ITAPAPTHMA |

HNEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Vectormune FP ILT Avoetiomompévo vAIKO Kot S1aADTNG Yo VEGLIO evaumpnpa yio opvidia

2. MOIOTIKH KAI TOXOTIKH XYNOGEXH

Ka0e 660m (0,01 ml) mepiéyet:

ApPUGTIKE GUGTOTIKG:

Z®Vvtavog avacLvovacrévos 10¢ d1pbepitidog Tov opvibwv mov ekppalet T pepPpdvn g TpmTeivng
F (fusion) ka1 v mpoteivn evBviakmong (encapsidation) tov 100 thg Aomdovg
Lapuyyotpayetitidog tov opvibov (rFP-LT) 2,7—4,510g10 TCID50*

* 50% Tissue Culture Infective Dose (56om mov pmopei var podvvet to 50% g 1I6TOKAAMEPYELNG).

BA. tov mAnpn katdAoyo ekdoymv oto kepdiato 6.1.

3. ®APMAKOTEXNIKH MOP®H

Avo@rlomoinuévo VAKSO Kot SIHADTNG Y10l EVEGILO EVOLDPTLLCL.

Avoprlomoimuévo vikd: pol 1 pmel.

AwADTNG: Srowyég pmhe vypo.

4. KAINIKA XTOIXEIA

4.1 Eion Loov

Opvifuo.

4.2 Ogpamevtikéc evocieis, mpoodopilovrog Ta £idn LOwV

INo v evepyntikn avosomoinom opviBiov amd v nhkio tov 8 efdopddmv pe oKomod T peimon Tov
depUOTIKOV 0AAOIDGE®Y amtd TN d1pBepitida, TN UEIMOT TOV KAIVIK®V GUUTTOUATOV Kol TOV

aAAOIDGE®V TNG TPpOELNG amd TN AOUMON AapLYYOTPUYELTIOA.

Eyxatdotaon tng avoociog
AwpBepitida kot Aopudong Aapuyyotpayetitidoa: 3 gfdouddeg HeTd Tov EPPOAAGUO.

Audpkela g avooiog

AwpBepitida: 34 efdouddeg petd tov epfortacud.

Aouddng Aapuyyotpayetitida: 57 efdouddeg LeTd TOV EUPOAAGUO.
4.3 Avtevositag

Koapia.

4.4 E10wkég TPoELdOTOU|GELS Y10 KAOE €100G {MDov

Na gpportalovior poévo vy Lma.



4.5 Iowitepeg TPoQUAAEELS KATA TN Y P1ioN

Idwitepec mpourdéeic katd ) ypnon oc Loa.
Kopia.

Idwitepeg mpouAdEelg mov mpémer vo Aaufdvovtal omd To GTOUo oL YOpPNYEL TO QUPUOKELTIKO
mpoidv e Loa

Xe mepinton VYL VTOEVESTS, avainTiote AUécm 1Tpikn cupPovAn Kot deiEte oto yoTpd T0
@OAAO 00N YLDV XPNOMNG N TNV ETIKETAL.

4.6 AvemOounteg evépyeieg (ouyvotnTa Kot cofopotnTa)

Eivot mold ovyvég pikpég eE010M6€15/mAAKES TUTIKEG TOV EUPoAacHOD EvavTt TG dpbepitidog mov
vroywpovv 14 nuépeg petd tov pPoitaco.

H cvyvomto tov avemBduntomv evepyeidv kabopiletol g akolovOwg:

- TOAD ovyvn (meplocotepo amd 1 ota 10 vrd Bepancio (do TaPoL1dlovy avVETIBOUNTEG EVEPYELEC)
- ouyvn (Tteplocdtepo amd 1 aAld Aryotepo and 10 {ma ota 100 vrd Oepaneio {ha)

- un ovvnOouévn (tepiocdtepo amd 1 aArd Ayotepo amd 10 {oa ota 1.000 vio Oepaneio (Ha)

- onavia (mep1ocotePo amd 1 aAld Aryotepo and 10 {ma ota 10.000 vro Oepameio (da)

- TOAD omavia (Aydtepo amo 1 oto 10.000 vad Oepaneia (b, CLUTEPILAUPOVOUEVOV HELOVDUEVDV
aAVOPOPmV).

4.7  Xpnfon Katd TNV Kino1, 1N yerlovyia 1 TV ®0TOKid
ITmvé e nepiodo wotokiag:

Na pn ypnoiponoteitol oo TTnva Katd v tepiodo wotokiog kot 4 foopnddeg mpv v évapén g
TEPLOOOV MOTOKING.

4.8 AlMiemopdosic pe GAlo QUPUOKEVTIKA TPOIOVTA Ko dALES pOP@PES arlAnieniopaong

Agv vTapyovv TANPOPOPIES GYETIKA LUE TNV ACPAAELN KL TV OTOTEAEGLOTIKOTITO, OO TNV
TOVTOYPOV XPNCT] TOV EUPOAOV [1E OTOLOONTOTE AALO KITNVIOTPIKO QUPUOKEVTIKO Tpoidv. H
aTOPACT] YO, TN XOPYNOT TOL €V AdY® gUPOAiov TPV 7| UETA TN YOPTNYNON OTOL0VONTOTE AAAOV
KTNVIOTPIKOD QUPUOKEVTIKOD TPoidvTog, O mpénet vo AauPaveTol Kotd nepintwoon.

4.9 Aocoroyio kor TpOTOS YOPNYNONS

Xopnynon LE VOYLO TTTEPLYOC

Xopnyeitor o gpdmal d6om omd v nhkio tov 8 epdopddwv kol péypt 4 efdouddeg mpwv v
&vapén g woToKiog.

O 6yxog epforiov mov yopnyeitar givar 0,01 ml (10 pl).

To guPoio yopnyeitan pe vo&n tng EGOTEPIKNG TAEVPAG TNG TTEPVYAS, XPTCLOTOLOVTOS TO EEAPTNH
yopnynong He tn dmAn amdAnén mov yopnyeitor pe to mpoiov. To e&dptnua yopnynong €caysTot
KAT® amd TNV TTEPVYO KOl TPETEL VO AdpPAvETOL LEPIUVE DGTE VO LETOTOTILOVTAL OTO TAGL TO, PTEPG
YO0 TV OTOPUYT] TPOVUOTIGLOD TOV AOPOp®V ayyeimv.

H mtépuya npémet va ival eEhappmg TEVIOUEVT).

YUVIGTONEVES OLAAVOELS YL (OPI YN OT):

ApOpég eromdiov ‘Oykog oAVt Oyxog mog
gppolriov d6omng
1 x 1000 dboerg 10 ml 0,01 ml
1 x 2000 d86o¢1g 20 ml 0,01 ml




Ipogtoacio Tov gvéoipov evoumpnuatog pfoiiov:
1. XpnoomoidvTog omooTEP®UEVT cVPLYYA E0TMGUEVT] e TOVAGYIoTOV Lo fELOVa
Swapetprnotog 20-18G (gauge), avappoenote 4 -5 ml droAdtn amd 0 ProAidlo dtaAddt Kot
UETAPEPETE T, 6TO PLOAISI0 LE TO Avopilomotuévo VAo (freeze-dried vaccine). Avadevorte
nmia péypt va, SaAvbei 1o Avopiiomompuévo VAIKO.
2. Avopponote OAOKANPT TNV TOGOTNTO TOV OVUCLOTOOEVTOG EVALOPLATOG UPOAiov LE T
GUPLYYO KO LETAPEPETE TN GTO PLAAISIO TOV SLOADTY.
3. Avappoonote 4-5 ml and 10 avacvotabév evardpnua puporiov and 10 PaAido dodv,
YPMNOoonomoTe T va. EemAvuvete to QlaAidl0 Tov gpPoiiov kol peTagéperé To MG® GTO
QLOAIS10 TOV SLHAVTY.

4.10 Ymepdocoroyia (GUUTTONROTH, PETPO. AVTIHETOMIONG, OVTIOOTA, EGV EivOL amapaitnTa)
H yopiynon 10nAdoiog mocdtnrag g péEyotng 06ons Tov epfoiiov anodeiydnke ac@ains.
411 Xpovog avapoviig

Mndév nuépec.

5. ANOXZOAOTI'IKEX IAIOTHTEX

Doppokobepamevtikn opddn: Avocoroyikd mpoidvta yio Ttnvd, {oviava euPoAla 1oV yio KOTotkido
VA,
Kwdwog ATCvet: {dev €xel axopun exyopndei}

To gpuPforto eivar Lovravog avacuvovacpévogs 106 dtpdepitidag twv opviBmv mov exepdlel ™)
pepppavn g mpwteivng F (fusion) kot tyv mpwteivn evBvidkwong (encapsidation) tov 100 g
Ao®S0VG AapuyyoTpoyelitidag Tmv opvibwv.

To gufoitio mpokaiel evepynTiKn avocio EvavTL T@V 1OV TG d1pOepitidag Kat TG LoDV
A0pLYYOTPAYETIONG TV OpViIBmV.

o ™ dpbepitida TV opvibav, avénuévog puduog amofoing tapatnpeitorl peypt 49 efdopddeg petd
Tov gufoiocpod.

6. OAPMAKEYTIKA XTOIXEIA
6.1 Katahloyog ekdéymv

Avopihomomuévo vAkd
Dipotassium phosphate

Gelatin

Lactose

Potassium dihydrogen phosphate
Sorbitol

Sucrose

Tryptose Phosphate Broth
Water for injections

AloAdTNG
Glycerol

Patent blue V (E131)
Water for injections



6.2 Kopieg aovppatotnteg

Noa pnv avoptryvdetot pe omolodmote GAAO KTNVILTPIKO QOPUAKEVTIKO TPOIOV, EKTOG TOV SLAVTI IOV
Swotifetat yuo xprion He auTd TO KTNVINTPIKO QOPUAKEVTIKO TPOTHV.

6.3 Awpkera Long

Adpreta {ong Tov AVOPIAOTOUEVOD DAIKOD GT1] GUGKELOGIN TPOg TOANOT: 21 punves.
Adpxeta {ong Tov S10AVTN 6T GLOKEVAGIN TPOG TOANGT: 3 XPOVLa.

Adpreta {ONG LETA TNV 0vaGVGTAGT COLP®VO. LLE TIC 00NYiES: 2 DpEG.

6.4. Idwitepeg mpoPuLAEEIS KATA TN QVAGEY TOV TPOIOVTOG

duvrdooete kot petapépete og yoyeio (2 °C — 8 °C).

6.5 ®@vYon km cVHVOEST TS GTOLYELDOOVS CVGKEVUGIOG

Avootlomompévo vMko:
IMvéAvo ¢ 1oAidto tomov I mov mepiéyer 1.000, 1§ 2.000 66ce1g epforiov.

AwAvtng (Cevac Solvent Wingweb):
IMalwvo eraiidio tomov I ov mepiéyet 10 ml (1.000 doc¢e1g), 1 20 ml (2.000 d6c¢€1g) draAivT.

2VOKELOGTTOL:

Xaptwvo kovuti pe 1 grokidio 1000 d6cewv gpforiov, 1 roridio 10 ml diaivtn ko 1 e€dptnpa
xopnynone.

Xaptvo kovuti pe 1 prokidio 2000 d6cewv gpforiov, 1 roridio 20 ml draivtn ko 1 e€dptnpa
xopnynone.

Xaptvo kovuti pe 5 erokidia 1000 d6cewv gpforiov + Xaptivo kovti pe 5 graiidio 10 ml doddn kot
5 ggopTipaTa xopnynone.

Xaptivo kovuti pe 5 erokidie 2000 d6cewv gpforiov + Xaptivo kovti pe 5 roridio 20 ml Srodvtn ko
5 ggopThpata xopnynong.

Xaptivo kovuti pe 10 graridio 1000 docewv epPoriov + Xaptvo kovti pe 10 groridie 10 ml draddt
rat 10 eEapmpata xoprynone.

Xaptivo kovuti pe 10 graridio 2000 d6cewv epforiov + Xaptvo kovti pe 10 groidie 20 ml dradd

rot 10 eEaptpata xopynone.

Mmropei vo unv KukAo@opoOv OAEG Ol GLOKEVOGIES.

6.6 Ewdwkég mpopuiaters amdppuyng evog ApNoLHOTo0EVTOS KTNVIATPIKOV QUPLOKEVTIKOD
TPOIOVTOG 1] GAAOV VAK®OV TOV TPOEPYOVTAL U0 T YP1)C1) TOL TPOIOGVTOS, EGV VITAPYOVY

Ka6e un ypnoiponombév ktnviatptkd eoprokenTikd Tpoidv 1 un xpnooroindévta vroleippatd Tov
TPENEL VO, ATOPPITTOVIOL COLPOVO, LLE TIG LOYVOVOEG EOVIKES ATOITNOEL.

7. KATOXOZX AAEIAYX KYKAO®OPIAX

Ceva-Phylaxia Co. Ltd.

1107 Budapest, Szallas u. 5.

Ovyyapia

8. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/20/266/001-006



9. HMEPOMHNIA ITPQTHX EI'KPIZHY / ANANEQYXHX THX AAEIAX
Huepounvia tpodtng éyxpiong: 09/12/2020

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

{MM/EEEE}

Agmtopepeic mAnpopopieg Yo 10 gV AOY® KTNVIOTPIKO QopHoKELTIKO TPoiov dtatifevtal otov
dkrvoko tomo tov Evpenaikod Opyavicpod @apupdaxov (http://www.ema.europa.eu/).

ATTATOPEYZXH IIQAHXHX, AIAGEXHX KAI /'H XPHXHX

Onotoconmote TPOTIBETAL VO TAPAGKEVACEL, VO, ELGAYEL, VO EYEL GTNV KOTOYI TOV, VO TOANGEL, VoL
Slabécel Kav/M va YpNGILOTOMGEL GVTO TO KINVIOTPIKO POPUOKEVTIKO TPOIdV, DITOYPEOVTAL VA
{ntioel T Yo TG ApHOdIHG apyNG TOL GYETIKOD KPATOLG LEAOVS, KABMS aVTEG 01 SPAcTNPLOTNTES
UTopEl vaL amoryopeLOVTAL € OAOKAN PN 1 HEPOG TNG EMKPATELOG TOL KPATOLG LEAOVG GOUG®VA [LE TNV
€Bvikn| Tov vopobeaia.


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

IHAPAPTHMA 11
MAPAXKEYAXTHX(EX) THX(QN) BIOAOT'IKQX APAXTIKHX(QN)
OYXIAX(QN) KAI KATOXOX(OI) THX AAEIAX ITAPAT QI'HEX,
YIHEYOYNOX(OI) I'TA THN AITOAEEMEYXH TQN TAPTIAQN

OPOI'H TEPIOPIZEMOI THX AAEIAYX KYKAO®OPIAX I1OY
A®OPOYN TH ATAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)



A. TTAPAXKEYAXTHYX THX BIOAOTIKQX APAXTIKHE OYXIAYX KAI KATOXOX
THX AAETAX TAPAT'QI'HY, YIIEYOYNOX I'TA THN AITOAEXEMEYXH TQN
IHAPTIAQN

Enwvopia kot d1e06vven tov Topaokenaotn Tne floAoyIK®S dpacTIKAC OVGIOG

Ceva-Phylaxia Veterinary Biologicals Co. Ltd
Szallas u. 5

1107 Budapest

OYITAPIA

‘Ovouo ka1 81e06vven ToV TOPUCKELOGT TOL Eival VITELOVVOC YO TNV ATOOEGUEVCT) TV TOPTIOWV

Ceva-Phylaxia Veterinary Biologicals Co. Ltd
Szallas u. 5

1107 Budapest

OYITAPIA

B. OPOI'H HEPIOPIXMOI THX AAEIAYX KYKAO®OPIAX IIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

Kmviatpikd @oppokenticd tpoidv mov vdKeLTaL GE KTVIOTPIKT GUVTOY.

Zopeova pe o apbpo 71 g Odnyiag 2001/82/EK tov Evpmnaikod Kotvopoviiov kat tov
Svppoviiov 6mmG TpoToTOONKE, £vo KpATog HEAOC dvvaTal, LEo® TNG €0VIKNG TOL Vopobeasiag, va
ATOYOPEVGEL TV TOPOUYDYT, ELGOYWDYT, KATOYN], TOANOT, S1A0E0T KOUN YPTHOT OVOGOAOYIKMDY
KTNVIOTPIK®DV QUPUOKEVTIKMDY TPOTOVIMV GE OAOKANPN 1| G€ HEPOG TNG EMKPATELAG TOV €QV Eivar
STOTOUEVO OTL:

) M YOPNYNOT TOL TPOIOVTOG 6TO LM TAPEUTOIICEL TIV EQPOUPUOYN TOV EOVIKOV TPOYPUUUATOV VX
T S1dyvmaon, Tov EAeyyo N TNV KatamoAéunon acbeveldv tov (dwv, 1 Oo ducyépave v
TIOTOTOINGT TNG 0moVGiag LoAvveng TV (dvtov (OwV 1 TV TPoPinny 1 GAAOV TPOIOVIOV TOL
Aappavovtar omd To {da ot omoia £xel yopnynel o papuako ovTod.

B) N acbévela Evavtt g omoiag To Tpoidv mpoopiletal Vo TPOKAAECEL VOGIN KAT  0LGI0 dEV VITAPYEL
oTNV €V AOY® TTEPLOYN.

I'' ENAEIZH TQN ANQTATON OPIQN KATAAOIIIQN (AOK)

To dpaoTIKO GLGTOTIKO MC OPAGTIKO GLGTUTIKO PLOAOYIKNAC TTPOEAELONC TTOV TTPOOPILETOL Y10 TNV TPOKAN O
EVEPYNTIKNG 0vOGOmoinomng ogv gumintel oto nmedio epopuoync tov Kavovieuod (EK) apd. 470/2009 tov
SvupovAiiov.

Ta éxdoya (mephopfdvoviol To. OVOGOOVEGYLTIKA) TO OTolo mEPLYpapovTal otn mapdypapo 6.1 g
[IXITI gite eivan emrpendueveg ovoieg yio ta omoia o mivokag 1 Tov Kavoviepod No 37/2010 avaeépet
ot dev amortovvtal AOK eite Bewpovvton 6t1 dgv gumintovy 610 TEdio epappoyng tov Kavoviopov (EK)
apif. 470/2009 tov ZvuPovAiov OTaV YPNCYWOTOOVVTNL OTMOC GE OVTO TO KTNVIOTIPIKO QPUPLOKEVTIKO
TPOTOV.



ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EIIIXHMANXH

10



ITAHPO®OPIEX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (Avo@rhomompévo viké + drahdtng + eEdptnpe xopiynong)

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Vectormune FP ILT Avoethomompévo vAIKO kot S1oADTNG Yo EVEGLUO Evaumpnua Yo opvibio

‘ 2. YXYNOEXH XE APAXTIKA XYXTATIKA

rFPLT virus 2.7 -4.510g10 TCID50

‘ 3. DOAPMAKOTEXNIKH MOP®H

Avopilomoinpévo VAKSO Kot SIHADTNG Yo EVEGLLO EVALDPMLLOL.

| 4. TYEZKEYAZIA

1 x {1000 d6c¢e1g + 10 ml droddvng + 1 e€dptnua yoprynong}t
1 x {2000 66c¢e1g + 20 ml doddvng + 1 e€dptnua yoprynong}t

| 5. EIAOX ZQOY

Opvibia

| 6. ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Xopnynon Ue VOYU TTEPVLYAS.
Awpaote T0 GOALO 0ONYUDV YPNONG TPV OO TN XPHOT).

‘ 8. XPONOX ANAMONHX

Xpoévog avapovig: Mnoév nuépeg.

‘ 9. EIAIKH(EX) MPOEIAOIIOIHXH(EIX), EAN EINAI ATIAPAITHTH(EX)

Awpaote T0 GUALO 0ONYLDOV YPNONG TPV OO TN XP1 oM.

‘ 10 HMEPOMHNIA AHZHX

EXP {uvag/étoc}
Metd v avachotaon YPNCILOTOMGTE EVTOS 2 MPMV.

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

DuAGCGGETE KO LETOPEPETE OE YLYETD.

11



12.  EIAIKEX ITIPO®YAAZEIZ AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOZX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKOQN TTOY
IMPOEPXONTAI ATIO TO ITPOION, AN YITAPXOYN

Andpprym: BA. ecdkieloto gOALO 0dNYLOV Xprions.

13.  OI AEZEIX «<AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H
HEPIOPIZMOI ITOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

ATOKAEIOTIKA Y10 KTVIQTPIKT] YPT|ON.

14. OI AEEEIX «NA ®YAAXXETAI XE GEXH THN OIIOIA AEN BAEITIOYN KAI AEN
ITPOXEITIZOYN TA ITAIATIA»

Na purdccetor og 6on v onoia dev PAEmoVY kat dev Tpoceyyilovy Ta madd.

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

Ceva-Phylaxia Co. Ltd.
1107 Budapest, Szallas u. 5.
Ovyyapia

‘ 16. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/2/20/266/001-006

‘ 17. APIOMOX ITAPTIAAX ITAPAT'QI'HX

Lot {ap1Ouoc} (Avogilomoinuévo viiké + dralvTg)

12



ITAHPO®OPIEX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (Avogriomoimpévo viiko)

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Vectormune FP ILT Avoethomompévo vAIKO kot S1oADTNG Yo EVEGLUO Evaumpnua Yo opvibio

‘ 2. YXYNOEXH XE APAXTIKA XYXTATIKA

rFPLT virus 2.7 -4.510g10 TCID50

‘ 3. DOAPMAKOTEXNIKH MOP®H

Avopilomoinpévo VAKSO Kot SIHADTNG Yo EVEGLLO EVALDPMLLOL.

4. YYXKEYAXIA

5 x 1000 d6c¢1g
5 x 2000 s60¢1g
10 x 1000 660¢1g
10 x 2000 s60¢1g

| 5. EIAOX ZQOY

Opviba

| 6. ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Xopnynon e vVOyU TTEPLYAS.
Awpaote T0 GOALO 0ONYLDV YPNONG TPV OO TN XPNOT).

‘ 8. XPONOX ANAMONHX

Xpoévog avapovig: Mnoév nuépeg.

‘ 9. EIAIKH(EX) IPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

Awfaote T0 GUALO 0ONYLDOV YPNONG TPV OO TN XPNOT).

‘ 10 HMEPOMHNIA AHZHX

EXP {uvag/étoc}
Metd v avachotaon ypPNCILOTOMGTE EVTOS 2 MPMV.

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

13



DuAdooeTe Kol LETAPEPETE GE YLYELD.

12.  EIAIKEX ITIPO®YAAZEIZ AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKOQN MTOY
IMPOEPXONTAI ATIO TO ITPOION, AN YITAPXOYN

Andépprym: BA. ecdkieloto gOALO 0dNyLDV Xprions.

13.  OI AEZEEIX «<AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H
HEPIOPIZEMOI IIOY IXXYOYN XXETIKA ME TH ATAOGEXH KAI TH XPHXH, EAN
YITAPXOYN

ATOKAEIOTIKA Y10 KTVIOTPIKT] YPT|ON.

14. OI AEEEIX «NA ®YAAXXETAI XE GEXH THN OIIOIA AEN BAEITIOYN KAI AEN
ITPOXEITIZOYN TA ITAIAIA»

Na purdccetor og 6on v onoia dev PAEmoVY kat dev Tpoceyyilovv Ta madd.

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

Ceva-Phylaxia Co. Ltd.
1107 Budapest, Szallas u. 5.
Hungary

‘ 16. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/2/20/266/001-006

‘ 17. APIOMOX ITAPTIAAX ITAPAT'QI'HX

Lot {ap1Ouoc}

14



IIAHPO®OPIEX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (rodvtng + e€aptipate xopnynong)

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Cevac Solvent Wingweb

‘ 2. YXYNOEXH XE APAXTIKA XYXTATIKA

‘ 3. DOAPMAKOTEXNIKH MOP®H

AWADTNG Y100 EVEGILO EVOLDPTLLCL.

4. YYXKEYAXIA

5 x 10 ml dwaivtng + 5 e€aptipoto xoprynong
5 x 20 ml dwaivtng + 5 e€aptipato xopHynong
10 x 10 ml diaivtng + 10 eEaprripata xopnynong
10 x 20 ml SroAvtng + 10 e€aptipoTa xopHynong

| 5. EIAOX ZQOY

Opvibia

| 6. ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Xopnynon e vVOyU TTEPLYAS.
Awpaote T0 GOALO 0ONYLDV YPNONG TPV OO TN XPNOT).

‘ 8. XPONOX ANAMONHX

Xpoévog avapovig: Mnoév nuépeg.

‘ 9. EIAIKH(EX) IPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

Awfaote T0 GUALO 0OMNYLDOV YPNONG TPV OO TN XPNOT).

‘ 10. HMEPOMHNIA AHZHX

EXP {uvag/étoc}

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

DVAGGGETE KO LETOPEPETE OE YLYETD.
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12.  EIAIKEX ITIPO®YAAZEIZ AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKOQN MTOY
IMPOEPXONTAI ATIO TO ITPOION, AN YITAPXOYN

Andpprym: BA. ecdkreioto gOALO 0dNyLdV Xpriongs.

13.  OI AEZEEIX «<AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H
MNEPIOPIZMOI ITOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

ATOKAEIOTIKA Y10 KTVIOTPIKT] YPT|ON.

14. OI AEEEIX «NA ®YAAXXETAI XE GEXH THN OIIOIA AEN BAEITIOYN KAI AEN
ITPOXEITIZOYN TA ITAIAIA»

Na purdccetor og 6on v onoia dev PAEmoVY kat dev Tpoceyyilovv Ta madd.

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

Ceva-Phylaxia Co. Ltd.
1107 Budapest, Szallas u. 5.
Hungary

‘ 16. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/2/20/266/001-006

‘ 17. APIOMOX ITAPTIAAX ITAPAT'QI'HX

Lot {ap1Ouoc}
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EAAXIXETEX HAHPO®OPIEX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

(ETIKETA AYO®IAOIIOIHMENOY YAIKOY)

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Vectormune FP ILT Avoethomompévo vAIKO kot S10ADTNG Yo EVEGLUO Evaumdpn Lo Yo opvibio

‘ 2. INOXOTIKH XYNGEZXH XE APAXTIKO(A) XYXTATIKO(A)

rFPLT virus 2.7 -4.510g10 TCID50

‘ 3. INIEPIEXOMENO KATA BAPOX, KAT’ OI'KO 'H KAT’ APIOMO AOXEQN

1000 660¢1g
2000 d60¢1g

| 4. OAOX(OI) XOPHTHZHX

Xopnynon pe viypo TTépuyoc.

| 5.  XPONOZX(Ol) ANAMONHE

Xpoévog avapovig: Mnoév nuépeg.

‘ 6. APIOMOX ITAPTIAAX

Lot {ap1Ouoc}

‘ 7. HMEPOMHNIA AHEHX

EXP {unvog/éroc}
Metd v avachoToon PNCLOTOMGTE EVTOS 2 MPOV.

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

ATOKAEIOTIKA Y10 KTVIOTPIKY] P |ON.
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EAAXIXTEX HAHPO®OPIEX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

(ETIKETA ATAAYTH)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ATIAAYTH

Cevac Solvent Wingweb

‘ 2. INIEPIEXOMENO KATA BAPOX, KAT’ OI'KO 'H KAT’ APIOMO AOXEQN

10 ml
20 ml

| 3. OAOX(OI) XOPHTHEZHX

Awpdote T0 OALO 0ONYUDV YPNONG TPV OO TN XPNOT).

‘ 4, EIAIKEX XYNOHKEX ATATHPHXHX

DuldooeTe Kal LETAPEPETE GE YLYELD.

‘ 5. APIOMOX ITAPTIAAX

Lot {ap1Ouoc}

‘ 6. HMEPOMHNIA AHEHX

EXP {unvog/éroc}

‘ 7. OI AEZEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTVIOTPIKT] YP1ON.

18



B. ®’YAAO OAHI'TQN XPHXHX
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®YAAO OAHI'TQN XPHXHX:
Vectormune FP ILT + AE
Avo@LLoTToPEVO VAKG Kl SLEADTI|G Y10 EVEGLIO EVAILOPILA Y10 0pvidia

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPAT'QI'HX I1IOY EINAI YIIEYOYNOZX I'TA THN
AITIOAEEMEYXH ITAPTIAQN XTON EOX, E®@OXON EINAI AIA®OPETIKOI

Kdatoyoc e adsioc KukAoQopiog Kol ToPooKELOOTNE LTELOVVOC Y10 TNV OTTOOECUEVCT TOV TOPTIOMV:

CEVA- Phylaxia Co. Ltd.

1107 Budapest

Szallas u 5.

OYITAPIA

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Vectormune FP ILT Avogilomoinpévo vAkd kot S1ahdTNg Yol EVEGILO EVOLDPTLA Yio 0pviBia

3. XYNGEZXH XE APAXTIKO(A) XYXTATIKO(A) KAI AAAEX OYXIEX

Ka0e 660m (0,01 ml) mepiéyet:

ApOOTIKG GUOTUTIKA:

Z®Vtavos avacLVOVacIEVOS 106 d1pBepitidag Tov opviBwv mov ekppalet T pepPfpdvn g TpmTeivng
F (fusion) ka1 v mpoteivn evBviakmong (encapsidation) tov 100 thg Aomdovg
Aopuyyotpayetitidog twv opvibwv (rFP-LT) 2,7—-4,510g10 TCID50*

* 50% Tissue Culture Infective Dose (56om mov pmopei var podvvet to 50% g 1I6TOKAAMEPYELNGS).
Avoprlomoinuévo vikod: pol 1 pmel.

AwADTNG: StowyEg e vypo.

4. ENAEIZH(EIX)

INo v evepyntikn avosonoinor opviBiov amd tnv nhikio tov 8 efoopddmv pe oKomod T peimon Tov
SEPLOTIKOV OAAOIDGE®V 0td TN dpOepitida, T peimon TOV KMVIKGV GCOUTTOUATOV Kol TOV

aALOIDCE®V TNG TPpoElag amd T AouddN AopvyyoTpayelitida.

Eyxatdotaon tng avoociog
AwpBepitida kot Aoumdong Aapuyyotpayetitida: 3 fdoudadeg HeETd TOV EUPOALOGHO.

Aldpkela tng avooiog

AwpBepitida: 34 efdopddeg petd tov epfortacud.
Aouddng Aapuyyotpayetitidn: 57 efdouddeg LeTd TOV EUPOAAGUO.

5. ANTENAEIZEIX

Koapia.
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6. ANENNIOYMHTEX ENEPI'EIEX

Eivar moAd cuyvés pukpés e€odnoeig/mhdkes Tumikég Tov pfoitacpon évavtt g oipbepitidos mov
vroywpovv 14 nuépeg petd tov epfoiiacpd.

H ocvyvomrta tov avemiBountov evepyeiomv kabopiletor og akoAovbwmg:

- TOAD ovyvn (meplocotepo amd 1 ota 10 vrd Bepaneio (do TaPoLOAlovY AVETIBOUNTEG EVEPYELEC)
- ouyvn (Tteplocdtepo amd 1 aAld Aryotepo and 10 {ma ota 100 vid Beponeio (ma)

- un ovvnOouévn (tepiocdtepo amd 1 aArd Ayotepo amd 10 {da ota 1.000 vro Oepaneio (oa)

- onavia (mep1ocotePo amd 1 aAld Aryotepo and 10 {ma ota 10.000 vro Oepameio (oa)

- TOAD omavia (Ayotepo amd 1 ota 10.000 vd Oepaneia (b, CLUTEPIAAUPOVOUEVOV HELOVOUEVDV
avaQopaV).

Ed&v mapotnpricete omoladnmote avemBouuntr evEPYEL, OKOLA KOl 0V OEV OVOPEPETAL GTO
€0ADKAELGTO PUALO 0INYIDV YPNONG, 1] OUPIPAAAETE Yl TNV OTOTEAEGLOTIKOTNTO TOV QOPUAKOL,
mopoKaieicOe va evEpDGETE GYETIKMG TOV KTNVINTPO GOG.

7. EIAH ZQQN

Opvifia.

8. AOXOAOITA I'TA KAGOE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Xopnynomn He VOyUo TTEPVYAS

Xopnyeiton pa gpdmal d6om omd v nhkia tov 8 eldopddwv kot péypt 4 efdouddeg mpv v
évapén g wotokiog. O dykog gpporiov mov yopnyeitar givar 0,01 ml (10 ul). To guPfdiio yopnyeitan
HE VOEN TG ECMTEPIKNG TAEVPAG TNG TTEPVYUS, YPNOLOTOIDVTOG TO EEAPTNLLO YOPTYNONG LE TN OTAN
amoAnEn mov yopnyeitan pe to mpoidv. To e&dptnpa xopNynong E0AyeTol KATM amd TNV TTEPLYE Kot
wpénel va. AopuPavetar pEPYIVO OCTE Vo UETATOTILOVTOL GTO TMAGL TG, QTEPH YO TNV OTOGLYN
TPOVUOTIGHOD TOV AOPOp®V ayyeimv.

H mtépuya npénel va gival eha@pmg TEVIOUEVT).

ZuVIoTAOUEVEG OI0ADGELS Y10 YOpNynon:

ApOpég eramdiov ‘Oykog d10AvT ‘Oykog pog
gppolriov d6omg
1 x 1000 d86c¢1g 10 mi 0,01 ml
1 x 2000 dboerg 20 ml 0,01 ml

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

Hpoetoyacio Tov gVECIHOL EVOI®PNIOTOG ERBoALiov:
1. Xpnoonoidvtog amooTeEp®UEVT cOPLYYa EEOTAMGUEVT] LE TOVAGYIGTOV pia PeAdva
Swapetprnorog 20-18G (gause), avappoenote 4-5 ml oAbt amd 10 PraAidlo dladd Kot
UETOPEPETE TAL GTO PLOAISI0 LE TO AvoPilomompévo VAo (freeze-dried vaccine). Avadevorte
nmio péypt va StaAvbei 1o Avoeiiomompévo vVAIKO.
2. Avappo@note OAOKANPN TNV TOGOHTNTA TOV avacLOTUOEVTOC evalmpnuatog uporiov pe
GUPLYYO. KOL LETAPEPETE TN OTO PLUAISIO TOV OLOADTY.
3. Avappoonote 4-5 ml and to avacvotafév evaidpnua suforiov amd to PLoridio daAd,
YPNOOTOOTE TO. va. EEMAVVETE TO QLOAIDI0 TOL guPOAov Kol PETAPEPETE TO MIO® GTO
@LOAI010 TOV SLoADT.
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10. XPONOZX(OI) ANAMONHX

Mndév nuépec.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pvrdocoetor og 6o v onoia dev PAEmoVY Kat dev Tpoceyyilovy ta madid.

duvrdoosete kot petapépete og yoyeio (2 °C — 8 °C).

Na pn ypnoiponoleitol avtd 10 KTNVINTPLIKO QOPUOKEVTIKO TPoidV HeTd TV nuepounvia ANENG Tov
avaypAQETOL OTNV ETIKETA.

Adpreta {ONG HETA TNV 0vaGVGTAGT COLP®VO. LLE TIC 00NYiES: 2 DPEG.

12. EIAIKH(EX) TPOEIAOIIOIHEH(EIX)

Ewwéc mposidonomosic yio kaOe gidoc {mov:
Na epportaloviot poévo vy Tnva.

Idwitepec mpouldéelc katd T ypnon oc Loo:
Koapio.

[Saitepeg Tpo@LAGEELC OV TpEmer va AopfavovTol amd To GTOUO TOL YOPNYEl TO POPUAKEVTIKO
mPoidv o€ Loa:

e mepint@on VYol CVLTOEVESTS, avainTioTe OUECMG 1TPIKT GLUPOVAN Kot dgi&te 6TO YTpd TO
QOAAO 00N YLDV XPNONG N TNV ETIKETAL.

Qortokio:

IImva oe mepiodo wotoxiog:

Na pn ypnoiponoteitol oo TTnva Kot v tepiodo wotokiog Kot 4 efdopddeg tpv tnv Evopén g
TEPLOOOV MOTOKING.

AMNAETIOPAcELC LE GAAO QUPUAKEVTIKA TPOTOVTA KOl AAAEC LOPOEC aAANAETIOpaoNC:

Agv vdpyovv TANPOPOPIES GYETIKA IE TNV ACPAUAELN KOL TV OTOTEAEGLLATIKOTI T OO TNV
TOVTOYPOV XPNOT] TOV EUPOAOV [1E OTOLOONTOTE AALO KTNVIOTPIKO QUPUOKEVTIKO Tpoidv. H
amOPACT] YO TN XOPNYNOT TOL €V AdY® EUPOAiov TPV 1| UETA TN YOPTNYTON OTOL0VONTOTE AAAOV
KINVIOTPIKOD QUPUOKEVTIKOD TPoidvTog, O mpémet vo AauPaveTol Kot nepintwoon.

Yrepdoocoroyio (coumtduoto, LETPO OVTILETMORLIONC, AVTIO0T)
H yopiynon 10mAdoiog mocdtntag tng LEYIoTNG 060onG epforiov amodeiydnie ac@aAns.

Aocvufotdnrec:

No pnv avoptyvdgtat pe 0TolodmoTe GAAO KTNVIATPIKO QUPUAKEVTIKO TPOIOV, EKTOG TOV SLHADTI TOV
dlotifetan yuo xpron Le aVTO TO KTNVINTPIKO QOPUOKEVTIKO TPOTOV.

13. EIAIKEX IPO®YAAZEEIX ATIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX 'H AAAQN YAIKON MOY
IPOEPXONTAI ATIO TH XPHZH TOY ITIPOIONTOZX, EAN YITAPXOYN

K& un ypnoiponombéy knviatptkd eoprakenTikd Tpoidv 1 un xpnoyoroindévta vroleippotd Tov
TPENEL VO, ATOPPITTOVTIOL COLPOVE, LLE TIG LOYVOVCES E0VIKEG AmAITIOELS.
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14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'TQN
XPHXHX

Aentopepeic MANPOEOPIES Y10 TO €V AOY® KTIVIATPIKO QUPHOKEVTIKO TPOToV dtotifevtal otov
dikrvoko tomo tov Evponaikod Opyavicpod @appdakmv (http://www.ema.europa.eu/).

15. AAAEX ITIAHPO®OPIEX

Avoeuomompévo vakd: Mdivo erariolo tomov I mov mepiéyet 1.000, 1§ 2.000 d66¢e1g gporiov.
AwAdtng (Cevac Solvent Wingweb): T'vdivo @laiidio tomov I mov nepiéyer 10 ml (1.000 doc¢e1c), 1
20 ml (2.000 d6c¢€1g) drodvT.

2VOKELOGIN:

Xaptvo kovuti pe 1 prokidio 1000 d6cewv gpforiov, 1 graridio 10 ml dradvtn ko le€dpmmua
XopMynong.

Xaptvo kovuti pe 1 prokidio 2000 d6cewv gpforiov, 1 eroridio 20 ml draivtn ko 1 e€dptnpa
xopiynons.

Xaptvo kovuti pe 5 grokidia 1000 d6cewv gpforiov + Xaptivo kovti pe 5 graiidio 10 ml doddtn kot
5 ggopTipaTa xopnynone.

Xaptvo kovuti pe 5 erokidia 2000 docewv gpforiov + Xaptivo kovti pe 5 graiidio 20 ml doddtn kot
5 ggopTipaTa xopnynone.

Xaptvo kovuti pe 10 @raridia 1000 d6cemv gppolriov + Xaptivo kovti pe 10 @roridia 10 ml dradv
rat 10 eEaptpata xoprynone.

Xaptvo kovuti pe 10 @raridia 2000 d6cemv gppolriov + Xaptvo kovti pe 10 @roridia 20 ml dradv

wat 10 eEappata xoprynone.

Mmropei va unv KkukAo@opodv OAEG Ol GLGKEVAGIES.
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