HPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA IPOAYKT

NEOLEISH cnpeli 3a HOC pa3TBOp 3a Ky4eTa

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
AKTHBHA cy0CTaHIMA:
Bceska noza ot 1 ml ceabppxa:

pPPAL-LACK cynepcrupansa miazmuana JJHK, kogupama 3a LACK npotenn
ot Leishmania infantum ... s 212,5 250 ug

ExcuunuenTu:

3a MBJIHUA CHUCHK HA EKCLHMIIMEHTUTE, BIXK T. 6.1.
3. DAPMAIIEBTUYHA ®OPMA

Cupetii 3a HOC, pa3TBOP.

besnpereH, npo3padeH pa3TBoOp.

4, KINMHNYHUAU JAHHU

4.1 Bwunose ;KUBOTHH, 32 KOUTO € npeanazHayedn BMII

Kyuera.

4.2 TepaneBTHYHU NMOKA3aHUS, ONPedeTeHH 32 OTIEJTHUTE BUA0BE KUBOTHH

3a akTUBHA UMYHH3AIIMS HA KydeTa ¢ HETATUBHM 3a JIaHIIMaHHO03a Ha Bb3pacT 6 Mecela 1 roBeye 3a
HaMaJIsiBaHE Ha PUCKa OT Pa3BUTHE Ha aKTUBHA UH(EKIHS W/WIH KIMHUYIHO 3a00JsIBaHE CIIe]T
ekcriozunus Ha Leishmania infantum.

E¢ukacHoCcTTa Ha BAKCHHATA € JIOKa3aHa B II0JIEBO MPOYYBaHE, IPU KOETO Kyderara ca Omim
ecTecTBeHO M3JIokeHH Ha Leishmania infantum B 30uu ¢ BucOKo HH(EKITHO3HO HATOBapBaHE 3a
HIEPUOJI OT JIBE TOJAUHH.

B naboparopHu poyuBaHusl, BKJIIOYBAIIN eKCIIepMMEHTaIHa poBokanus ¢ Leishmania infantum,
BAKCHHATA HAMAISIBA TEXKECTTA HA 3a00JISIBAHETO, BKIIFOUMTETHO KIMHUYHHUTE TPU3HAL 1

HaTOBApPBAHCTO C MMAapa3nuTU B KOCTHUA MO3bBK, JajlaKa U J'II/IM(i)HI/ITe BB3JIU.

Haugajo na HUMYHHUTCTA: 58 JAHU CJISq IbpBUYHNA BAKCUHAIIMOHCH KYPC.

HDOJI’I)H)KI/ITCHHOCT HAa UMYHHUTCTA. 6 MeEc€la CJICq IbPBUYHNA BAaKCUHAIIUOHEH KYPC.

4.3 TIlpoTuBomoKa3aHHus

213 HE C€ U3M0JI3Ba IMMPU CBPbXUYBCTBUTCIHOCT KbM aKTUBHATa Cy6CTaHHI/I$I WJTH KbM HSKOH OT
CKCIIMITMCHTHUTCE.

4.4 Cneuua.mm npeamnasii MEPKHU 3a BCEKH BH/I )KUBOTHH, 324 KOUTO € MpeIHaAa3HAYCH BMII

I[a CC BAKCHMHHPAT CaMO 3ApaBH KUBOTHU.



[Ipenu BakcHHAIMSATA C€ TPENOPHUBA OTKPUBAHE Ha HHPEKIIMS C JaHIIMaHHO03a Ype3 MMOAX OIS
JTUATHOCTUYEH TECT.

Hsama nanam 3a yrIOTpe6aTa Ha BaKCHHAaTa MpH )XUBOTHU C aHTUTEJIA CPEILY HaﬁIHMaHPIOSa, B TOBa
YKCJIO U ITPU HAJIMYKUEC HA aHTUTEIIA OT Maikara.

Br3pelicTBeTO Ha BAKCHHATA TI0 OTHOIIIEHHE Ha OOIIECTBEHOTO 3paBe M KOHTPOJIA BHPXY
YOBEIIKUTE MHPEKIIMH HEe MOKE J1a ObJIC OIICHEHO OT HAIMYHUATE JaHHH.

45 ChoenuajaHu mpeanasHd MepKH NpH ynoTpeda

CHGHHaﬂHH Opeanasiy MCpKHU 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPOAYKTa

[penoppuBa ce oOe3mapa3uTsABaHe Ha 3apa3eHUTE KyJeTa MpeIyd BaKCHHAIHS.

Bakcunanusta He TpsiOBa 1a BB3MPENATCTBA APYTH MEPKH, TIPEANIPUETH 332 HaMalsiBaHe Ha
€KCIIO3ULMUATA HA IISICHYHU MYXU.

CHCHI/IaHHI/I Opeana3Hu MEPKHU 3a JIMiiaTa, Ipujaraiy BETCPUHAPHOMCANITMHCKHA IPOAYKT Ha
KHBOTHHUTC

NnauButyanHo mnpeanasHo o60pyABaHe, ChbCTOSIIO c€ OT PbKABUIIM, XUPYpPrUYecka Macka u
npena3Hy o4nia, TpsOBa 1a ce HOCH, KOraTo ce padOTH ¢ BETEPHUHAPHOMEUIIMHCKHS TPOAYKT U TI0
BpEMe Ha BaKCHHAI[IOHHATA IPOLEAYPA.

Crnen Besika ynorpeba ae3uH(eKIpaiTe pplieTe ¥ MICTOTO Ha BAKCUHAIUS C MTOIX OIS
Je3nH(PEKTaHT.

W3muiiTe pblieTe U U3IUIAKHETE JIMTABUYHUTE MOBBPXHOCTH C BOJIA, aKO Bh3HUKHE 3aMbpCABaHE.
Jpyru npeanasau Mepku

BakcunupanuTe Kyuera MoraT Ja eKCKpeTHpaT BaKCHHATA 110 15 THU ciien BakcuHarusTa. M30sarBaiite
CJIy4Ya€H KOHTAKT C U3MPAXXHEHUS IPE3 TO3U MEPUO/I.

4.6 HebaaronpusiTHU peakuy (4eCTOTA U BAKHOCT)

He ca Ha6J'IIO,Z[aBaHI/I JIOKaJIHU HUJIN CUCTCMHHU HeGJ’IaFOHpI/IﬂTHI/I p€aknuun CJICA NPHUIIOXKCHUEC Ha €/IHA
J03a 1 MHOT'OKPATHO MPUJIOKCHUC HA CIUHUYHA 1034 (,Z[O 3 MMOBTAPAIIH CE ,I[OSI/I).

4.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU siileHOCeHe
bpeMeHHOCT:
BesonacHocTTa Ha BeTeprHAPHOMEIUIIMHCKHUS IPOAYKT HE € JI0Ka3aHa 1o BpeMe Ha OpeMEHHOCT.

4.8 B3aumMmopeiicTBUE ¢ IPYTd BeTEPHHAPHOMEIHIIMHCKH MPOAYKTH U APYrd (popMu Ha
B3auUMoOJeHCcTBHE

Hsma Hanngsa nHpOpManus 3a 6€30MacHOCTTa M €pUKACHOCTTa OT ChbBMECTHOTO M3II0JI3BaHE HA Ta3H
BaKCHHA C JIpyT'¥ BETEpHUHAPHOMEANIIMHCKY NpoaAyKTH. [lopaay Ta3u mpuunHa MpujiaraHeTo Ha
BaKCMHATA Mpey WK Ciiel ynoTpedaTa Ha Ipyr BETepHHAPHOMEAMLIIMHCKH IPOIYKT TpAOBa 1a
MIPELeH! CTIOPe] MHANBUIYATHHS CITydai.

4.9 Jlo3a 1 HAYMH HA MPUJIOKEHH



Hazanna npunoxxenue.
IIpunaraiite enna go3a ot 1 ml (0,5 ml/Ho3apa) CHIVIACHO ClIeHATA CXeMa Ha BAKCHHUPAHE:

[IbpBUYHA BaKCUHALIUS:
- IIspBa no3a oT 6-mMecedHa BB3pacT.
- Bropa noza cnen 2 ceaMuIim.
PeBakcunanus:
- Ennokparna no3a ot BakcuHaTa TpsiOBa Ja ce mpuiiara Ha BCEKH 6 Mecela clie/l MbPBUYHHS Kypc

Ha BaKCHHaIlus.

HpHnaraﬁTe BaKCHHaTa B CbOTBECTCTBHUEC CHC CICAHUTC CTHIIKHU:

A B

A. Hznonssaiite U37EIHNETO, MOIXOISIIO 3a  WHTPaHA3aIHO NPUIIOKEHHE Ha
BETEPUHAPHOMEIUIIMHCKY MTPOAYKTH, alallTHPaHO 3a CIIPUHLOBKA 3a HH)XXeKTupaHe ¢ ooem 1 ml.

W3Brneyere HeoOxoaumMust 06eM BakcuHa (1 ml) ¢ urna, mpuKpeneHa KbM CIPUHIIOBKA.
OtcTpaHeTe Urnara.

IIpuxpernere MHTpaHA3aTHOTO U3JIENIHE.

m o O

Cne cBOOOIHATA PBKA 3apBHKTE MyIlyHaTa Ha Ky4eTO Harope M mocTraBeTe ITHTHO BbpXa Ha
W3JICTUETO KbM HO3JIpaTa, KaTO TO HACOYBATE JICKO HATOPE M HAaBBH, 3a JIa CTC CUTYPHH, 4
BaKCHMHATa € IMOCTaBeHa M3IsI0 B Hoca. Cies TOBa €HEPrMYHO HATHCHETE OYyTalloTO Ha
CIIPUHIIOBKATA, 3a Jia JIOCTaBUTE MOJIOBHHATA OT MpoaykTa B Ho3apaTa (0,5 ml). [Ipemecrere
W3JICTUETO B Jpyrara HO37[pa M MOBTOpPETE MpOIeca Ha MPHIOKEHUE, KATO MPUIIOKUTE
ocrananust 06em (0,5 ml).

4.10 Tpeno3upane (CHMITOMH, CIIENIHU MEPKH, AaHTHI0TH), AKO € HEOOXOTUMO

HabmonaBa ce npexogHo noBuinaBade Ha temnepatypara (1,3°C) 3a 4 yaca cieq npunarase Ha JeceT
CTaHJApPTHHU /103U OT BaKCHMHATA, ITOCIIEIBAHO OT MpHJIaraHe Ha BTOpa [103a OT BaKCHHATA.

4.11 KapeHTeH CpOK

He e npunoxxumo.

5. NMYHOJIOI'NYHHU OCOBEHOCTH

®apMakoTepaneBTHYHA Tpyma: IMyHOIOrHYHM IPOAYKTH 32 CEMEWCTBO KyUyeTa — Ky4ue — IpyTH
UMYHOJIOTMYHH NIpenapaTH.
Berepunapnomenumuackn Anatomo-Tepanestuder Koa: QI07AX.

CruMmynupaHe Ha akTHBEH MMYHHTET CpPEINy 3a00isBaHe, IPUUUHEHO OT mapasuTh ot pox. Leishmania
infantum.



Bakcunanusra npean3BUKBa akTUBEH UMYHEH oTroBop cpeiry antureHa LACK nHa naiiiiManuo3ara,
XapaKTepu3upall ce ChC Crenu(uIHO akTUBUpaHe Ha T-kiIeTkuTe B iepudepHara KpbB, TUMPHUTE
BB3JIU U J]AJIaKa, KOETO CE CBBhP3Ba ChC CIIENU(UIHO OCBOOOXKIaBaHE Ha HHTEp(hEpOH-Tama.

Heo06x0a1uMo € IMarHOCTUYHHUTE CPEJICTBA, IPSIHA3HAYCHH 32 OTKPHBAHE HA AaHTUTEJIA CPEIILY
Leishmania infantum (muarsoctrunn Tectoe IFAT), ma ca mMOIXOMAIIMN, 3a Ja ITO3BOJISIBAT
pasrpaHrYaBaHe Ha Ky4eTa, BAKCHHHPAHM ¢ Ta3W BaKCHHA, M KydeTa, 3apasenu ¢ Leishmania infantum.

EdukacHocTTa Ha BaKCHHATA € JI0Ka3aHa B I0JIEBO IPOYUYBAHE, IPH KOETO Ky4eTaTa ca OHIH €CTECTBEHO
m3nokenn Ha Leishmania infantum B 30oHM ¢ BHCOKO MH(EKIHNO3HO HATOBapBaHE 3a IEPHOI OT JIBE
roauHu. JlaHHHUTE MMOKA3BaT, Ye BAKCHHUPAHUTE KydeTa UMAT MPUOIU3UTENHO 2 ITH MO-MalIbK PUCK
OT pa3BUTHE HAa aKTHBHA MH(EKIHUS, 3 MbTH MO-MaIbK PUCK OT Pa3sBUTHE HAa KIIMHUYHO 3a00JIsIBaHE U
3,5 IIbTH MO-MaITbK PUCK OT OTKPUBAEMH MAPA3HTH B KPHBTA B CPABHEHHE C HEBAKCHHHUPAHH KydeTa.

6. OAPMAIIEBTUYHHU OCOBEHOCTH
6.1 ChnucbK HA eKCUHMIIMEHTHTE

HarpueB nuxunporen gocdar

Hunarpuer gocdat 6e3B0acH

Harpues xnopun

Bopa 3a nmxeximun

6.2 OCHOBHHM HECHBMECTHMOCTH

[Ipu nurca Ha TaHHU 32 CbBMECTHMOCT, TO3U BETCPUHAPHOMEIUIIMHCKH MTPOAYKT He TpsiOBa 1a Obe
CMECBaH C JPYrd BETEPUHAPHOMEAUIMHCKHU TPOIYKTH.

6.3 Cpok Ha rogHocT

3amMpaseH ¢akoH
Cpok Ha TOJHOCT Ha KpaiiHHUs BeTEPUHAPHOMEAMIIMHCKY poayKT: 24 mecena npu —15 °C — 30 °C.

Pazmpasen ¢dnakon
1 mecen ipu 2 °C — 8 °C B pamkuTe Ha 24-MeCceYHHUsI CPOK Ha TOJHOCT.

Cren xaTo ce pa3Mpasu, BaKCHHaTa He TpsiOBa J1a ObJie 3amMpa3siBaHa MOBTOPHO.

6.4 CroenuajaHu yCJIOBHS 32 ChbXPaHeHHEe HA MPOAYKTA

Jla ce chXpaHsBa ¥ TPAHCIIOPTHPA B 3aMpa3eHo cherosuue (< —15 °C).

Cren pasMpassiBaHe ChXpaHsBaiiTe U TPAHCIIOPTHUPANTE B oxJazeHo cherostame (2 °C — 8 °C).
Jla ce ma3u oT CBETJIMHA.

6.5 Bwuau cbcTaB HA MBPBUYHATA ONIAKOBKA

Kapronena kyTus ¢ 1 cTpkiieH guakos tun [, chabpikant 1 1o3a ot 1 ml, ¢ 6yTHioBa ryMeHa 3ammymanka
W alyMUHHEBa O0OKaTKa.

6.6 Cnelma.mm MEPKH 32 YHUIIOKABAHE HA HEU3IIOJI3BAH MPOAYKT WJIM OCTATHIMU OT HET0

Bceku Hensnon3Ban BCTCPUHAPHOMCIAUIIMHCKU MMPOAYKT WJIM OCTATbIIU OT HECTO Tpf[6Ba Ja 6’B,E[aT
YHHUIIOXKCHH B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEIICTBO.



7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

CZ Vaccines S.A.U.

A Relva s/n — Torneiros

36410 O Porrifio

Pontevedra

Wcnanus

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/22/290

9. JATA HA ITbPBOTO U3JABAHE / IIOJJHOBSABAHE HA JIMIIEH3A 3A
YIHOTPEBA

JlaTa Ha IBPBOTO H3/1aBaHE:

10  JIATA HA MOCJIEJHATA PEJAKLIAS HA TEKCTA
(JUUMM/TTIT}

[MoapoOHa nHpOpMaLKUs 3a TO3H MPOIYKT MOXKE J]a HAMEPUTE Ha MHTEPHET CTpaHHUIIaTa Ha
EBponeiickara Arenius o Jlekapcrsara (http://www.ema.europa.eu/).

3ABPAHA 3A ITPOJAXKBA, CHABJSIBAHE U/NJIA YIIOTPEBA

Besiko nuiie, K0eTo Bb3HaMepsiBa Jia IPOU3BEXK/1a, BHACS, IPUTEkKABA, ITPOJiaBa, CHAO/1Ba U
ynoTpeOsiBa TO3W BEeTCPUHAPHOMEIUITMHCKY MPOIYKT TPSIOBA IBPBO JIa C€ KOHCYITHPA C
KOMIIETEHTHUTE BJIACTH HA ChOTBETHATA IbPKaBa YWIEHKA, OTHOCHO JEHCTBAIIUTE BAKCUHALIMOHHU
TIOJIUTHKH, KaToO T€3H JIEHHOCTH MOTaT Ja Ob/aT 3a0paHeHu B IbprKaBa WieHKa — Ha IsJ1aTa Wi 4acT
OT HEWHATa TEPUTOPHS, B CbOTBETCTBHUE C HAITMOHAITHOTO 3aKOHOJIATEIICTBO.


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

HPUJIOKEHUE I1

A. MPOU3BOAUTEJ HA BUOJOI'NMYHO AKTUBHATA CYBCTAHLUS N
MNPOU3BOAUTEJI OTTOBOPEH 3A OCBOBO/KJIABAHE HA ITAPTUAUTE

b. YCJIOBUS NJIK OT'PAHUYEHUSA B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE JO IMPEAJATAHETO NJIX YIIOTPEBATA MY

B. CTATYC HA MICOK



A.  NPOU3BOAUTEJ HA BUOJOTINYHO AKTUBHATA CYBCTAHLIUSA N
INPOU3BOJUTEJ OTTOBOPEH 3A OCBOBOX/IABAHE HA ITIAPTUJAUTE

HMe u aipec Ha IPOU3BOAUTEIS HA OMOJIOTMYHO AaKTHBHATA CV6CT3HIII/I$I

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Hcmanns

HwMe u afipec Ha TPOU3BOIUTENS, OTTOBOPEH 3a OCBOOOKIABAHETO HA MAPTUAMTE 33 MPOoaakOa

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

HUcnanus

B oTneuaranara JIMCTOBKA Ha BETEPUHAPHOMEIUIIMHCKUS MPOIYKT TPsIOBA J1a PUTypupa UME U aapec
Ha MMPOU3BOJIUTEIS], OTTOBOPEH 32 OCBOOOXIaBAaHETO HA CHOTBETHATA MAPTU/IA 32 MpoAaxoa
b. YCJI0OBUA NWIN OT'PAHUYEHUWA B JIMIEH3A 3A YIIOTPEGA HA BMII,
OTHACHAIIN CE JO NIPEAJATI'AHETO UJIM YIIOTPEBATA MY
/[a ce ormycka caMo 10 JIeKapCcKO NpeIucaHue.

B. CTATYC HA MJCOK

He e npunoxxumo.



HPUJIOKEHHUE I11

ETUKET U JINCTOBKA



A. ETUKET
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HHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kapronena onakoska

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUINUHCKUA TIPOAYKT

NEOLEISH cnpeli 3a HOC pa3TBOp 3a Ky4eTa
pPAL-LACK cynepcnupanna mnasmuana JJHK, kogupama 3a LACK npoteuns ot Leishmania
infantum

2. CbAbPKAHUE HA AKTUBHATA CYBCTAHIUA

Beska mo3a ot 1 ml csappxa:

pPAL-LACK cynepcnupanna miazmugaa JJTHK, konupama 3a LACK nportenn
oT Leishmania iNnfantUm ... e 212,5 - 250 ug

3. DAPMALIEBTUYHA ®OPMA

Copeli 3a HOC, pa3TBOP

4. PASMEP HA OITAKOBKATA

1ml

5. BUJIOBE JKMBOTHH, 3A KOUTO E INTPEJJHASHAYEH BMII

Kyuera

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

‘ 7. METOJA 1 HAYUH HA ITPUJIOKEHUE

Hazanno mpunoxenue.
[Mpeau ynorpeba mpovyeT JTUCTOBKATA.

| 8. KAPEHTEH CPOK

‘ 9. CHELOUAJIHA HPEAYHPEXIEHUSA, AKO E HEOBXOANMO

[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

10. CPOK HA TOJHOCT

T'ogen mo {meceryroamnna}

11



‘ 11. CHELHAJIHHU YCJIOBHUSA 3A CbXPAHEHHUE

ITa ce cpXpaHsBa M TPAHCIIOPTHPA B 3aMpa3eHo cherostaue (< —15 °C).

Crnien pa3MpassiBaHe ChXpaHsIBalTe ¥ TpaHCIIOpTUpaiiTe B oxyaneHo cberosiHue (2 °C — 8 °C) 3a
MaKCHUMaJICH Mepuoj oT 1 Mecell B paMKuTe Ha 24-MeceuHHs IEPHO]l Ha BaJIH/HOCT.

Cnen xato ce pa3Mpasu, BakCuHaTa HE TpiI6Ba Ja Obae 3aMpassaBaHa IMOBTOPHO.

Jla ce mas3u OT CBETIUHA.

12. CHELUAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3ITOJI3BAH ITPOAYKT
NJIN OCTATHIHU OT HEI'O, AKO UMA TAKUBA

YHI/IHIO)KCTC OCTAaTBbYHUTE MaTCpHaAJIM B CbOTBETCTBHUEC C U3NUCKBAHUATA HA MECTHOTO
3aKOHOOAaTCICTBO.

13. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJI0BUA NN OTPAHUYEHUSA OTHOCHO PAITPOCTPAHEHHMETO U
YIIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepuHapHOMEAUIMHCKA yroTpeda. [la ce oTimycka caMo 1o JIeKapcKo MpeucaHue.

14. HAIIHUCDHT “IJA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

)Ia CC ChbXpaHsBa Aajied OT 1orjieaa 1 Ha HEAOCTBITHU 3a JI€1ia MECTaA.

15. HMME U IIOCTOSHEH AJAPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

CZ Vaccines S.A.U.
36410 O Porrifio — Mcnianus

16. HOMEPA HA JIMHEH3A 3A YIIOTPEGA HA BMII

EU/2/22/290

17. MAPTHUAEH HOMEP

[Maptuna {HOMep}

12



MUHHUMYM UHOOPMALIUA, KOATO TPABBA JA BBJE U3IIMCAHA BbPXY MAJIKH
OITAKOBKMU BMII, KOUTO CbABPKAT EJUHUYHA JO3A

Crorien guakon tun I (1 mo3a)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TPOAYKT

NEOLEISH cnpeti 3a HOC pa3TBOp 32 KydeTa
pPAL-LACK cynepcrnupanna masmuana JIHK, koguparia 3a LACK npotens ot Leishmania
infantum

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIIUA

Bcesika no3a ot 1 ml ceabpika:

pPAL-LACK cynepcrupanna miazmuana JJHK, kogupama 3a LACK nporenn
oT Leishmania infantum ... s 2125250 ug

3. CBABPXKAHHUE CITPSIMO MACA, OGEM WM BPOM HA EJJMHUYHUTE 103U

1mi

4. HAYUH HA ITPUJIOKEHUE

Hazanno npunoxxenue

| 5.  KAPEHTEH CPOK

‘ 6. ITAPTUJEH HOMEP

MMaptuna {Homep}

7. CPOK HA TOJHOCT

Tl'ogen no {Meceryroauna}

‘ 8. HAJAIUCHT “CAMO 3A BETEPUHAPHOMEJUNIIMHCKA YIIOTPEBA”

Camo 3a BETepUHAPHOMEIUIIMHCKA yIIOTpeoa.
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B. IUCTOBKA
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JIMCTOBKA:

NEOLEISH cnpeii 3a Hoc pa3TBOp 3a Ky4eTa

1. HUME U IIOCTOSHEH AIPEC HA IIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOIUTEJIA, AKO TE CA PA3JIMYHUN

IIpuTexxaTen Ha IUIIEH3A 33 VHOTDe6a Y IIPOU3BOAMUTEN, OTTOBOPECH 3a OCB060)K,Z{aBaHC Ha NapTUaaTa.

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Hcmanns

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIULIUHCKUSA TPOAYKT
NEOLEISH cmpeil 3a HOC pa3TBOp 3a Ky4eTa

pPAL-LACK cynepcnupanna miasmuana JJHK, koguparia 3a LACK npotenn ot Leishmania
infantum

3. CbAbPKAHUE HA AKTUBHATA CYBCTAHIUSA U EKCUUIIMEHTUTE
AKTHBHA CyOCTAHIIMA:

Bcesika mo3a ot 1 ml ceabpxa:

pPPAL-LACK cynepcnupanna miazmuana JJHK, kogupama 3a LACK npoteunn
ot Leishmania infantum ... s 2125250 ug

besuBeteH, npo3paueH pa3TBoOp.

4. TEPAIIEBTUYHU ITOKA3AHUA

3a akTHBHA MMyHH3aIlMs HA KyYeTa ¢ HEraTHBHU 3a JIalIIMaHHO3a Ha BB3pacT 6 Mecena U MmoBeye 3a
HaMaJsiBaHE Ha PHCKA OT pasBUTHE HA aKTHBHA WMH(EKIMA W/WIM KIMHAYHO 3a00JIsIBaHEe Clie]
excnio3unus Ha Leishmania infantum.

EdukacHocTTa Ha BAKCHHATA € JOKA3aHa B [TOJIEBO MIPOYYBAHE, IPU KOETO KydeTara ca OHIIH eCTECTBEHO
u3nokenn Ha Leishmania infantum B 30Hu ¢ BHCOKO MH(DEKIHMO3HO HATOBAapBaHE 3a MEPHOJ OT JBE
TOIAVHMU.

B naGopaTopHu mpoyuBaHMs, BKJIIOYBAIIM EKCIIEpUMEHTanHa mpoBokamms ¢ Leishmania infantum,
BaKCHHATa HaMasgBa TEXKECTTa Ha 3a00JsBaHETO, BKIIOYUTEIHO KIMHUYHUTE TMPHU3HAIM U

HaATOBApPBAHCTO C IMapa3uTU B KOCTHUA MO3BK, JajlaKa 1 HI/IM(I)HI/ITG BB3JIU.

Haugajo na HUMYHHUTCTA: 58 JAHU CJISd IbPpBUYHNA BAKCUHAIIMOHCH KYyPC.

HDOJI’I)H)KI/ITCHHOCT HAa UMYHHUTCTA. 6 MEc€la CJICq IbPBUYHNA BaKCUHAIIUOHEH KYPC.

5. IHPOTHUBOIIOKA3AHUS
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Jla He ce U3M0I3Ba IPU CBPbXUYBCTBUTEIHOCT KbM aKTHBHATa CyOCTaHIIMS WM KbM HSIKOH OT
EKCLIUIIUCHTUTE.
6. HEBJIAT OITPUATHHU PEAKITNN

Hsama.

7. BUJIOBE JKUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BMII

Kyuera

8. JO3UPOBKA 3A BCEKM BUJ )KUBOTHO, METO/J U HAYUH HA ITPUJIAT'AHE
Hazanmna ymotpe0a.
[Mpunaraiite enna no3a ot 1 ml (0,5 ml/Ho3apa) chriacHO clieHAaTa CXeMa Ha BAKCHHUPAHE:
[IppBUYHA BaKCHHALINA:

- IIbpBa n03a OT 6-MecevHa Bb3pacT.

- Bropa noza cnen 2 ceamuiy.
PeBakcunanus:

- EnmnokpaTHa o3a oT BakcHHaTa TpsIOBa Ja ce mpuiiara Ha BCeKH 6 Mecela clie/l IbPBUYHHS KypC

Ha BaKCHHaIlus.

[IpunaraiiTe BakCUHAaTa B CbOTBETCTBHUE ChC CIICIHUTE CTHIIKHU:

A

A. Hsnonssaiite H3JIEIINETO, ITOAXO/ISIIIO 3a WHTpPaHAa3aJTHO MIPUIIOKEHHE Ha
BETEPUHAPHOMEIMIIMHCKY TPOAYKTH, aJaTHPAHO 3a CIIPUHIIOBKA 3a MHXKEKTUpaHe ¢ 00eM 1 ml.

Nzpnevere HeoOxoaumust o6em BakcuHa (1 ml) ¢ urna, mpukpeneHa KbM CIIPUHIIOBKA.
OtcTpaHneTe uriara.

[Ipukpenere MHTpaHA3aIHOTO U3/ETHE.

m o O @

Cnc cBOOOHATA pBKA 3aJIPBXKTE MYIyHaTa HA Ky4eTO Harope M IOCTaBeTe ITUIbTHO BbpXa Ha
W3JIETNETO KbM HO3JpaTa, KaTo IO Haco4BaTe JIGKO Harope M HaBbH, 3a Jia CT€ CHUTYpHH, 4e
BaKCHHATa € TOCTaBeHa M3IUI0 B Hoca. Ciel TOBa EHEPrUYHO HATHCHETE OyTaloTo Ha
CIIPHUHIIOBKATA, 33 Jla JIOCTaBUTE IOJIOBMHATA OT mpoaykra B Ho3apata (0,5 ml). [Ipemecrere
W3JICNNETO B JIpyrata HO3/Ipa U MOBTOPETE MpoIieca Ha MPUIIOKEHNE, KATO PUIIOKUTE OCTAHAITHS
o0em (0,5 ml).

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE
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10. KAPEHTEH CPOK

He e npunoxumo

11. CIHEINHMAJIHU YCJIOBUS 3A CbXPAHEHHUE HA ITPOAYKTA
Ja ce cpxpaHsiBa najned OT IOIJIEAa U Ha HEJOCTBIIHM 3a JIela MeCTa.

3ampaseH ¢rakoH
Ila ce cpXpaHsBa M TPAHCIIOPTHPA B 3aMpa3eHo cherosaue (< —15 °C).

Pa3smpazen ¢makon

ChxpaHsBaiiTe ¥ TpaHCHOPTHpalTe B 0xJaaeHo cbeTosiaue (2 °C — 8 °C) 3a MakcuMalieH epron oT 1
Mecell B paMKUTE Ha 24-MEeCeUHUs IEPUOJ Ha BATUIHOCT.

Cren xaTo ce pa3Mpasy, BakCHHAaTa He TpsiOBa 1a ObJe 3amMpa3siBaHa HOBTOPHO.

Jla ce mma3u oT CBETJIHHA.

[a He ce M3M03Ba TO3HM BETEPHUHAPHOMEUIIMHCKH MTPOAYKT CJe]] H3THYaHEe CPOKA Ha TOIHOCT,
MOCOYEH BHPXY KapTOHA M OYTHIIKATa, Clie]l ChKPAIEHNEeTO, U3MOJI3BaHO 3a JIaTaTa Ha U3THYaHe CPOKa
Ha FOJHOCT.

12. CIHEIUWAJIHU NPEAYINPEXIEHUSA

CrenuanHu NpeaynpeskIeHns 3a BCEKU BUJI JKUBOTHH, 3a KOUTO € npeanasHaued BMIT:

He ca Ha6J'IIO,Z[aBaHI/I JIOKAJIHU HUJIN CUCTCMHU He6)’[al"0HpI/I$ITHI/I peaknuun CJICA MPUIIOKCHUC Ha €IHa
J103a 1 MHOT'OKPATHO MPUJIOKCHUC HAa CAUHUYIHA 1034 (,Z[O 3 IMMOBTApAIIH CE ,I[OSI/I).

I[a CC BAKCMHHPAT CaMO 3paBH KUBOTHU.

[lpenu BakcuHalMATa CE€ NPENOPHYBA OTKPHUBAHE HA WHQEKIUS C JIAWIIMAHMO3a Ype3 IMOIAXOJISII]
JIMarHOCTHYEH TECT.

Hsma nannm 3a ynotpebaTta Ha BakCHHATa PY KHUBOTHH C aHTUTENIA CPelIly JaIIMaHru03a, B TOBa YHCIIO
Y NIPU HAJIMYKE Ha aHTUTeNa OT MaiKkara.

Bb3nelicTBHETO Ha BaKCHHATA 110 OTHOIICHUE Ha OOIIIECTBEHOTO 3/[paBe U KOHTPOJIA BbPXY YOBEIIKUTE
WHQPEKIUN He MOXKE 12 ObJIe OIEHEHO OT HAJIMYHUTE JIaHHU.

CHCHI/IaHHI/I OpeanasHy MCPKH 3a ) KMBOTHUTEC IIPHU VHOTDe6aTa Ha MPOAYKTA.

HpenoquBa Cce 06C3HapaBI/IT$IBaH€ Ha 3apa3C€HUTEC KyUCTa NpCAu BaKCUHAIIUA.

Bakcunanmsara He TpsOBa Ja BB3MPENATCTBA APYTH MEPKH, IPEANPHUETH 32 HAMAISIBAaHE Ha
€KCIIO3ULIUATA HA [IIChYHU MYXU

CHCHI/IaHHI/I IpeaAra3H MEPKHU 3a JIMIaTa, Ipujaraiy BETCPUHAPHOMCANITMHCKHNA IIPOAYKT HA
JKUBOTHUTE:
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WunuBuayanHo npennasHo o60pyaBaHe, ChCTOSIIO C€ OT PbKABHUIIM, XUPYPTUYEeCcKa Macka u
Mpena3Hu O4Ymiia, TPSOBa Jla ce HOCH, KOTaTo ce paboTH ¢ BETCPUHAPHOMEIUIIUMHCKUS TIPOIYKT U IO
BpeMe Ha BaKCMHALMOHHATA IIPOLEAYpa.

BakcunmpanuTe Ky4yera Morar Jja eKCKpeTupar BakcuHarta 70 15 mHu ciien BakcuHanmsta. M30areaiite
CITy9aeH KOHTAKT C U3MPAKHEHHS MIPe3 TO3U NEPHO/I.

Crnen Besika ynorpeba ae3uH(eKIpaiTe pplieTe ¥ MICTOTO Ha BAKCUHAIUS C ITOIX OIS
Je3nH(PEKTaHT.

M3MuiiTe pblieTe U U3IJIaKHETE JTUTAaBUYHUTE MOBBPXHOCTH C BOAA, AKO Bh3HUKHE 3aMbpCSABaHE.
bpemeHHOCT:
BezomacHocTTa Ha BETEpUHAPHOMEIUITUHCKUS MIPOIYKT HE € JIOKa3aHa 10 BpeMe Ha OPEMEHHOCT.

BsanMoselicTBre ¢ Ipyru BETEpUHAPHOMEIUIIMHCKH IIPOAYKTH U APYTH GOPMH HA B3aNMOJIEHCTBHE:

Hsima HanuyHa nHbopMarms 3a 6e30MacHOCTTa U €(PUKACHOCTTA OT CbBMECTHOTO M3IOJI3BAHE HA Ta3H
BaKCHHa C JpPYTrd BETEPUHAPHOMEIUIIMHCKM TpoaykTu. Ilopaau Ta3u mnpuunMHa MpUJIAaraHeTo Ha
BAaKCHMHATa NpEAMd WIM ClIef ynoTpedata Ha Apyr BETEPUHAPHOMEIWLIMHCKH NPOAYKT TpsAOBa na
MIPELeHU CIIope] MHANBUIYATHHS CIydail.

[Ipeno3upane (CHMOTOMU, CHEMHNA MEPKU, AHTHIOTH):

HabmronaBa ce npexoaHo moBuiiiaBane Ha temieparypata (1,3 °C) 3a 4 yaca cien nmpujiarale Ha JIeceT
CTaHJAPTHH JIO3U OT BAKCHHATA, TOCIIECIBAHO OT MpHIaraHe Ha BTOpa JI03a OT BAKCHHATA.

OCHOBHH HECHBMECTHUMOCTH.

ITpu nunca Ha JaHHU 32 CbBMECTHUMOCT, TO3U BETEPHHAPHOMEANIIMHCKY IPOIYKT HE TpsAOBa 1a Obae
CMECBAaH C APy BETEPUHAPHOMEIULIMHCKHU IPOJLYKTH.

13. CIHEHUAJIHU MEPKHU 3A YHUILLIOKABAHE HA HEU3ITIOJI3BAH ITPOAYKT
NJIK OCTATBIU OT HEI'O, AKO UMA TAKHUBA
BMII ne TpsiOBa ma ObAaT U3XBBPISIHA Ype3 OMTOBU OTIAIBIN HIIH OTHAJHU BOJIH.

ITonuraiite Bamus BeTepuHapeH Jiekap KakBo 1a npasute ¢ HeHyxHute BMII. Te3u mepku e
IIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPENa.

14, JATATA HA MMOCJIEJHATA PEJAKIUSI HA TEKCTA

Ho;[po6Ha I/IH(l)OpMaLII/ISI 3a TO3U NPOAYKT MOXKE J1a HAMCPUTC HAa UHTCPHCT CTPpAHUILIATA HaA
Esponetickara Arenrus o Jlekapcrsara (http://www.ema.europa.eu/).

15. AONBJHUTEJHA UH®OPMALUSA

Pa3mep Ha onakoBkaTa:

Kapronena kyTus ¢ 1 cTpkien ¢guakon tun I, cbabpixkan 1 1o3a ot 1 ml, ¢ 6yTuioBa rymena 3amymanka
W allyMHHHAEBa 00KaTKa.

Camo 3a BeTepHHAapHOMEAHULIMHCKA yIIoTpeoa.

213 C€ OTITyCKa CaMO IIO JICKAPCKO MPEAITMCaHnEC.
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3a Bcska mH(MOpMAaNMsS OTHOCHO TO3W BETEPHHAPHOMEAMIIMHCKH TPOIYKT, MOJSI CBBPKETE CE C
TEPUTOPUATHHS MTPEICTABUTEI HA IPUTEKATEIIS HA JIMIICH3a 32 yIoTpeoa.

Espafia

Petia Vet Health, S.A.
Calle Relva s/n
36410 O Porrifio
Pontevedra

Espana

Tel: +34 986330400

Belgié/Belgique/Belgien, Lietuva, Peny6muxa Brirapus, Luxembourg/Luxemburg, Ceska republika,
Magyarorszag, Danmark, Malta, Deutschland, Nederland, Eesti, Norge, EALéda, Osterreich, Polska,
France, Portugal, Hrvatska, Romania, Ireland, Slovenija, island, Slovenska republika, Italia,
Suomi/Finland, Kborpog, Sverige, Latvija, United Kingdom (Northern Ireland)

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Ucnanus

Tel: +34 986330400
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