ITAPAPTHMA 1: [IEPIAHWH TQN XAPAKTHPIZTIKQN TOY IIPOIONTOZ

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX

SUISENG Evéouo evatmpnua yla xoipoug.

2. IMOIOTIKH KAI ITIOXOTIKH XYNGEXH
TuvBeon ava 6601 (2 ml) :

ApacTtiko(d) cvoTatiko(a):

F4ab fimbrial adhesin of E. coli 265% ERgo *
F4ac fimbrial adhesin of E. coli >78% ER7o
F5 fimbrial adhesin of E. coli >79% ERsp
F6 fimbrial adhesin of E. coli >80% ER3s
LT Enterotoxoid of E. coli >55% ER7o
Toxoid Clostridium perfringens, type C 235% ERzs
Toxoid Clostridium novyi, type B 250% ER120

*% ERx: [Tooooto avocomompévmwy kovikAwv pe X EIA opoAoywkn avtamdkpion

AvooogvioxvTikn (£6) ovoia(gg):

Aluminium hydroxide gel 05g

Ginseng extract (equivalent to ginsenosides) 4 mg (0.8 mg)
'Exdoya:

Benzyl alcohol (E1519) 30 mg

BA. Tov AN p1 KatdAoyo ekSOxwv oTo Ke@dAato 6.1

3. @®APMAKOTEXNIKH MOP®H

Evéolpo evalwpnpa.
A€uk6 - VTIOKITPLIVO EVALOPN Q.

4, KAINIKA XTOIXEIA

41 Eidn{wwv

Xoipog (oVeG KL oVTSES).

4.2  OgpanevTikeg evdeiielg Tpoadiopilovtag Ta i8N {wwv

Xowpidia: T v TadnTIKY avocoTonon TwV VEOYEVWNTWV Xoptdiwvy, péow NG
EVEPYNTIKNG QVOOOTIOMONG TWV XOPOUNTEPWY KAl OUSWV, Yl TNV HeElwon NG
BVNOUOTNTAG KL TWV KAWVIKOV CUUTTOUATWY TNG EVIEPOTOEIKWONG TWV VEOYEVVITWV
(6mwg N Stdppola) Tou oeldetal oe evtepoToélvoyoveg Escherichia coli, 6w eivat ot
mpookoAAnTiveg F4ab (K88ab), F4ac (K88ac), F5 (K99) 1 F6 (987P).

H Siapxela Tapapovig Twv avTiowpAaTtwy Sev £xel katadeiyOel.

o v mabnTtik avocomoinon Twv VEoYevwnTwy Yolpldiwv katd g NekpwTiknig
Evtepitibag, péow NG evePyNTIKNG VOGOTIOMONG TWV XOLPOUNTEPWY KAl GULSWY, LE
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OKOTIO TNV TAPAYWYT OPOEEOVSETEPWTIKMV AVTIOWUATWY Katd TG B-tofiving Tou
Clostridium perfringens, tOmov C.
H Sudpkela mapapovig Twv avTIowHAT®V SV £xeL KATadelyOel.

XUeC Kot ovideg: Tl TNV EVEPYNTIKY AVOCOTIOMOT TWV XOLPOUNTEPWY KL CULSWV HE
OKOTIO TNV TAPAYwYT] OPOELOVSETEPWTIKWY AVIICWUATWY KATA TNG o-Togvrg Tou
Clostridium novyi, Tomov B. H oxéong Ttwv 0poe§oudeTEPWTIKWYV AVTIOWUATWY SEV
TPOoSL0PIOTNKE TIEPAUATIKA.

Avtiowpata aviyvevtnkav 3 eBSopuades peta tov eufoiiacpo. H Sidpkela mapapovg
TWV AVTIOWUATWV Sev £xel KatadelyDel.

4.3  Avtevdeiieg

Kapio.

4.4 Ekég Tpostdomon)oelg yla ka0 €i80¢ {wov
Kapio.

4.5 I8waitepeg TPOPULAGEELS KATA TN XPTION

I8waitepeg TPOPULAGEELS KaTh T Xp1)on o€ {wa

Na epBoAtdlovrtat udévo vy {wa.

e evaloOnta {wa pmopel va mapatpnbolv avildpdoels vmepevalcOnoiag. Xe
TEPITITWON AVAPUAXKTIKNG avTidpacns Ba pémel va e@apuoletal xwpls kabBuotépnon
KATAAANAT BepaTmeia, OTWwG xop1ynon adpevaiivng.

I8Laitepeg Tpo@UAGEELS OV TTpémeL va AauBdvovTtal and To Gtopo mov xopnyel
TO @UPNAKEVTIKO TIPOIOV 6€ (W

Ye meplmTwon €& ATUYNUATOG AUTO- EVEONG, VA ava{NTNOETE APECWS LATPLKT BorBewx
KoL Vo eTSEEETE GTOV LATPO TO ECWKAELGTO PUAAO 08NYLWOV XPIOEWG 1] TNV ETIKETA TOU
QAPUAKEVTIKOV TIPOTOVTOG.

4.6 AvemOOuNTEG eVEPYELEG (CUYXVOTNTA KAl 6oBapOTNTX)

[ToAU oTAVIEG AVETIOVUNTEG EVEPYELEG:

- 210 PUiKO LoTO, 0TO ONUELO TNG EVEOTG, UTIOPEL VX EPPAVIOTEL EVA UIKPO KOKKIW AL

H yop1ynon tov epfoiiov pmopel va TpokaAéoel TNV ERPAvIon €vog HikpoU (Atydtepo
amd 3 ekatootd) TomKoU Kal Tapodikol owdnuatos (v 24-48 wpeg). Xe Alyeg
TEPITITWOELS, UTOPEl v TapatnpnBolv mapodika pkpd olidia Ta omoia egapavifovtat
evTtog 2-3 eSopuadwv.

- M eda@pa mapodikn aténon e Beppokpaciog Tov COUATOS UTOPEL VA TTapaTnpnOel
HETG Tov gUPoAlacud (4-6 WPES PETA TNV €veon). ZmAvia pmopel va mapatnpndel po
avinon s Beppokpaciog vPMAGTEPT Twv 1.52C kat SLapKeLag AlydTEPNS TWV 6 WPWV.

H ouyxvotta Twv avemBuuntwv evepyelwv kabopiletal wg akoAoVOwG:

- oAV ouxvn (meploodtepo amod 1 ota 10 {wa Tapovold{ovy avemBUUNTEG EVEPYELEG
KOTA TN

Sudpkela g Bepameiag)

- ouxvn (TteplocoTepo amd 1 aAAd Atyotepo amo 10 {wa ota 100 (wa)

- un ouvnOLopévn (eplocdTepo amo 1 aAAd Atydtepo amd 10 {wa ota 1000 {wa)

- omavix (Teplocotepo amo 1 aAAd Atyotepo amd 10 {wa ota 10.000 (wa)

- TOAU omavia (Atyotepo and 1 ota 10.000 {wa)
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4.7 Xpnomn Kata tnv Kvnon, T yadovyia 1) TNV woToKia

Mmopel va xpnowomowmBel kata ™ Stapkela TG kKUNoNG, amo v 6m efouada Tpod g
NUEPOUNVING TOU AVAUEVOUEVOV TOKETOU.

4.8 AMNAemSpACEIS pE GAAA @APUAKEVTIKA TPOIOVTA KAl GAAEG HOPEPEG
aAANAeTiS paong

Agv VTIAPXOLV TIANPOPOPIEG TXETIKA PE TNV ACPAAELX KAL TNV ATIOTEAECUATIKOTTA OTTO
NV TAUTOXPOVT XPNOT TOU &V AO0Yw eUBoAlov pe OTOLOSNTIOTE GAAO KINVIATPLKO
@appako. H amoé@aon yw ™ xopnynorn tou &v Adyw euffoAiov mpwv 1 HETA amod T
XOPNYNON OTOLOUSNTIOTE AAAOL KTINVIATPLKOU @UPUAKoV, Oa Tpémel va Aapufavetal
KQTA TEPITITWON.

4.9  Aocoloyia Kal TPOTOG Xop1yNnong

EvSopvika otoug peg Tou Tpayniiov.
Xoipot: 2 ml / {wo.

To Baocwkd euforiakd oxfua cvviotatal amd dvo Sdoelg: N MpwTn S6on Tepimov 6
eBdopadeg Ipd TOL TOKETOU Kt 1) Se0Tepn 8601 Tepimov 3 eBSopASeS TTPO TOU TOKETOV.
Tuviotatal n devtepn 60om va xopnyeltal oTnv GAAN TTAEUPA TOU TPAXAOU.
EmavepBoilaopdc: o kB emdpevn kuopopia xopnynote pia §6om tpeic efSouddeg mpo
NG NUEPOUNVING TOU AVOUEVOUEVOL TOKETO.

Tuotivetat to oo va xopnyeltal og Beppokpaocia petadd +152C kat +252C.
Avakivrote TpL ™ Xpnon.

4.10 Ymepdoocoloyia (CupmTOMATA, HETPA QAVTULETWTLONG, avTiSota), £dv
elval anmapaitnta

Metd N xopnynon SimAdolag §6onG Sev TapatnprONKe Koo GAAN TTHPEVEPYELX TIEPAVY
TWV AVAQEPOUEVWV OTNV TIAPAYPAPO 4.6.

411 Xpovog(ot) avapovig

Mné&év nuépeg.

5. ANOXOAOTIKEX IAIOTHTEX

Ateyeipel TNV TAPAYWYN TPOOTATEVTIKWV AVIIOWUATWY KATA TWV TIPOCKOAANTIKWV
wiSiwv g Escherichia coli, kot 0pogEOVSETEPWTIK®WY AVIICWUATWY KATA TNG
Bepuogvaiobntng evrepotolivng LT tng Escherichia coli ko twv Clostridium perfringens,
tumov C Clostridium novyi, ToTov B.

dapupakobepamevtiky oudda: Adpavomompévo Paktnplakd epPoiio:  Escherichia

coli+KAwotpiSiako spporio.
Kwd8wko6¢ ATCvet: QI09AB08.

3/5



6. PAPMAKEYTIKA XTOIXEIA
6.1 Katdloyog ek8dxwv

Aluminium hydroxide gel
Ginseng

Benzyl alcohol
Simethicone

PBS solution

6.2 AcvuBatdtnreg

Na unv avapetyvoetal pe GAAO KTNVIATPLKO PAPUAKO.

6.3 Awapkeia {wig

Adpxkel {wnNG TOU  KINVIATPLKOU @APUOKEVTIKOU TPOIOVTOG OUUPWVX UE TN
ouvokevaoia mwAnong: 18 unveg.

Adpxela {wn G LETA TO TIPWTO GVOLYUA TNG OTOLXELWS0VG cuokevaoiag: 8-10 wpe.

6.4  I8Laitepeg MPOPUAAEELC KATA TN UAXEN TOL TTPOidVTOC

duvlaooete kal petapepete o Puyeio (2°C - 8°C). PUAGCOETE TTPOOTATEVUEVO ATIO TO
Pws. Mnv kataUyete.

6.5  ®¥on kaL 6VVOEST) TG OTOXELWSOVG GLUGKEVATIAC

TOmov 1 daxpwpa yvdAwa @oAidia twv 20 ml, 50 ml kot 100 ml kAewopéva pe tomov [
EANOTIKA TIOUATO KAL ETMTOUXTA A0V ULVIOL.
PET mAaotikd @laAidia twv 20 ml, 50 ml, 100 ml kot 250 ml, kAewopéva pe tomov I
EANOTIKA TIOUATO KAL EMTOUXTA A0V ULVIOL.

ZUOKEVOO(EG :

- Xaptwo kouti pe 1 yuvaAwo 1 PET @aAidio twv 10 66cewv (20 ml).
- Xaptwo kouti pe 1 yuvaAwo 1 PET @aAidio twv 25 66cewv (50 ml).
- Xdaptwo kouti pe 1 yvdAwvo 1 PET @aAido twv 50 6cewv (100 ml).
- Xdaptwo kovuti pe 1 PET @laAidio twv 125 §dcewv (250 ml).

Mmopel va unv KukA0@opoUV OAEG 0L CUOKEVAOIES.

6.6 E8kég mpo@UAGEelg anmdppumG €vOg XPNOLUOTIOMOEVTOC KTNVIATPLKOV
@APUAKEVTIKOV TIPOIOVTOG 1) GAA®WV VALK®V TIOV TIPOEPXOVTAL ATLO T XP1)oT)
TOV TPOIOVTOG, AV VTIAPXOUV

Kabe un xpnowomomBév Ktnviatplkd @APUAKEUTIKO TPOIOV 1) un Xpnolpomombévta

UTIOAE(UMATA TOU TPETEL VA ATOPPITTOVTOL CUUPWVA HE TIG LOXVOUVOEG €OVIKEG
QATULTN OELG.
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7. KATOXOX AAEIAY KYKAO®POPIAX

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

17170- AMER (Girona) SPAIN
Tel. +34 972 430660

Fax. +34 972 430661

E-mail: hipra@hipra.com

8. APIOMOZX(OI) AAEIAX KYKAODOPIAZ

AAKKYITPOY: CY00194V

9. HMEPOMHNIA ITPQTHX ETKPIZHX /ANANEQXHX THX AAEIAXZ

Hpepopunvia 1ns éykplong: 04/12/2009
Huepounvia teAevtaiog avavéwong: 02/10/2014

10. HMEPOMHNIA ANAGEQPHXHYE TOY KEIMENOY

02/10/2014

AIIATOPEYZH IIQAHXZHZ, ATAOGEXHX KAI/H XPHXHX

Aev 1oxVel
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