ITAPAPTHMA 1

NEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Equilis West Nile evéoyo evaidpnuo yio itmovg

2. MOIOTIKH KAI MOXOTIKH XYNGEXH
Ké0e 660 1 ml mepiéyet:

ApPUGTIKO GVOTUTIKO:
Adpavomomuévog yuotpkoc eAaBoioc otéreyog YF-WN

AV0G0EVIGYVTIKT] 0VGia:

Iscom-Matrix mov mepiéyet:

KexaBappévn camwvivn

XoAnotepdin

Do@aTIdVAYOAVY

! Avtyovicéc povadec mpoodioptopeveg pe ELISA

BA. Tov mAnp1 koTdAoyo k06 ®V 0TO KEPdAaLo 6.1

3. DOAPMAKOTEXNIKH MOP®H

Evéoo evaumpnpo.
Ipwdilov evardTnua

4. KAINIKA XTOIXEIA
4.1 Eion loav

Trtot

> 492 AU'

250 pkpoypappdpio
83 pikpoypoppdpio
42 WIKPOYPOLLLLAPLOL

4.2 OgpamevTikég evoeilelg mpoooropilovrag ta gidn Lowv

Evepyntikn avocsonoinon tov intmv Katd tov 100 tov Avtikod Neidov (WNV) ue okond ) peioon
TOV KAVIKOV GUUTTOUAT®V TNG VOGOL KOl TOV 0AALOIDCE®MY GTOV EYKEPAAO Kot TN Helwomn g

topiog.

‘Evopén avoociog: 2 gfdopddec LeETA omd TO apyko eUPoAaKd GYLA TOV dV0 EVEGEDV.

Aldpkelo avooiag: 12 pniveg.

4.3 Avtevosielg

Kopia.

4.4 Eidwkéc mpocridomonjcels Yo ka0 gidog Comov
Na gpporrdlovrar pdvo vy {da

4.5 Iowitepeg TPoPUAAEELS KATA TN Y P1ioN

Idwitepec mpouAldéeic katd n yprion o {ma




Agv 1oy0el
Idwitepec mpoLAGEELC Tov TPEmel va AauavovTol o To GTOUO TOL YOPNYEL TO QAP UUKEVLTIKO

mPOoidV oe (da

e mepintwon mov Katd AdBog kdvete avtoéveot, va avalnmoete apéoms aTptkn fondeia kot va
emoeiete GTOV 10TPO TO ECMKAEITTO PUAAO OONYLDV YPNOEMG 1 TNV ETIKETO TOV POPLLOKEVLTIKOD
TPOidVTOC,.

4.6 AvemOuunTeg evépyereg (ovvoTNTA Kol cofapitnTa)

e gpyaotnplokéc peréteg Ko dokiuég mediov:

Metd and tov epportacpod eivar dSuvatdv moAd cuyvd va avortuyBel oTo onueio g Eveong N
mopodikn e€otdnon (uéyrotng dtapétpov 3 ek). H e€oidnom avtr| suvibmc vroympel eviog 1 émg 5
nuepav. Etvatl duvatov va onpetmdei moAd cuyvd o dvodog g Beplokpasciog Tov cmdpatog (Kotd
péyiotov 1,5° C) yia 1 ém¢ 2 nuépeg.

H ovyvomta tov avemBountmv evepyeidv kabopiletor ¢ akohovOmg:

- oAV ovyvn| (meprocdtepo anmd 1 ota 10 {da mapovctdlovv avemBounTe vEpYeleg KOTA TN
ddpketa g Bepaneiog)

- ouyvn (teprocotepo amd 1 aAld Arydtepo amd 10 {da ota 100 vd Bepomneia (da)

- un ovvnBopévn (teprocotepo amd 1 aAld Atyotepo amd 10 {da ota 1000 vid Bepaneio {ha)
- omdvia (mepiocdtepo amd 1 aArd Ayotepo and 10 {oa ota 10.000 vrd Bepanecio Lma)

- moAY omdvia (Aryotepo and 1 ota 10.000 vro Oepaneio (da)

4.7 Xpnfon Katd TNV KOG, TN Yorlovyia 1] TV @oToKia

Mmropeti va ypnopomomBei Katd t Stdpkela Tng KuNonNG Kot g yohovyiag.

4.8 Aliemopdosic pe Ghlo QUPUOKEVTIKA TPOIOVTA Ko GAAeg pop@és aiinleniopacng

Agv vapyovv TANPOPOPIEG GYETIKA LE TNV ACPAAELD KOL TNV OTOTEAEGLATIKOTITO GTO TV YPNOT| TOV
gv AOY® guPoiiov pe 0molodNToTE GALO KTNVINTPIKO Gapproko. H amdeacn yia t yopiynon tov v
AOY® gUPoOAiov TPV N LETA OO TN XOPYNOT OTOLOONTOTE AAAOV KTIVIOTPIKOD QUPUAKOL, Oo Tpémel
va Aappdavetor kot mepintmon.

4.9 Aocoroyio kor TpOTOS YOPNYNONS

Evdopwikn yopnynon.

Eppolakd oynuo:
Xopnyeiote pa 6001 (1 ml) pe evoopvikn £VEST|, GOUPOVO, LLE TO TOPUKAT® GYNLLOL:

Apyixog guforiaouog: n mpdTn €veon amd Ty nAkia Tov 6 uvov, 1 dedtepn éveon petd omd 3 m¢ 5
gBoopddeg.

Enoveufolioouog: o eTiolo eTavoaAnmtiky veon piag 6oong (1 ml) mpénel va emopkel yio
UEIDON TOV TVPETOV, TOV CALOLUDCENDY GTOV EYKEPOAO KO TNG LOLUiOG.

4.10 Ymepdooolroyia (COUTTONOTA, RETPO AVTIUETATLONG, AVTIO0TA), EGV Eivan amapaitnTa

Metd amod ) yopnynon durdaciog d0ong tov guporiov, dev mapatnpninkay diieg avembounteg
eVEPYELEG EKTOG OO OVTEG TTOL TTEPLYPAPOVTAL GTO KEPAAULO 4.6.

4.11 Xpovog(o) avapoviig

Mndév nuépec.



5. ANOXOAOTI'IKEX IAIOTHTEX

DopuakobepamevTikni opada: Avosoroyikd mtpoidvta yio Inmoeidn|, adpavoromuéva ukd epuPotia.
Kwdwog ATCvet: QIOSAAT0.

To gupoiio dieyeipel TNV evepynTIKn avosio Katd Tov 100 Tov AvTikoh Neilov 6TOVG ITmovg,.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Kataroyog ekdoymv

Sodium chloride

Potassium chloride

Disodium hydrogen phosphate dihydrate
Potassium dihydrogen phosphate

Water for injections.

6.2 Kopieg aocvpparétnre
No unv avoperyvoeTol e 0mo10dNTOTE GALO KTIVINTPIKO (pAPLLOKO.
6.3 Awgpkero Lomg

Avgpreta {ong Tov KTNVIATPKOD QOPUAKEVTIKOD TPOIOVTOG COLPMOVA. LLE T GLCKEVAGIN TOANGNG: 2
£m.

6.4 Iowitepes mpo@uAdters Katd T @VAAEN TOV TPOiGVTOG

dvidooete o€ yoyeio (2°C - 8°C).
Mnv koToyOyETE.
DuAdooeTE TPOGTUTEVUEVO OO TO MG,

6.5 ®von kKo 6HvOEGT TG GTOLYELDOOVS GLOKEVAGING

Drodidia oo Voo tomov I Tov 1 ml (1 d6om) Khelopéva e EAAGTIKO TOUA OO 0A0YOVOPOVTOALO Kol
COPAYIGUEVO e KamdKl aAovptviov.

[poyepiopévec cupryyeg amd varo tomov I tov 1 ml (1 86on), mov mepéyovv EuPoro pe akpo and
aAoyovoPBouTOAlo Kot lvan KAEIGUEVES [LE TOUO ot OAOYOVOPBOVTUALO.

Meyébn cuokevaciog:

Xaptivo kovti pe 10 yvdiwva @roiidio tov 1 ml (1 d6om).

IThaotko kovti pe 10 yodhva roridie tov 1 ml (1 d6on).

Xaptivo kovti pe 5 1 10 mpoyepiopéveg oupryyeg tov 1 ml (1 d6on).
IThaotcd kovuti pe 5 1 10 Tpoyeucpéveg oOptyyeg tov 1 ml (1 d6on).

Mmopei vo unv KokAopopovv GAEG 01 GLGKELAGIEC.

6.6 E101kég Tpouraielg amdppryng evog ypnoLpomo)0£vTog KTNVINTPIKOD QOPULIKEVTIKOD
TPOIOVTOG 1] GAAOV VAKOV TOV TPOEPYOVTOL U0 T1] YP1]C1] TOVL TPOIGVTOS, UV VILAPYOLY

Ké0e pun ypnotpomonféy KtnviaTptkd QopRoKeLTIKO TPOIdV 1 U1 XPNOLLOTOMO0EVTO VITOAEILUATA TOV
TPETEL VO, ATOPPITTOVTIOL GCUUPOVO LLE TIG LOYVOVCES EOVIKEG ATOTNGEL.
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7. KATOXOX AAEIAYX KYKAO®OPIAX
Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer

OX\avdio

8. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/13/151/001-003

9. HMEPOMHNIA [IPQTHX EI'KPIZHX/ANANEQXHY. THX AAEIAX

Hpepounvia Ing éykprong: 06/06/2013
Hpepounvia tehevtaiog avavémong: 16/04/2018

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

{MM/EEEE}

Agntopepeic MANPoeopies yio 10 eV AOY® KTNVIATPIKO QOPLOKEVTIKO TPoldv dratifevtal otov

dkrvoko tomo tov Evponaikod Opyavicpod @appdkov (http://www.ema.europa.eu/).

AIIATI'OPEYXH IIQAHXHY, AIAOGEXHX KAI/H XPHXHX

Omno1060MmoTE TPOTIDETAL VO, TOPACKEVAGEL, VO ELCAYEL, VO £YEL GTNV KATOYT TOV, VO TOANGEL, VoL
dnBéaet kan va ypnowonomoet To Equilis West Nile, vmoypeodtat va {ntioet ) yvoun g
opROOLOG aPYNS TOV GYETIKOD KPATOVE LEAOVE KABMG aLTEG 01 HpOasTNPLOTNTEG UTOPEL VO
OTayopeVOVTOL GE OAOKANPN 1 LEPOG TNG EMKPATELNS TOL KPATOVS LEAOVSC GOUQMVO LE TV €OVIKN

Tov vopobeaia.


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

ITAPAPTHMA 11
HAPAXKEYAXTHX THX BIOAOT'IKQX APAXTIKHY OYXIAX KAI
KATOXOX THX AAEIAX ITAPAXKEYHX, YIIEYOYNOZX I'TA THN
AIIOAEEMEYZXZH TQN IMTAPTIAQN
OPOI'H HEPIOPIEMOI IIOY A®OPOYN TH ATIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOITIQN (AOK)



A. TTAPAXKEYAXTEX THX BIOAOTI'IKQX APAXTIKHYX OYXIAX KAI KATOXOX THX
AAEIAX TTAPAYXKEYHE, YIIEYOYNOX I'TA THN AIIOAEXMEYXH TQN
IMAPTIAQN

Enovouio kot d1£00vvon Tov TapacKenasT®V TE BLOAOYIKOC dPOoTIKNAS OVGIOG

Intervet International B.V.
Wim de Korverstraat 35
5831AN Boxmeer
OMowvoio

Ovouo kot 61e00vVeT TOL TOPOCKELAGTN TOL £ivarl VITELOVYVOC Y TNV ATOSEGUEVCT) TOV TAPTIOWV

Intervet International B.V.
Wim de Korverstraat 35
5831AN Boxmeer
OMowvoio

B. OPOI'H HEPIOPIZEMOI THX AAEIAYX KYKAO®OPIAZL, 1I0OY A®OPOYN TH
ATAGEXH KAI TH XPHXH

Noa yopryeitar pévov pe KTNVIATPIKY| GUVTAYY.

Xoppova pe o apbpo 71 g odnyiog 2001/82/EK 1ov Evpomraikod KowoBoviiov kot Tov
Xvppoviiov 6mmg tporonomOnke, éva Kpdtoc Méhog dbvatar péom g eBvikng tov vopobeoiog va
amayopeVGEL TNV TOPAYDYN, ELGAYDYT, KOTOYY], TOANGCT, H100£01 KOUT XPNOT| OVOGOAOYIKOV
KTNVIOTPIK®OV QUPUAKEVTIKAOV TPOIOVIMV G€ OAOKANPN TNV EMKPATELDL TOV 1] GE TUNLA TNG, ECV
OTOJEIKVVETAL OTL:

a) M opnyNnomn Tov tpoidvtog oe Lma mapepmodilel TNV EQApLOYN TOV EBVIKOV TPOYPOUUATOV Yiol
T O1dyvemon, Tov EAeyyo N TNV KatamoAéunon acheveldv tov (dov, 1 8o duoyépave TNV
TIOTOTOINoT TG amovsiag poAvvong Tev (dviov (dov 1 TV TpoPipoVy 1| ALV TPoidvImV
mov Aapfavovror and ta {da ota onoia £yl xopnynei To péppaKo avto.

B) M acBévewn, Evavti g omoiag To mTPoidy Tpoopiletar vo TpokaAécel avosia, KoT® ovciay dgv
VILAPYEL TNV EV AOY® EMKPATELA.

I  ENAEIEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

H dpaoctikn ovoia givotl Kotd KOp1o Adyo Ploloyiknig Tpoéhevong Kot TpoopileTal yio TV TPOKANoN
EVEPYNTIKNG avooiag, dev eumintel oto okond Tov Koavoviepov No 470/2009.

Ta €kdoyo (TEPIAAUPAVOUEVEOV TMV AVOGOEVIGYVTIKMVY) TO OO0 TEPTYPAPOVTAL GTNV TTopdypapo 6.1
g [IXTI, eite eivon emtpenopevec ovoieg yia ta omoia o mivakag 1 tov Kavoviepotd No 37/2010
avagépel 6ti dev amartovvral AOK, eite Oempodvtar 011 dev gumintovy 6To TEdi0 EPAPUOYNS TOV
Kavoviopobd No 470/2009, dtav ypnoLoTolovvIol 68 0TO TO KTNVINTPIKO POPUIKEVTIKO TPOTOV.



ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX



A. ENIXHMANXH



HHAHPO®OPIEX I10Y IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovrti
Xdptivo B mhaotiko kouti pe 10 eroAidwe Tov 1 ml, 1 5 1 10 mpoyerucuévec cupryyec tov 1 ml.

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Equilis West Nile evéoipo evaidpnua yio immovg

2. YXYNOEXH XE APAXTIKO KAI AAAA XYXTATIKA

1 ml:
Adpavomomuévog yuopkds erAafoiog otédeyoc YF-WN >492 AU
Iscom-Matrix

3. DOAPMAKOTEXNIKH MOP®H

Evéoipo evaumpnpa.

4. YYXKEYAXIA

10 @loAidwa x 1 d6om
S mpoyeopéveS ouplyyes X 1 66om
10 mpoygopéveg aOpryyeg x 1 06om

5. EIAOX(H) ZQOY(QN)

‘Inmog

| 6. ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHT'HXHX

AwBdote 10 @OALO 00N YLDV ¥PNoNG, TPLY Ao TN (PN oM.
Evdopwikn yopriynon.

‘ 8. XPONOX ANAMONHX

Xpovog avapovig: Mnoév nuépeg.

‘ 9. EIAIKH(EX) TPOEIAOIIOIHXZH(EIY), EAN EINAI AIIAPAITHTH(EYX)

AwBdote To QOALO 00N YLDV YPNCEMC, TPV OO TN XPNON.
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‘ 10. HMEPOMHNIA AHZHX

AHEH {pivoac/étog}

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

dvidooete og Yyoyeio. Mny katoydyete. DVAAGCETE TPOGTATELUEVO OO TO YOG,

12. EIAIKEX ITPO®YAAZEEIZX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN I10Y
ITPOEPXONTAI AIIO TO ITPOION,AN YITAPXOYN

Amoppryn: PA. ECOKAELGTO POAO OINYLOV YPNONG.

13. OI AEEEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HOEPIOPIZEMOI MOY IZXYOYN XZXETIKA ME TH ATAGEXH KAI TH XPHXH, av
vaapyovy

ATOKAEICTIKA Y10 KTNVIATPIKT YPNOT - VO SLoTiBETOL LOVOV [IE KTNVIOTPIKT GLUVTOYT.

14. OI AEEEIX «NA ®YAAXXETAI XE GEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITATIATA»

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev Tpoceyyilovy Ta ToLdid.

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

Intervet International B.V.
Wim de Korverstraat 35
5831 AN Boxmeer
OMowvoio

16. APIOMOX(OI) AAEJIAY KYKAO®OPIAX

EU/2/13/151/001 (10 @rokidia)
EU/2/13/151/002 (5 mpoyepiopéves oOpryyec)
EU/2/13/151/003 (10 mpoyepopéveg cupLyyes)

17. APIOMOX ITAPTIAAX ITAPAI'QI'HX

TToaptida {apOuoes}

11



EAAXIETEX IAHPO®OPIEX ITOY ITPEIEI NA ANAT'PA®ONTAI XTIZ MIKPEX
ETOIXEIQAEIX XYXKEYAXIEX

ETIKETA

®wAiowo 1 ml, wpoyspiopévn ovpryye 1 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Equilis West Nile [oagpéc eixovoypouua inrov]

‘ 2. IHOXOTIKH XYNG®EXH XE APAXTIKO(A) XYXTATIKO(A)

‘ 3. IHHEPIEXOMENO KATA BAPOZ, KAT' OI'KO 'H KAT' APIOMO AOXEQN

1 ml (1 3601)

| 4. OAOZ(OI) XOPHTHEHZ

M

5. XPONOX ANAMONHX

Xpovog avapovig: Mnoév nuépeg.

6. APIOMOX ITAPTIAOX

TToptida {apOuoes}

‘ 7. HMEPOMHNIA AHEHX

AHEH {pivoac/étog}

‘ 8. OI AEEEIX «-AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTVIOTPIKNY PN o).

12



B. DYAAO OAHI'TQN XPHXHX

13



DOYAAO OAHTIQN XPHXHX:
Equilis West Nile
Evéoo evaidpnua yuo inmovg

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPAXKEYHZX I10Y EINAI YIIEYOYNOX I'TA THN
AITIOAEEMEYXH ITAPTIAQN, E@OXON EINAI AIA®@OPETIKOI

Kdroyoc tne ddeioc kukhopopiog Kol TapacKELOOTNS VITELOVVOC Y10 TNV ATOOECUEVCT) TOV TOPTIO®V:
Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer

OMowvoio

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Equilis West Nile evéoyo evaidpnuo yio itmovg

3. XYNOEXH XE APAXTIKO(A) XYXTATIKO(A) KAI AAAEX OYZXIEX

Kabe d6on 1 ml mepiéyet:
Adpavomompévo yipopkd eroPoié otéheyoc YF-WN > 492 AU
Iscom-Matrix mov mepiéyet:

KexaBappévn camwvivn 250 pwkpoypappdpio
XoAnotepdin 83 pkpoypoppdpio
Doo@aTidLAYoAivY 42 WKPOYPOLLLLAPLOL

" Avtryovicéc povadec

Ipwdilov evaidpnpa

4. ENAEIZH(EIX)

Evepyntikn avocsonoinon tov intmv katd tov 100 tov Avtikod Neidov (WNV) ue okond ) peioon
TOV KMVIKOV COUTTOUATOV TNG VOGO KOl TOV OAAOIDCE®Y GTOV EYKEQOUAO Kol TN Helmwon g
oo,

‘Evopén avosiag: 2 gfdopddec LeETA omd TO apyko eUPoAakd GYLA TOV dV0 EVEGEDV.
Aldpkelo ovooiag: 12 piveg

S. ANTENAEIZEIX

Kopia.

6. ANEINIIOYMHTEX ENEPT'EIEX
Y€ epYUoTNPLOKES LEAETEC KOl OOKIUEC TESTOV:

Metd and tov epforacpod eivarl dSuvatdv moAd cuyvd va avortuyBel oto onueio g Eveong N
mopodikn e€otdnon (Léytotng dwapétpov 3 €k). H e€oidnom avtr| cuvibmg vroywpel evtog 1 émg 5
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nuepav. Etvatl duvatov va onpetmdei modd cuyvd Ao dvodog g Beplokpaciog Tov odpatog (Kotd
péyiotov 1,5° C) yio 1 ém¢ 2 nuépeg.

oAV cvyvn (Teprocdtepo and 1 ota 10 vd Bepaneio (ha Tapovstdalovy avemBOUNTEG EVEPYELEC
KaTd TN Odpketa g Bepaneiog)

- ovyvn (teprocotepo amd 1 aArd Arydtepo amd 10 {da ota 100 vrd Beponeia (da)

- un ovvnBopévn ((tepiocotepo amd 1 aAld Aydtepo amd 10 {da oto 1000 vd Bepaneio (mar)

- ondavia (meplocotepo omd 1 aArd Aydtepo amd 10 {da ota 10.000 vd Bepamneio (da)

- moAY omdvia (Aryotepo and 1 ota 10.000 vro Oepaneio (da)

Edv mapatnpnoete omoladnmote ovemBOUNTI EVEPYELD, AKOLO KOl 0V OEV OVOPEPETOL GTO ECMKAEITTO
DVvAo Odnydv Xpnong 1 apePAAETE Yo TV OTOTEAEGUATIKOTITO TOV QOPLOKEVTIKOV TPOTOVTOG,
mopoKareicOe va evLeEpDCETE GYETIKAOG TOV KTNVIATPO GOGC.

7. EIAH ZQQN

Trtrot.

8. AOXOAOI'TIA I'TA KAGE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evdopwikn yopriynon.

Eppolakd oynuo:
Xopnyeiote pa 6601 (1 ml) pe evéopvikn £VEST|, GOUPOVO, LLE TO TOPUKAT® GYNLUOL:

Apyixog guforiaouog: n mpdTn £veon amd v nAkia Tov 6 uvaov, 1 devtepn éveon petd omd 3 m¢ 5
eBoopddeg.

Enoveufolioouog: o et eTavaAnmtiky veon piag doong (1 ml) mpémel va emopkel yio
UEIDON TOV TVPETOV, TOV CALOLDCEWDY GTOV EYKEPAAO KO TNG LOLULIOG.

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

Kopia.

10. XPONOX ANAMONHX

Mnodév nuépeg.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Kot dev TpooeYYilovy Ta ToNdLd.

dvidooete og yoyeio (2°C - 8°C). Mnv katoyvyete. DuAGCCETE TPOSTATEVUEVO OO TO PG,

Na pn ¥pnoHoTolEiTal AL TO TO KTNVINTPIKO QOPHAKEVTIKO TPOIOV LETA amd TNV Nuepounvio AnEng
OV OVOYPAPETOL GTIV ETIKETA.

12. EIAIKH(EX) HIPOEIAOIIOIHXH(EIX)

Ed1kn mposwomoinon yo kabe gidoc mov:
Na gpporraovrar pdvo vy {da.
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Idwaitepeg mTpo@uAGEelc oL TTpémet va Aapufavovtol amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPoidV o€ LMo

e mepintwon mov Katd AdBo¢ kKévete avtoévest, va avalnmoete apéoms Tptk fondeia kot va
emdeiete GTOV 10TPO TO ECMKAEITTO PVAAO OONYLDV YPNOEMG 1 TNV ETIKETO TOV POPLLOKEVLTIKOD
TPOidVTOC,.

Eyxvpocivn kot yohovyio:
Mmopei va ypnoiponomBet katd tn didpkela TG KHNONG Kot TG YoAoLYiog.

AMniemdpaoels pe Ao EOPUOKEVTIKE TPOTOVTO Ko BALEC LOPQOEC aAANAemidpaonc:

Agv vapyovv TANPOPOPIEG GYETIKA LE TNV ACPAAELD KOL TV OTOTEAEGHLATIKOTITO GITO TNV YPNOT| TOV
€v AOY® guPoiiov pe 0mol0dNTOTE GALO KTNVINTPIKO Pdpproko. H amdeacn yio t yopiynon tov v
AOY® guPoriov TPV N LETA OO TN XOPNYNOT OTOLOONTOTE AAAOD KTIVIOTPIKOD PAPUAKOL, Ba Tpémel
va Aappdavetor katd mepintmon.

Kvpiec aovpparodtntec:
No unv avoperyvOeTol e 0o100NTOTE GALO KTIVINTPIKO (pAPLLOKO.

13. EIAIKEX ITPO®YAAZEEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN I10Y
ITPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ké0e pun ypnotpomonmBéy KtnviaTptkd QopUoKeLTIKO TPOIdV 1 U1 XPNOLLOTOM0EVTO VTOAEILUATA TOV

TPEMEL VO, ATOPPITTOVTOL GOUPMOVOL LE TIC 1oYXV0VGES EOVIKES OmAUITOELS.

14. HMEPOMHNIA THX TEAEYTAIAYX EI'KPIZHXZ TOY ®YAAQOY OAHTIQN
XPHIEQX

HH/MM/EEEE

Aentopepeic MANPoPopieg Yo TOV TaPIV KINVINTPIKO QOPLOKELTIKO TTPOTOV dlaTifevTal oTov

dktvokd témo Tov Evponaikod Opyavicpuod @oappdkmv ot dievbuvon http://www.ema.europa.cu/.

15. AAAEX ITAHPO®OPIEX

To gppoiio dieyeipel TV evepynTiKn avosio Katd Tov 100 Tov AvTikoh Neilov 6TOVG ITmovg,.

Meyébn cuokevaciog:

Xaptivo kovti pe 10 yvdiwva @roiidio tov 1 ml (1 d6om).

IThaotko kovti pe 10 yodhva @roridie tov 1 ml (1 66on).

Xaptivo kovti pe 5 1 10 mpoyepiopéveg ovuptyyeg tov 1 ml (1 d6on).
IThaotkd kovuti pe 5 1 10 Tpoysucpéveg oOptyyeg tov 1 ml (1 d6om).

Mmopei vo unv KokAo@opovv GAEG 01 GLGKELUGIEC.
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