ITAPAPTHMA 1

IEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ERYSENG PARVO gvéoipo evardpmnpa yio xoipovg

2. MOIOTIKH KAI ITIOXOTIKH XYNOEXH
Kabe 360 twv 2 ml mepiéyet:

APOOTIKG GVGTATIKA:
Adpavomompévo TapPoid xoipwv, oTEAEX0G NADL-2 ..o RP>1,15%*
Adpavomomuévo faxtipio Erysipelothrix rhusiopathiae, otéheyoc R32E11 ELISA > 3,34 109, 1Esg o **
* RP, oyetikn dpaotikotnra (ELISA)
** |Esp o, avaotoAn] ELISA 50%

AV060EVIGYVTIKES 0VGiEG

YOPOEEIDI0 TOV OPYIAIOU «onvniiiiiiiiiie it e 9,29 MG (0PYIM0)
DEAE-6e&tphvn

Ginseng.

BA. tov mAnpn Kotdhoyo ekdOY@V 6T0 KEPAANLo 6.1

3. OAPMAKOTEXNIKH MOP®H

Evéoyo evaumpnpo

Y7roAevko evoidpmpo

4. KAINIKA TOIXEIA

4.1 Eion ooV

Xoipot

4.2 Ogpamevtikég gvocielg mpooodropilovrag to cion {hwv

IMa v evepyntikn avocomoinon Tov ONAvK®V Xoip®v Yo TNV TPOGTAGIO TV ATOYOVMV TOVG ard TN
StomAaxobvtio Aoiuwén mov TpokaAel 0 mapPoiog TV yoipwv.

IMa v evepyntikn avocomoinon apcevik@v Kot OnAvk®my yolpmv yio T LEIDOT) TV KAVIK®V
onueimv (depUUTIKEG AAALOIMGELS Kot TLUPETOS) TNG EPLOPAS TV Y0oipwV, 1 0010 TPOKUAEITOL A0 TO
Baxtnpio Erysipelothrix rhusiopathiae, opdtumog 1 kot opdTLTOG 2.

"Evapén avooiag:

TTapPoidc yoipwv: amd v Evapén g Kvopopiog.
E. rhusiopathiae: tpeig eBdopdoeg petd v oAokANpmon Tov Pacticol GYUTOC ELPOAIOGHOV.

Awpkela avooiog:

IMapPoidc yoipwv: o euPoilocpdg TPOSTATEVEL TO EUPPLO KoTd TN dtdpkela TG kvopopiag. [Ipémet
VO TPOYLLOTOTIOLEITO EMOVOANTTIKOG EUPOMAGOC TPV amd KiBe Kvopopia, avaTpéste otny evotTnTa
4.9.

E. rhusiopathiae: o gpfoiiacpog tpoctatevel amd v epuOpd TV XOIPOV PEYPL TN YPOVIKN GTLYUN
TOV GUVICTMUEVOV EXAVOANTTIKOV EUPBOAMAGHOV (KaTd TPocEyyion &L uveg LETA TO PACIKO Gy
epuPfolacpov), avatpéEte oty evotnta 4.9.




4.3  Avrevdsieag

Na unv ypnoonoteital o€ mepintmon vaepevaictnoiog oto(ota) dpactikd(d) cvatatiko(d), <,
oTV(0TIS) avoG0eVIGYLTIKN(EG) 0VGia(ec)™ 1 6€ KATO0 0o TO. EKJOYAL.

4.4  E0kéc mpoEtdomToncELs Yo, Ka0g gidog {Mov
Na gppoidlovtar pévo vy Coa.
45 Idwitepeg mpopuiaiers Katd TN yp1on

Idwitepeg mpoLAGEELC Kata T ¥pnon o (oo

Koapia.

Idwitepeg mpouAGEeic mov mpémel vo AouBdvovTal ot To (TOUO TOL YOPNYEL TO QOPUUKEVTIKO

TPoidv oe (oa

Y€ MEPIMTOON OV EUPAVIGTOVV OVETIODUNTEG EVEPYELEG LETE OO TVY L0 VTOEVEST, VO, avalnTNoETE
apéomg 1aTpikn fondeta kot va emdei&ete 6TOV 1TPO TO ECHOKAEITTO PVAAO 0OMYLDV YPOEWMG 1| TNV
ETIKETA TOV POPLOKEVTIKOD TPOIOVTOC.

4.6 AvemOounteg evépyeleg (ovyvoTnTa Kol cofapotnTa)

oAV cuyvég avemBOunteg evépyeieg:

-'Hmo éwg pétpla Aeypovn 6to onpueio g éveong, 1 omoia VITOYMPEL KATA Kovova, EVTOG TECCAPOV
NUEPDV OAAG O LEPIKEG TIEPITTMGELS EVOEXETAL VO, EMUEIVEL Y10 EmG Kot 12 nuépeg petd tov
eufolacud TapatnpnOnKe oe KAVIKEG HEAETEG AGPAAELNG.

2uyveéc avemBOUNTES EVEPYELES:

- Mo topodikn| vodog trng Beplokpasciog Tov COUNTOG EVTOG TV TPMOTOV 6 ®PAOV UETE TOV
gpuPoitacud, n onoio vroywpel awBOpuNTa EVTOG 24 POV TapaTPNONKE 68 KAVIKEG LEAETEC
0oQAAELOG.

oAV omdvieg avemBounteg evépyeleg:
- Ava@ulokTikob TOmov avtidpacels £xovv avagepbel 6 avBOPUNTES aVUPOPES KOl GUVICTATOL
KATOAANAN cupntopatikn Oeponeio.

H ovyvotnta teov avemBdpntov evepyeldv kabopiletal g akoAovOmG:

- oA cuyvn (Teprocotepo amd 1 ota 10 {ma mapovoidlovy avemBOUNTES EVEPYELES KATA T S1APKELL
g Oepameiog)

- ovyvn (meplocdtepo amd 1 aAld Arydtepo amd 10 (oo ota 100 vd Oepaneia {da)

- un ovvnBopévn (tepiocdtepo amd 1 ahid Atydtepo amd 10 {da ota 1000 vo Oepaneio {hor)

- ondvia (mepiocdtepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepomeio (Ha)

- oAb omdvia (Arydtepo amo 1 ota 10.000 vid Oeponcio (oa).

4.7  Xpnfomn katd v kKO0, TN Yorovyio ] TNV moTokia

Mmropei va, ypnoiporon el katd tn S1dpKeLe, TG KOTIONG Kol TNG YOAOLYIOG.

4.8 Alinlemopaocsig pe GALO QUPUOKEVTIKA TPOIOVTA Ko GAAeg popPEiS allniemiopacg
Yrdpyovv dta0écio 6T gD, AGPAAELNG KOl OTOTELECUATIKOTNTOS 7TOV A0dEKVHOLV OTL AVTO TO
euporo pmopet va avaprydei pe to UNISTRAIN PRRS (6mov avto to gpforio Exet eykpibet) kot va

xopnynOel oe éva onpelo éveonc. O1 mAnpogopieg yia o UNISTRAIN PRRS npénet va Srafalovran
TPOGEKTIKE TPV TNV YOPTYNOT TOV OVOUELYUEVAOV TPOTOVT®V.



H avoaurypévn yopnynon towv UNISTRAIN PRRS kot ERYSENG PARVO 0a wpénet amokAeiotikd vo
YPTOLLOTOEITAL Y10 TOV EUPolacd TV (dmVv Tpv amd To (evydpmpa.

IMa avaprypévn xpnon, n évapén kot 1 dtdpkela avosiog Tov TapPoiod cuGTATIKOD Ko 1) Evapén Kot 1
ddpkela ovooiag Tov Epvairelog cLGTATIKOD £XovV amodelyBel mmg eival 1IGOdOVOLA LLE EKEVO TTOV
&yovv voroyiotel yio. to ERYSENG PARVO, 6tav ypnoponoteitar povo tov. Qotdco, 1 didpketo
avooiog Tov Epvoirelag cuoTOTIKOD HETA OO TNV AVOLLYILEVT XP1OT|, OEV el dtepeuvnOet.

Agv vITapyovV TANPOPOPIES GYETIKA LE TIV OCPAAELN KOL TNV OTOTEAEGUATIKOTNTO OO TNV YPTOT| TOV
&V AOY® eUPoriov Le 0TO100NTOTE GALO KTNVINTPIKO PAPUAKO EKTOG TOL TPOIOVTOG TOL UVAPEPETOL
moponave. H amdeacn yia tn yoprynon tov v Adym euforiov mpv 1 petd amd tn xopnynon
OTOLOONTOTE AAAOL KTNVIOTPIKOV Qappdiov, Bo mpénet va AapaveTol Katd tepintwon.

4.9 Aocoloyio kKo TPOTOG YOPNYNONS
Evdopwikn ypnon.

Xopnynote pio d6om TV 2 ml pe VOoUDIKN EVEST] GTOVG TPAYNAKOVG LHEG COLPMOVE, LE TO akOAoLOO
oy

Bookdg gpfoiocudc:

Xoipot and v nAikio Tov 6 unvov, ot oroiot dev Eyovv epforlactel Euvd pe To TPoldv, Ba mTpémet va
guPoitactotv 600 Popéc pe pesodtaotnpa 3-4 efdopadwv. H debtepn éveon Ba mpénet va yiveton 3-4
ePdoudoeg mpv amd To Levydpmpa.

Enavainntukéde epfolacpdc:
®a pénet va yiveron pio éveon 2-3 gfdopddec mpv and kdbe emodpevo Cevydpmua (mepimov Kabe 6
HNVES).

T tavtoypovn ypnon pe to UNISTRAIN PRRS og yotpopuntépeg yia avamapoymyn, omxd Ty niikio
TV 6 unvav, 1 cuvovacuévn yoprynon ERYSENG PARVO kot UNISTRAIN PRRS 6a npénet va
YPNOUOTOEITOL ATOKAEITTIKA Y TOV EPortacud (omv, Tpty amd 1o (evydpmpLa.

®a tpénet va akolovBohvtal ol TapakdTm odnyiec: to mepleyOUEVo evog elaitdiov tov UNISTRAIN
PRRS mpénel va avapuyvoetat Pe To mepleyopévou evoc povo eroidiov tov ERYSENG PARVO. M
uévo d6om (2 ml) Twv cuvdvacUEVOV EUPOAI®V TPETEL VO YOPTYEITOL GE EVEGIUN LOPPT EVTOC
TEPLOOOL 2 MPMV, e EVOOUVTKN YpNoT.

UNISTRAIN PRRS ERYSENG PARVO
10 docelg + 10 d6ceic (20 ml)
25 docelg + 25 docelc (50 ml)
50 doce1g + 50 d6c¢1c (100 ml)

Aopnote 10 epPodito va EABelL og Beppokpacio dwpoatiov (15-25°C) mpwv amd tn yopnynon.
AvoKivioTte KOAG TPV oo T Xpnon.

4,10 Ymepdocoroyia (COUTTONATA, RETPO, AVTIHETAOMLIGNG, UVTIOOTA), EAV EIVOL ATOPAITTO

Agv mopatnpnnikov dAleg avemBOUNTES EVEPYELIEC TEPAV OOV AVUPEPOVTOL TNV EVOTNTA 4.6 LETA
TN yopnynomn g SuAng d0omg tov gpuforiov

4.11 Xpovog(or) avapoviig

Mndév nuépec.



5. ANOXOAOI'IKEX IAIOTHTEX

Doppokobepamevtiky oudda: AvocoAoylKd Yo oLIdEG, adpovomomuéva Tikd kol PoKTnploKd
gupora.
Kwowog ATCvet : QI09ALO1

IMa ) diéyepon g evepyntikng avociog katd tov [HapPfoiod twv yolpmv Kol Tov EPUCITELNTOG TMV
yoipov.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Katarloyog ekdéymv

Yépo&eidio tov apytriov
DEAE-be&tpavn

A®dekaidpiKod pooEopikd dvATPlo
Ginseng (ywvoévn)

XAwprohyo KaMo

AGOEWVO POGPOPIKO KAALO
Z1pebicovn

XAwp1ovyo vaTplo

Ydpo&eido Tov vatpiov

"Ydwp yio gvéorpa

6.2 Kopieg aooppatotnteg
No pnv avoperyvoetat pe iAo Ktnviatpkd eapuaiko, extdc pe to UNISTRAIN PRRS
6.3 Audpkera Long

Augpxelo {ONG TOL KTNVINTPIKOL POPUOKEVTIKOD TPOIOVTOG COUP®VO LE TN GLOKEVACIO TOANoNG: 2
£€m.

Avdprera {ong LT TO TPOTO AVOLYUA TNG GTOLEIDOOVE GUGKELOCING: GpEesT YPNON.

Abipxera Lomg petd v avapeEn pe to UNISTRAIN PRRS: 2 opec.

6.4 Idowitepeg mpourdiers kaTd T OLAEN TOV TPOIOVTOG

duvrdooete Ko petogépete og Yyoyeio (2°C - 8°C).
Mnv kaToyvyeTe
Dvidocoete TPOGTATELHEVO OO TO MG,

6.5 ®@Yon ko 6HVOEST] TNG OTOLYELDOOVS GVOKEVUGING

Tomov -1 dypopo yodiva eroridie tov 20, 50 kot 100 ml. Ta groridio gival KAeloTd pe ELOGTIKO
OO KOL COPUYICUEVO LE CAOVUIVEVIO KOTTAKL.
Duikeg molvarbuvreviov (PET) twv 20, 50, 100 kou 250 ml.

Meyébn cvokevaociog:

Xaptwvo kutio pe 1 yodAivo groridio 10 d6cemv (20 ml).
Xaptwvo kutio pe 1 yodAivo erolidio 25 66cemv (50 ml).
Xaptwvo kutio pe 1 yudAiivo groridio 50 d6cewmv (100 ml).

Xaptvo xutio pe 1 giaAn PET 10 66cewv (20 ml).
Xaptwvo kutio pe 1 eidAn PET 25 66cewv (50 ml).
Xaptwvo kutio pe 1 guaAn PET 50 66cewv (100 ml).
Xaptwvo kutio pe 1 eiaAn PET 125 d6cewv (250 ml).
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Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEC.

6.6 Ei1dwkéc mpo@uraiers amoppiyng evOg yp1noromot)0£vTog KTNVIOTPIKOY QUPOKEVTIKOD
TTPOIOVTOG 1] GALOV VAKAOV TOV TPOEPYOVTOL 0.TO T1) Y PIGT TOV TPOIOGVTOS, UV VAP OVY

Kabe un ypnoyomonBév knviatpikd eoprokeLTIKO TPOIOV 1 Un XpNoHomomBEvto VITOAEIIATA TOV
TPETEL VO, ATOPPITTOVIOL COUPDVOL UE TIG 1GYXVOVOES EOVIKES QAT OELS.

7. KATOXOX AAEIAY. KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

Avda. la Selva, 135

17170 Amer (Girona)

SPAIN

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/14/167/001-007

9. HMEPOMHNIA IMIPQTHXE EI'KPIXHYX/ANANEQYXHY THX AAEIAX
Huepopunvia 1™ éykpiong: 08/07/2014

Hpepounvia tekevtaiog avoavéwmong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentouepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QUPUOKEVTIKO Tpoidv dlatibevtol otov
diktvoko tono tov Evpomaikod Opyaviouod @apudkov hitp://www.ema.europa.eu/.

AITIAT'OPEYXH IIQAHXHE, AIAOEXHX KAI/H XPHXHX

Agv 1oy0et


http://www.ema.europa.eu/

ITAPAPTHMA 11
MAPAXZKEYAXTHX(EX) THX(TQN) BIOAOT'IKQX APAXTIKHXZ(QN)
OYXIAX(Q2N) KAI KATOXOX(OI) THX AAEIAX ITAPAXKEYHY,
YIHHEY®YNOX(OI) I'TA THN AIIOAEXMEYZXH TQN ITAPTIAQN
OPOI'H IIEPIOPIXMOI IIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)



A.  TTAPATQI'OX(0I) THX(TQN) BIOAOI'TIKQXE APAXTIKHY (2N) OYZIAX(Q2N) KAI
KATOXOX(OI) THX AAEIAY TAPATQI'HE, YIIEYOYNOX(OI) I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

Enovouio kon dievfvvon tov(tmwv) mopoy@yov(dv) Tov/Tov Blodoyik®dc dpoacstikncov(dv) ovsias(dv)

LABORATORIOS HIPRA, S.A.
Avda. la Selva, 135

17170 Amer (Girona)

SPAIN

LABORATORIOS HIPRA, S.A.
Carretera C-63, km 48.300,
Poligono Industrial El Rieral
17170 Amer (Girona)

SPAIN

Ovouo._xor 61ev0vvon tov  mopoywyov(dv) mov givor vredvfuvoc(ol) yio TNV omodEGUEVCT TMV
ToPTId®V

LABORATORIOS HIPRA, S.A.
Avda. la Selva, 135

17170 Amer (Girona)

SPAIN

B. OPOI'H IEPIOPIXMOI THX AAEIAY KYKAO®OPIAX, ITIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

Noa yopryeital LOvVov e KTNVIOTPIKT GLVTAYY.

Sopeova pe to apbpo 71 g odnyiag 2001/82/EK tov Evponaikod Kowvofoviiov kat tov
ZopPovAiov 6mmg TpomoTOONKE, £va KPATOC LEAOC dvVOTOL HECH TNG €BVIKNG TOL VopoBesiag va
OTOYOPEVGEL TNV TAPUYDYT, EIGAYDYT, KOTOYY], TOANCT], SIAOECT] KA1 ¥PNOT OVOGOAOYIK®V
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®MV GE OAOKANPN TNV EXIKPATELL TOV 1) GE TUALO TNG, EGV
AmodEIKVOETAL OTL:

a) M YopPNYNCN TOL TPoidVTog oe (o, mapeUTOdilEl TNV EPAPUOYN TOV EOVIKOV TPOYPOUUATOV Yia,
T S1dyvwor, Tov ELeyyo 1 TNV KatamoAéunon acbeveidv tov {dwv, 1 o ducyépatve Tnv
moTonmoinon g anovciag poéAvveng Twv (oviov (dmv 1 TV TPOPiH®V 1 GAA®V TPOTOVI®MV
7ov AapPavovrtal omd to {ma ota omoia £xel xopnyndei to edpuaKko ovTo.

B) M acBévewn, Evavtt g omoiag To TPoidv TpoopileTar vo TPOKAAESEL AVOGia, KAT’ 0VGioV OV
VIAPYEL OTNV €V AOY® TTEPLOYN.>

I ENAEIEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

H dpaotikn ovoia givar katd kopto Adyo PloAoyikng mpoéievong, kal tpoopiletat yia T TpoKANoN
EVEPYNTIKNG avociog, dev eumintel 610 okond Tov Kavoviopod No 470/2009.

Ta £kdoya (TepLOUPAVOUEVOV TOV OVOGOEVIGYVTIK®DV) T, OTTOI0 TEPTYPAPOVINL OTT TOPpAypapo 6.1
g [IXTI, eite givar emtpendueveg ovaieg yia ta omoia o wivaxog 1 tov Kavoviepod No 37/2010
avoeépet 0Tt Oev amaitovvral AOK, eite, Oempodvtar 6Tt dev gpmintovv 6to okomd Tov Kovoviopuon
No 470/2009,6tav ¥pNGLUOTOIOVVTOL GE OVTO TO KTINVIOTPIKO QUPLOKEVTIKO TPOIoV.



ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXEQX



A. ENIXHMANXH
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<ITAHPO®OPIEX I10Y ITPEITEI NA ANAT'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXIA> <KAI> <XTH XTOIXEIQAH XYXKEYAXJA>

XAPTINO KYTIO, (20 ml, 50 ml, 100ml ko 250ml)
®IAAHZ (100ml, 250ml) KAT ®IAAIAIOY (100 ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ERYSENG PARVO gvéoipo evardpmnpa yo xoipovg

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Adpavomompévo TapPoid xoipwv, oTEAEYOG NADL-2 ..o RP>1,15
Adpavomomuévo faxtipio Erysipelothrix rhusiopathiae, otéheyog R32E11 ELISA > 3,34 log; 1Esg o *
* 1Esp ¢ avactol] ELISA 50%

3. GOAPMAKOTEXNIKH MOP®H

Evéopo evarmpnpa

4, YYXKEYAXIA

10 860emv (20 ml)
25 86o¢1g (50 ml)
50 d6ce1g (100 ml)
125 d6c¢1g (250 ml)

5.  EIAOX(H) ZQOY(QN)

Xoipot.

6. ENAEIZEH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwfaoTe T0 PUALO 0INYIOV XPNOTG, TPV ATO TN PN ON.
Evdopvikn yprion

‘ 8. XPONOX ANAMONHX

Xpovog avapovig: Mnodév nuépeg

9. EIAIKH(EX) ITPOEIAOIIOIHXZH(EIY), EAN EINAI ATIAPAITHTH(EYX)
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‘ 10. HMEPOMHNIA AHZHX

AHZEH {unvag/éroc}
Otav avouyBei, xpnoLonoote OUECHC.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Dduidooete Ko LETAPEPETE GE YUYEIO.
Mnv katoyoyeTe.
DuAdcoeTe TPOGTATELUEVO OO TO POG.

12.  EIAIKEX TIPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

Amopprym: PA. E0OKAEIGTO PVAO 0ONYIDV XPNOTG.

13.  OI AEEEIX «-AITOKAEIZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MHEPIOPIXMOI ITOY IXXYOYN XIXETIKA ME TH ATIAGEXH KAI TH XPHZXH, av
VITAPYOVY

ATOKAEIGTIKG Y10 KTNVIOTPIKT ¥PNON -Va S1aTiBeToL LOVOV LIE KTNVIOTPIKT) GUVTAYT.

14.  OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na puAdooetor o 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.
Avda. la Selva, 135

17170 Amer (Girona)

SPAIN

16. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/14/167/001
EU/2/14/167/002
EU/2/14/167/003
EU/2/14/167/004
EU/2/14/167/005
EU/2/14/167/006
EU/2/14/167/007

‘ 17. APIOMOZX MAPTIAAX TAPAT'QI'HX

TToptida

12



EAAXIXTEX TAHPO®OPIEX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

®IAAHX (20 ml, 50 ml), PIAAIAIOY (20 ml, 50 ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ERYSENG PARVO gvéoipo evaidpnpa yio xoipovg

2. MOXOTIKH XYNGEXH XE APAXTIKH(E) OYXIA(EX)

Adpavomomuévo tapPoid xoipwv, 6TEAEXOC NADL-2 ...ccovvivieie e RP > 1,15
Adpavomomuévo faxtijpio Erysipelothrix rhusiopathiae, otéheyoc R32E11 ELISA > 3,34 109, 1Esg o *
* 1Esg o, avactodn) ELISA 50%

3. HNEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

10 docemv (20 ml)
25 doceig (50 ml)

| 4. OAOX(OI) XOPHTHXHZ

IM (evoopwixkn)

‘ 5. XPONOX ANAMONHX

Xpoévog avapovig: Mndév nuépeg

6. APIOMOZX ITAPTIAOX

Moptida

‘ 7. HMEPOMHNIA AHEZHX

AHEH {pnvag/étog}
Otav avoryBei, xpnoLonoote OUEcHC.

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

ATOKAEIOTIKG Y10 KTNVIOTPIKY XP1ON.
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B. ®YAAO OAHI'TQN XPHXHX

14



OYAAO OAHT'TQN XPHXHX:
ERYSENG PARVO gvéono evar@pnpa yio. yoipovg

1. ONOMA KAT AIEYOYNXZH TOY KATOXO0Y THX AAETAYX KYKAO®OPIAYX KAI
TOY KATOXOY THX AAEIAX [TAPAXKEYHZX I1OY EINAI YIIEYOYNOX I'TA THN
AITIOAEEMEYZXH ITAPTIAQN, E@OXON EINAI AIA®@OPETIKOI

Kdroyoc tne ddsiog kuklopopiag kot topaywydg vrevfuvoc yio TV omelevfEpmwon TV TapTidwy:
LABORATORIOS HIPRA, S.A.

Avda. la Selva, 135

17170 Amer (Girona)

SPAIN

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ERYSENG PARVO gvéoyo evaumpnpa yio xoipoug

3. YYNGOEZXH XE APAXTIKH(EX) OYZIA(EX) KAI AAAA ZYXTATIKA

Kd&0e 56on tov 2 ml mepiéyet:

Adpavomompévo TapPoid yxoipwv, oTEAEX0G NADL-2 ..o RP>1,15%*
Adpavomomuévo faxtipio Erysipelothrix rhusiopathiae, otéheyoc R32E11 ELISA > 3,34 log; 1Esg o **
* RP, oyetikn dpaotikotnta (ELISA)
*x |E50% |E50 % (IV(XGTOXﬁ ELISA 50%
Yépo&eido tov apyiiiov 5,29 mg (apyiiio)
DEAE-6e&tphvn
Ginseng

YTOALEVKO EVEGILO EVOLMDPTLLOL

4.  ENAEIZH(EIYL)

IMa v evepyntikn avocomoinon Tov INAvK®OV Xoip®v Yo TNV TPOCTAGIO TV AI0YOVMV TOLG OO TN
dtomAarxobvtio Aoipwén mov tpokaAel 0 wapPoidg TV yoipwv.

T TV evepynTIKY 0VOGOTOINGT APCGEVIKOV Kot ONAVK®Y Yoipwv Yo T UEIDOT T®V KMVIKGOV
onueiov (depratikég aALOIDGELS KoL TUPETOS) TNG EPLBPES TV YOoipwV, 1 OTOiN TPOKAAEITOL OTO TO
Baxtnplo Erysipelothrix rhusiopathiae, opdtumog 1 kon opdTLTOG 2.

"Evapén avooiag:
[MapPoidc yoipwv: amd v Evapén T Kvopopiag.
E. rhusiopathiae: tpeig efdouddec petd v olokAfpmon tov facikod oyfuotog euBoAlacov.

Avpkela avoociog:

TTapPoidc yoipwv: o gpPorlacudc mpostatevet 1o EUPpvo Katd T diapkelo TG kKvopopiac. [Ipémet
VO TPOLYLLOTOTIOLEITON EMOVOANTTIKOS EUPOMAGIOC TPV amd KiBe Kvopopia, avaTpéste otny evotnTa
"AocoAoyla yio Kabe £180¢, Tpomog kal 0d0g(ot) xopnynong' .

E. rhusiopathiae: o gpfoAitacuog mpootatevel amd Ty epuBpd TV Yoipmv HEYPL TN XPOVIKY GTIYUN
TOV GUVIGTMIEVOV EXAVIANTTIKOV gUPortocod (Katd mpocéyyion €1 uveg Letd to Pactkd oynua
euPfolacuon), avatpéEte oty evotnto "Aocoroyia yio kabe £160¢, TPOTOG Kot 0d0¢(0t) yopnynong'.
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5! ANTENAEIZEIX

Na unv ypnoponoteital o€ mepinTtmon vaepevoiotnoiog ota SpacTikd cueTaTIKE, oT0 TPOGheTa 1 o
K010 OO TO, EKO0Y L.

6. ANEINNIOYMHTEX ENEPTEIEX

oAV cuyvég avemBOunteg evépyeteg:

-'Hma éog pétpia pAeypovn oto onpeio tng Eveong, 1 omoio vToy®pPel KaTd Kavove eVTOg TEGGAPMOV
NUEPDV OAAGA O LEPIKEG TIEPITTMGELS EVOEXETAL VO, EMUEIVEL Y10 EG Kot 12 nuépeg petd tov
guPoilacud Tapatnpnonke e KAMVIKEG LEAETEC OCPAAELOG.

2oy veéc avemBOUNTES EVEPYELES:

- Mo mapodikn dvodog e Beplrokpaciag ToV GOUATOS EVIOC TOV TPOTO®V 6 POV LETA TOV
gufoitacud, n onoio vroywpel awBOpuNTa EVTOG 24 WPOV TapaTPONKE 68 KAVIKEG LEAETEC
acPAAELOG.

oAV omdvieg avemBounteg evépyeleg:
- AVOQUAOKTIKOD TOTOV avTIOpAcELg Exovv avapepBel og avbOpUNTEG AvapOpEG Kol GUVIGTATOL
KATOAANAT cupntopatikn Oeponeio.

H ovyvotnta tov avemBduntov evepyeldv kabopiletal g akoAovOmG:

- oAU ovyvn (Teprocotepo amd 1 ota 10 ved Bepaneio (ha Tapovctdlovy avemBOUNTEC EVEPYEIES)
- ouyvn (Ttepiocotepo amd 1 addd Ayotepo and 10 {da oto 100 vd Bepancio {da)

- un ovvnBopévn ((teprocodtepo and 1 oAl Aryotepo and 10 {ma ota 1000 vrd Bepancio {ma)

- omdvia (mep1ocdtepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Bepomeio {Ha)

- oAb omdvia (Arydtepo amd 1 ota 10.000 vrd Oeponcio (o).

Edv mopatnpnoete omoladnmote avemBountn evEPyELn, OKOLA KOl 0V OEV OVOPEPETOL GTO
g0KAEleTO DVALO Odnyidv XpNong N aUEIBAAETE Y0l TNV ATOTEAEGUATIKOTITO TOV (OPLAKOL,
TOPUKOAEIGOE Vo EVIIUEPDOETE GYETIKMOC TOV KTNVIOTPO GOC.

1. EIAH ZQQN

Xoipot

8. AOZOAOITA I'TA KAGE EIAOX, TPOIIOX KAI OAOX(0OI) XOPHI'HXHX
Evdopwikn xpnion

Xopnynote pio d6om TV 2 ml pe VOOUDTIKT EVEST] GTOVG TPAYNAKOVG LHEG COLPOVE, LE TO akOAOLOO
oML

Bookdg gpfolocudc:

Xoipot amd v nhikia Tov 6 unvov, ot omoiot dev £xovv gpfoiiactel Eava Le To mpoidy, Ba tpénel va
gpuPoitactotv 600 Popéc pe pesodtaotnpa 3-4 efoopadwv. H dedtepn éveon Ba mpénet va yiveton 3-4
ePdoudoeg mpv amd To Levydpmpa.

Enavainnrucéde epfolacpdc:
®a mpémet va yiveton pia €veon 2-3 efdopddeg Tpv amd kabe emdpevo Levydpmpa (repinov kdbe 6
HNVES).
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IMa tavtoypovn xpron pe o UNISTRAIN PRRS cg yoipountépeg yia avamopoymyn, axd v nAtkio
TV 6 unvav, n cuvovacpévn yoprynon ERYSENG PARVO kot UNISTRAIN PRRS 0a npémnet va
YPTCULOTOLEITAL OTOKAEISTIKA Yia TOV EUPoAacO (omV, TPty amd To {euydpua.

®a mpémel vo, akoAoVBoVVTAL 01 TAPAKAT® 0dNYies: TO TEPLEYOUEVO £VOG PlaAdiov Tov UNISTRAIN
PRRS mpémel va avapuyvoetat pe To meplexopévou evoc povo eroidiov tov ERYSENG PARVO. M
puovo d6on (2 ml) tv cuvovacuévev epforiov mTpémel va yopnyeitol o€ evESIUN LOPPT| EVTOG
EPLOSOL 2 PV, Le EVOOULTKN ¥p1oN.

UNISTRAIN PRRS ERYSENG PARVO
10 docelg + 10 d6ceig (20 ml)
25 docelg + 25 dooeig (50 ml)
50 d6o¢1g + 50 d6c¢e1c (100 ml)

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

Aopnote 1o euporio va €lBet oe Bepuokpacio Sopatiov (15-25°C) mpv amod T yopnynon.
Avakwvnote koAl Tpv omd T (pNo.

10. XPONOX ANAMONHX

Mndév nuépeg

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetol o 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tad1d

Dduvrdooete Ko petapépete og yoyeio (2°C - 8°C)

Mnv kaToyvyete

DuAACCETOL TPOGTATELUEVO OTTO TO POC.

No pn ¥pnoyomoteitol avutd T0 KTNVINTPIKO (OPLOKEVTIKO TPOTOV HETA amd TNV nuepounvio AnéEng
oL avoypaeetol oty Tkéta petd HM. AHZE.

Aldpketo {oNg PHETA TO TPMTO AVOLYLLOL TOV TEPLEKTN: YPT|CLLUOTOGTE AUECMG.

Avgpxera {ong petd v avaueién pe to UNISTRAIN PRRS: 2 opeg.

12. EIAIKH(EX) TPOEIAOIIOIHXH(EIX)

Ewwéc npogidomomoeig yia ke gidog {oov:
Na gppoitdlovtar pévo vy Coa.

Idwitepeg mpoLAGELSIC KaTa T ¥pnon o (oo
Kopia.

Idwitepec TpouAaelc Tov mpémel va AapuBdvovTal amd To GTOUO TOL YOPNYEL TO PAUPUOKEVTIKO
mpoidv oe Loa

Xe TEPIMTOOT OV EUPAVICTOVV OVETIOVUNTEG EVEPYELEG LETA OO TLYOIO AVTOEVEST|, VO, AVOLNTHOETE
apéomg 1aTpikn fonbeia kot va emdei&ete GTOV 1ATPO TO ECHOKAEIGTO PVALO 0OMYIDV ¥PNCEWDC 1| TNV
ETIKETA TOV PUPLLOKEVTIKOD TPOIOVTOC.

Xpion katd TV KON 61, TN Yorovyio:
Mmropei va, ypnoiporon el katd tn d1dpKeLe, TG KOTIONG Kol TNG YOAOLYING.

AMNAETOPACELC e GAAD QOPUAKEVTIKA TPOTOVTO KOl GALEG HOPPEG AAANAETIOpAOTC:
Yrdpyovv Stabécio oTotyelo AGQAAELNG KOl OTOTEAECLATIKOTNTOG TTOV OITOOEIKVOOVY OTL QLTO TO
euporo pmopet va avaprydel pe to UNISTRAIN PRRS (6mov avtod to epforio Exel eykpibet) kot va

17



yopnynOel oe éva onpeio Eveonc. Ot minpoeopiec v to UNISTRAIN PRRS npénet va drafalovton
TPOGEKTIKE TPV TNV YOPTYNOT TOV OVAUELYUEVEOV TPOTOVIMV.

H avaprypévn yopriynon twv UNISTRAIN PRRS ka1t ERYSENG PARVO 6a mpénet anokAeiotikd va
YPTOLOTOEITAL Y10 TOV EPPollacd Tov (dmv Tpv amd To (evydpmpia.

IMao avaprypévn xpnon, n évapén kot 1 dtdpkela avosiog Tov TapPoiod GVTUTIKOD Kot 1) EvapEn Kot M
duapkela ovooiog Tov Epvoireloag cuoTatikoy £xovv amodelydel Tmg sivatl 160duVaLe te EKEIVA TOV
£yovv vtoloyiotel yio. to ERYSENG PARVO, otov ypnopuonoteitor pdvo tov. Qotdco, 1 ddpKeio
avociog Tov Epvoirelag cuoTaTikoD HETA amd TNV AVOLLYILEVT XP1oT], OeV €xel diepeuvnOet.

Agv VIApYOVY TANPOPOPIES GYETIKA [LE TNV OCOAAELN KOl TV OMOTEAEGLLATIKOTITO AtO TNV YP1|OT| TOV
gV AOY® gUPoAriov pe 0mo100NTOTE GALO KTNVINTPIKO QAPUAKO EKTOG TOL TPOIOVTOG TTOL UVAPEPETOL
naponave. H amdeacn yio tn yoprynon tov v Adym euforiov mpv 1 petd amd tn xopnynon
0TO100NTTOTE GAAOL KTNVIATPIKOD QOpUAKOL, Bo Tpémet vo AapPavetal kotd tepinTmaon.

Ynepdoocoroyia (GUURTOUATA, LETPO OVILETOTIONG, OVTIOOTA):
Agv apotnpOnkay GALEC avemBOUNTEG EVEPYELEG TEPOV OGOV OVOPEPOVTOL GTNV EVOTNTA
"AvemBOuNTEG EVEPYELEC" LETA TN XOPNYNOT TNG SITANG dOGNS TOL EUfoliov.

Aocvpufatdnrec:
Noa punv avopetyvoetat pe dAlo ktnviatpikd edppako ektog pe o UNISTRAIN PRRS.

13. EIAIKEX TIPO®YAAZEEIX AITIOPPIYHXE ENOX XPHEXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

To eapuoxa dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.
YopuPovievbeite tov kKTNViaTpd cag Yo TOV TPOTO ATOPPIYNC TOV YPNGILOTOMOBEVTOV Pappakwy. Ta
HETPOL ALTA OTOCKOTOLY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAY EI'KPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aentopepeic TANPOPOpPiES Y100 TOV TOPOV KTNVIOTPIKO QOPUAKELTIKO TPOTOV d1aTifevTol 6ToV SIKTLAKO
om0 tov Evponaikod Opyaviopod @apudkov ot dievbuvon http://www.ema.europa.eu/.

15. AAAEX ITAHPO®OPIEX

Meyébn cvokevaociog:

Xaptwvo kutio pe 1 yodAivo grokidio 10 66cemv (20 ml).
Xaptvo kutio pe 1 yodAvo erorido 25 d6cemv (50 ml).
Xaptwvo kutio pe 1 yudAvo eroridio 50 66cewmv (100 ml).

Xaptvo xutio pe 1 eiaAn PET 10 66cewv (20 ml).
Xaptvo kutio pe 1 eidAn PET 25 66cewv (50 ml).
Xaptwo kotio pe 1 eiaAn PET 50 66cewv (100 ml).
Xaptvo kutio pe 1 eiaAn PET 125 d6cewv (250 ml).

Mmropei vo, unv KuKAOPOPOUV OAEC 0L GLOKEVAGIEC.

IMo omoadnmote TANPOPOPio. GYETIKA LE TO TUPOV KTNVINTPLIKO PAPHOKEVLTIKO TPOiOV, TapaKIAEicOE
va omevfuvOeite GTOV TOTIKO AVTITPOGMITO TOV KOTOYOL TNG AOEL0C KUKAOPOPING.
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http://www.ema.europa.eu/

Belgié/Belgique/Belgien
HIPRA BENELUX NV
Tel. (+32) 09 2964464

Lietuva
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Peny6auka boarapus
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Luxembourg/Luxemburg
HIPRA BENELUX NV
Tel: (+32) 09 2964464

Ceska republika
HIPRA SLOVENSKO, s.r.0.
Tel. (421) 02 32 335 223

Magyarorszag
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Danmark
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Malta
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Deutschland
HIPRA DEUTSCHLAND GmbH
Tel. (+49) 211 698236 — 0

Nederland
HIPRA BENELUX NV
Tel. (+32) 09 2964464

Eesti
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Norge
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

EMLGS0
HIPRA EAAAS AE.
TnA: (+30) 210 4978660

Osterreich
HIPRA DEUTSCHLAND GmbH
Tel. (+49) 211 698236 — 0

Espafia
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Polska
HIPRA POLSKA Sp.z.0.0.
Tel. (+48) 22 642 33 06

France
HIPRA FRANCE
Tél. (+33) 025180 77 91

Portugal

ARBUSET, Produtos Farmacéuticos e
Sanitarios De Uso Animal, Lda

Tel. (+351) 219 663 450

Hrvatska
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Romania
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Ireland
LABORATORIOS HIPRA, S.A.
Tel: (34) 972 43 06 60

Slovenija
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

island
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Slovenska republika
HIPRA SLOVENSKO, s.r.0.
Tel. (421) 02 32 335 223

Italia
Hipra Italia S.r.l.
Tel. (+39) 030 7241821

Suomi/Finland
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60
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Kvnpog Sverige

LABORATORIOS HIPRA, S.A. LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60 Tel. (34) 972 43 06 60
Latvija

LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60
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