GAAWY UAIKWYV TTOU TTPOoépXOVTal a1TO TN XPARON
TOU TTPOIOGVTOG, AV UTTAPXOUV

KaBe pn xpnoiyoTromnBév KTnvIaTpIKO (QAPUAKEUTIKO TTPOIOV 1 un XPNOIMOTToINBévTa

UTTOAEIMPATA TOU TTPETTEI VO QTTOPPITITOVTAI CUPPWVA HE TIG IOXUOUCEG £BVIKEG OTTAITAOEIG.

7. KATOXOZ AAEIAZ KYKAO®DOPIAZ
Ceva Santé Animale

8 rue de Logrono,

33500 Libourne, France

8. APIOMOZ(OIl) AAEIAZ KYKAODOPIAZ
A.AK:CY00011V

9. HMEPOMHNIA NMPQTHZ ErKPIZHZ/ANANEQZHZ THZ AAEIAZ
30/4/2004

10. HMEPOMHNIA ANAGEQPHZHZ TOY KEIMENOY
11/2025

ANMAIOPEYZH NQAHZHZ, AIAGEZHZ KAI/H XPHZHZ
Agv 10¥UEl.
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