NNPUJIOXKEHUE 1

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Versican Plus Pi/L4, nnodunuzar u cycrieH3usl 3a MHXKEKIIMOHHA CYCIICH3HS 3a Ky4ueTa

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Besika mo3za ot 1 ml chabpxa:
AKTHBHH BellleCTBA:

Jlnodpunanzar (;KUB ATEHIWUPAH):
Canine parainfluenza Type 2 virus, mram CPiV-2 Bio 15

CycneHn3usi (MHAKTUBHPAHA):

Leptospira interrogans ceporpyta Icterohaemorrhagiae
cepotu Icterohaemorrhagiae miam MSLB 1089
Leptospira interrogans ceporpyna Canicola

ceporur Canicola, mam MSLB 1090

Leptospira kirschneri ceporpyna Grippotyphosa
cepotun Grippotyphosa, mam MSLB 1091

Leptospira interrogans ceporpyna Australis

ceporut Bratislava, mam MSLB 1088

* TopkanHa KynTypanHo nHpekunosna go3a 50%.

*® AHTHTEIa MAKPO arTyTHHAITUA-JIATHYHA PEaKITHs.
AJKYBaHT:

Aluminium hydroxide

ITomomHnu BemecTrBa:

KadecTBeH chCTaB HAa MOMOIIIHUTE
BeIECTBA U JIPYITUTE CbCTABKHU

JInopuanszar:

Trometamol

Edetic Acid

Sucrose

Dextran 70

Cycnen3us:

Sodium chloride

Potassium chloride

Potassium dihydrogen phosphate

Disodium phosphate dodecahydrate

Water for injections

BBHIIHUAT U3TIIEN € KaKTO CleaBa;
JImodunmmsat: 6510 ONBETEHO, IIYIUIECTO ChIBPIKIMO.
Cycnensus: Oelne3HHKaBo OIBETeHA C (PUH CEANMEHT.
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Minimum Maximum
10*! TCIDso* 103! TCIDso*

ALR** titre > 1:51
ALR** titre > 1:51
ALR** titre > 1:40

ALR** titre > 1:51

1,8-2,2 mg.



3. KJIMHUYHA UHO®OPMALUASA

3.1 Bupgose :kMBOTHH, 32 KOUTO € npeaHasHayen BJIII

Kyuera.

3.2 Tloka3anus 3a ynorpeda 3a BcekM BU/I >)KHUBOTHH, 32 KOIMTO € MpeAHA3ZHAYEH NMPOAYKTHT

3a akTHBHA UMYHHU3allMs Ha Ky4yeTa Ha Bb3pacT HaJl 6 CeAMULIU:

- 3ampeana3BaHe OT MOsBA HA KIMHUYHK MPU3HAIM (M3TCYCHUS OT HOCA U OYUTE) U 32 HAMaJIsIBAHE
Ha BUPYCHOTO M3JIBUUTEIICTBO, CBhP3aHH C KyUYeIIKH MapanH(IIyeHIa BUPYC;

- 3ampeanasBaHe OT MOsIBa HA KIMHUYHY MPU3HAIM, MH(EKUIUS U OTAETIHE C ypUHATa Ha
L.interrogans ceporpyna Australis ceporum Bratislava;

- 3ampeana3BaHe OT MMOsBa HA KIMHUYHY MTPU3HAIM, OTCIISTHE C YpUHATA W 32 HAMaJIsIBAHE Ha
undexrtupanero ¢ L.interrogans ceporpyna Canicola ceporun Canicola u L.interrogans
ceporpymna Icterohaemorrhagiae cepotumn Icterohaemorrhagiae;

- 3ampenana3BaHe OT MOsBA HA KIMHUYHY MPU3HAIM, OTACISIHE C ypUHATA U 33 HAMAJSIBaHE Ha
undexrtupanero ¢ L.kirschneri ceporpymna Grippotyphosa cepotun Grippotyphosa.

Hauano Ha uMyHHTETA:
- 3 cenmunu ciie MPUKITIOUYBaHe Ha HadarHus Kypce 3a CPiV u
- 4 ceaMuIM Clie]] MPUKIIFOYBAHE HA HAYAJIHUS KYPC 3a KOMIIOHEHTUTE Leptospira.

IIpoaBIDKUTEIIHOCT HA UMYHHTETA!
Haii-manko 1 roauHa ciie] HaYaIHUST BAaKCUHAIIMOHEH KYPC 32 BCUYKH KOMIIOHEHTH Ha Versican Plus
Pi/L4.

3.3 IIporuBomoka3zanus

Hsma.

3.4 Cneuuajnu mpeaynpesxxaeHus

JloO6Bp nMyHEH OTIOBOp Ce€ IOJTy4aBa IIpH 3paBa UIMyHHaA cucTeMa. IMyHHUAT OTTOBOP IpU
KHUBOTHUTE MOXe JIa ObJIe KOMIIPOMETHPAH OT Pa3udHU (pakTOpH KaTo BIIOMICHO 3/paBe,
HEMBJIHOLIEHHO XpaHeHe, TEHETUYHU (PaKTOPH, CHITBTCTBAIIO MEAMKAMEHTO3HO JICUEHHUE U CTPEC.
Jla ce BakcHHHUpAT caMo 3APaBH KUBOTHH.

3.5 CneuuajHu mpeanasHu MepKH NPH ynorpeda

Crenpaiany Ipeamna3sid MEpKH 3a 0e3omacHa yoorpeda Ipy BUIOBETE JKUBOTHH, 34 KOUTO €
npeaHasnaueH BJIII:

[[lamMbT Ha )XUBUTE aTCHIOUpaHu BUpyCcHU BakcuHu CP1V Moke J1a ce pa3npocTpaHsBa OT
BaKCHHUPAHUTE KydeTa CJe]l BaKkCHHaIMs. BeIipeku ToBa, OyiarojapeHue Ha HUCKaTa MaTOTCHHOCT Ha
TO3U II[aM, HE € He0OX0ITMMO BaKCHHUPAHUTE KydeTa Jla Ce N30JIMpaT OT HEBAaKCHHUPAHUTE.

CHe]_[I/IaJIHI/I npearnasH MCPKH 3a JIdIiara, Impujarainy BETCPUHAPHUA JICKAPCTBCH MPOAYKT HA ) KMBOTHUTC!

HpI/I CJ]y‘-IElfIHO CaMOWHXXCKTUPAHE, He3a0aBHO Ja C€ MOTbpPCU MEAMIIMHCKHU CHBET, KaTO Ha JICKaps C€
npeaoCTaBy JIUCTOBKATA UJIN €TUKETA HA IPOAYKTaA.

CrenyanHy Ipeana3sHi MEpKH 3a 3alllHTa Ha OKOJIHATA CPeJia:

He e npunoxxumo.



3.6 He0naronpusiTHu peakuuu

Kyuera:

Yectu OTOK B MACTOTO Ha MHKEKTHpaHe'
(1 mo 10 ma 100 TpeTHpaHu )KMBOTHH):
Penxu peakius Ha CBPbXYyBCTBUTENHOCT (aHaduIaKcHus,
(1 mo 10 ma 10 000 TpeTtupanu aHTHOeNIeM, INPKYJIATOPEH LIOK, KOJAaIc, TUapus,
KUBOTHH): JCIIHES], TOBPBIIAaHE)

AaHOpEKCcHUsl, HaMaJIeHa aKTUBHOCT
MHoro penku XHUIIEPTEPMUs, JIETApTHsl, HEPa3IOoI0KEHUE
(nmo-manko ot 1 Ha 10 000 TpeTupanu MMYHHO MEJUUPaHa XEMOJIUTUYHA AaHEMUS], IMYHHO
KUBOTHH, BKJIIOUUTEIHO U30JIUPAHH MeIuUpaHa XeMOJUTHYHA TPOMOOUTONEHUS], UMYHHO
CHOOIIEHUS): MEIUHUPAH TTOJTHAPTPUT

1Hpexoz[eH OTOK (C pa3Mep 710 5 cm), KOHTO MOXKe J1a € OOJIe3HEeH, TOIThJ Ui 3aUepBeH. 1031 0TOK Iie
A34e3He CIOHTAHHO WX B MHOI'O rOJIsIMa CTEIEH Ile HaManee 10 14 QHU ciie] BaKCHHAILUITA.

2AKO ce MOSIBAT peakuu Ha CBPHXUYBCTBUTEITHOCT, HE3a0ABHO J1a C€ TMPUIIOKHU MOIXO/ISIIO JICUCHHE.
Te3n peakuy MOTAaT Ja €BOJIOUPAT B TIO-TEKKH CHCTOSIHHS, KOUTO MOTaT JIa ca
’KHBOTO3aCTpPAIIaBAIIIH.

Cho0I111aBaHeTO HAa HEOJArONPHUATHH PEAKIUH € BaxkHO. ToBa MO3BOJIsIBA HEITPEKBCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha BETEpUHAPHHUS JIEKapCTBEH MPoayKT. ChoOIIeHHsTa TPIOBA J1a Ce M3MpaIlar, 3a
MIPEANIOYNTAHE Ype3 BETCPUHAPECH JICKap, WU Ha MPUTESKATEIS Ha Pa3pelIeHUeTOo 3a THPTOBHSI FITH Ha
MECTHHUS My MPEICTABUTEI, WM Ha HAIIMOHATHIS KOMIICTCHTCH OpraH 4pe3 HallMOHATHATA CHUCTEMa 33
choOInaBane. Bukre Touka ,,JlaHHM 32 Bph3Ka“OT JMCTOBKATA.

3.7 ¥Ynorpeb6a no BpeMe Ha OPEMEHHOCT, JIAKTAIIUA WIH siiilleHOCEeHe

BDGMGHHOCT W JJaKTarus:

Moske I1a ce mpuiiara 1o BpeMe Ha BTopata u Tpetara (aza Ha OpemeHHOCTTa. be3onacHocTTa Ha
BETEPUHAPHUS JIEKAPCTBEH MPOAYKT B paHHaTa (a3a Ha OPEMEHHOCTTA M TI0 BPEME Ha JIAaKTalus He €
JIOKa3aHa.

3.8 Bs3aumojeiicTBHe C APYTd BeTEPUHAPHHM JIeKAPCTBEHH MPOAYKTH U Apyru ¢opMu Ha
B3aHMOJIeHCTBHE

Hsma nannuna nHbOpManys 3a 6€30MacHOCTTa H €PUKACHOCTTA OT ChBMECTHOTO M3IIOJI3BAHE Ha Ta3H
BaKCHHA C IPYTU BEeTEPUHAPHU JIEKapCTBEHU NpoAyKTH. [lopanu Ta3u npuunHa, NpuiiaraHeTo Ha Ta3u
BaKCHHA IIPEIM WIN cliell yrorpebara Ha APYT BeTepUHAPEH JIEKapCTBEH NMPOAYKT TpsiOBa z1a ce
MIPELIEHH CTIOpEe] MHAUBUAYAIHNS CITyqau.

3.9 HayuH Ha IpUJIO:KEHHE U J03MPOBKA
IToako:XHO IPUIIOKEHHE.
Jl031poBKa ¥ HAYMH Ha IPUIOKCHHUE:

AcenTruHO cMeceTe uoduin3aTa ChC CycreH3usTa. PaskiaTere 100pe U He3a0aBHO MPHIIOKETE
ISUTOTO ChIABPKUMO (1 ml) OT cMeceHus mpPOAYKT.

BrbHIeH U3ries Ha peKOHCTUTYHpaHaTa BAKCHHA: O€JIe3HUKABO 10 KBITCHUKABO OI[BETCHA, ChC claba
OTaJIeCcIeHIH.



CxeMa 3a HauaJHa BaKCHUHAIIU:
JBe no3u Versican Plus Pi/L4 npe3 uaTepBan ot 3-4 ceqMuIly, ciiell HapbpIiBaHe Ha 6 CeIMUYHA
BB3pACT.

CxeMa 3a peBaKCHHAIHSL:
Enmamana no3a Versican Plus Pi/L4 na ce mpuiara BeqHBX TOIATITHO.

3.10 CumnTomMH Ha nmpeAo3NpaHe (M KOraTo e NPUJI0KMMO — NPOoUeIypH Ha AelicTBHe NIPH
CICLIHHU CIYyYau U AHTHI0TH)

[Ipu npunarane Ha 103a, 10-1bTH O-TONSIMA OT MPENIOPHYAHATA, HE CE HAOIIIOIaBaT HEOIArONPHUSITHA

peakuuy, pa3IudHU OT OMUCAaHUTE B T. 3.6. Bernpeku ToBa Manka 4acT OT )KUBOTHUTE, HA KOUTO €

mpuiIoKeHa 103a, 10 mbTH mo-ToIsiMa OT MpernopbhYaHaTa, MOTaT /1a U3MUTBAT 0OJTKa B MSCTOTO Ha

HWHXEKTHUpaHE CIIe]] IpUarane Ha mpoayKTa

3.11 ChneumnajHu OrpaHUYeHUs 32 YIOTPeda U CIelUATHH YCJI0BHUS 32 yNOTpeda, BKIIOUYUTETHO
OrpaHHYeHHs 32 ynoTpedaTa HA AHTUMUKPOOHYU U MPOTUBONAPA3ZUTHH BeTEPUHAPHH
JIEKAPCTBEHU MPOAYKTH, € 1eJI 12 ce OTPAHMYU PUCKDBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npuoxxumo.

3.12 KapeHTHHU CpOKOBe

He e npuoxxumo.

4. HUMYHOJOT'HYHA UHO®OPMALIUSA

4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QI07AI08
BakcuHara e mpeHa3HavyeHa 3a aKTUBHA MMYHHU3alMs Ha 3[paBy Ky4eHIa U KyueTa cpelly 00JecTH,
MPUYUHEHH OT Ky4elIKy napauHQIyeHa BUpyc, Leptospira interrogans ceporpyma Australis ceporun
Bratislava, Leptospira interrogans ceporpyna Canicola ceporun Canicola, Leptospira kirschneri
ceporpyna Grippotyphosa ceporun Grippotyphosa u Leptospira interrogans ceporpyra
Icterohaemorrhagiae ceporun Icterohaemorrhagiae.

5. DAPMAIEBTUYHU JAHHU

5.1 OcCHOBHHM HECHBMECTHMOCTH

HpI/I JIMIICA Ha JaHHU 34 CbBMECTUMOCT, TO3U BETCPUHAPCH JICKAPCTBCH MPOAYKT HC TpH6Ba Ja 6’I)Z[C
CMCCBAH C APYIru BETCPHUHAPHU JICKAPCTBCHU IIPOAYKTH.

5.2 Cpoxk Ha rogHoct

Cpok Ha rOZIHOCT Ha KpaiHUs BETepUHAPEH JICKAPCTBEH MPOJYKT: 2 TOJANHH.
CpoK Ha FOZHOCT CIIe/l pa3TBapsHE B ChOTBETCTBUE C MHCTPYKIMHUTE: U3I0JI3BaiiTe He3a0aBHO.

5.3 CuoeuuajHu ycja0Bus 32 CbXpaHeHUe
Ja ce cpxpaHsBa U TpaHCIIOPTHpPA B 0xJaieHo cheTosiHue (2 °C — § °C).

[a He ce 3ampasssa.
Jla ce ma3u OT CBETJIMHA.



5.4 Bwuau cbcTaB HA TBPBHYHATA ONAKOBKA

CroriteH ¢nakon tun [, kolTo chabpka 1 1o3a arnodunusar, 3aTBOpEeH ¢ OpoMoOyTHIIOBa 'yMeHa
Tarna ¥ aTyMHUHHEBA Karayka.

CropxiteH ¢naxon tun I, koliTo ceabpska 1 ml cycnensus, 3aTBOpeH ¢ XJI0poOyTHIOBa T'yMEHa Tara u
IyMUHHEBA Kallauka.

Pasmep Ha omakoBkaTa:

ITmacTmacoBa KyTHS, KOSITO ChABPKaA 25 ¢urakona (1 mo3a) muodwmmmsat u 25 durakona (1 ml)
CYCIICH3HSI.

[TnacTmacoBa KyTHs, KosATo cbabpka 50 daakona (1 go3a) rmodunuszar u 50 ¢nakona (1 ml)
CYCHEH3HA.

He Bcuukm pa3mepu Ha omakoBKaTa MoraT Jia ObJar npeAjaraHy Ha rnasapa.

5.5 CroenuajHu MepKH 32 YHUIIIO:KABAHe HA HEM3MOJI3BAHN MPOIYKTH HJIH OCTATHIU OT THAX

BerepunapHuTe 1eKkapCcTBEHU MPOTYKTH HE TPsIOBa 1a ObJaT U3XBBPISHHU Upe3 OTHAIHU BOIU HITU
OHUTOBH OTIAIBLIH.

Wznomn3BaiiTe mporpamu 3a BpblllaHe PH YHUIIIOKABAHETO HA HEW3MOI3BaHU BETEPUHAPHU
JIEKapCTBEHU MPOIYKTH WM OCTATHIM OT TAX B ChOTBETCTBUE C M3UCKBAHMATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUYKH HAIMOHAIIHA CUCTEMU 3a ChOUpPaHe, MPUIIOKUMU 33 ChOTBETHHS
BETEPUHAPECH JICKAPCTBEH MPOIYKT.

6. HUME HA ITPUTEKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUs

Zoetis Belgium

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUs1

EU/2/14/172/001

EU/2/14/172/002

8. [ATA HA IIbPBOTO U3JJABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS
Jlata Ha MEPBOTO W3/1aBaHe Ha pa3penieHneTo 3a Thpropus: 31/07/2014

9. JATA HA HOCJIEAHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

10. KIIACU®PUKALUS HA BETEPUHAPHUTE JIEKAPCTBEHU TPOAYKTHU
Jla ce oTirycka caMo M0 JIEKapCcKO MpeIUCaHHE.

[Monpo6Ha nH(popMaIus 3a TO3U BETCPUHAPEH JICKAPCTBEH MPOYKT MOXKE JIa HAMEpUTE B 0a3arta IaHHU
Ha Cpro3a orHOCHO npoayktute (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

HPUJIOKEHHUE 11
JAPYI'N YCJIOBUSA N UBNCKBAHUSA KBM PASPEHLIEHUETO 3A THhPI'OBUs

Hswma.



INPUJIOKEHHME 111

ETUKET U JINCTOBKA



A. ETUKETH



HNHOOPMAILMSA, KOATO CE U3IINCBA BbPXY BHbHIIHATA OITAKOBKA

KYTUs

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Versican Plus Pi/L4 nuodunuzar u cycreH3us 3a HH)KEKIIMOHHA CYCIICH3U.

2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

Besika mo3a ot 1 ml chabspixka:
AKTHBHH BelllecTBAa:

JInodguansar CKUB ATEHIOUPAH):
Canine parainfluenza virus Type 2

Cycnien3usi (MHAKTUBHPAHA):

L. interrogans ceporun Icterohaemorrhagiae
L. interrogans ceporun Canicola

L. kirschneri ceporun Grippotyphosa

L. interrogans ceporun Bratislava

Minimum
103! TCIDso

ALR titre > 1:51
ALR titre > 1:51
ALR titre > 1:40
ALR titre > 1:51

Maximum
10> TCIDsy

3. PASMEP HA OITAKOBKATA

25x 1 nosa
50 x 1 mo3a

4. BUJOBE ’KUBOTHMU, 3A KOUTO E ITPEJJTHA3HAYEH BJIII

Kyuera.

‘ 5. TEPAIIEBTUYHU INIOKA3AHUA

‘ 6. HAYNHU HA TPUJIOKEHHUE

HO,E[KO)KHO IMPUIJIOKCHUC.

‘ 7. KAPEHTHHU CPOKOBE

‘ 8. CPOK HA I'OJJHOCT

Exp. {mm/rrrT}
Cren pa3TBapsiHe U3ION3BaiTe He3abaBHO.
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‘ 9. CIIEHUAJIHU YCJIOBUS 3A CbXPAHEHUE

Jla ce chXpaHsBa M TPAHCIIOPTHPA B OXJIAJICHO ChCTOSIHHUE.
Jla He ce 3ampassiBa.
Ila ce masu OT CBETJIMHA.

‘ 10. HAJIUCHT ,JIPEJU YIIOTPEBA IPOYETETE JIMCTOBKATA“

[Ipenu ynorpeda npodereTe ITUCTOBKATA.

11. HAMIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMEIHUIIMHCKA yIIOTpeoa.

12. HAJIHUCHT “IJA CE CbXPAHSBA JAJIEY OT IIOI'VIEJA U HA HEJOCTBIIHUA
3A JEIJA MECTA”

ﬂ;a CC ChbXpaHdBa AaJIed OT Iorjieaa U Ha HECAOCTHIIHU 3a A€1a MECTa.

‘ 13. HME HA IPUTEXATEJIS HA PASPEIIEHUME 3A ThPI'OBUS

Zoetis Belgium

14. HOMEPA HA PASBPEHIEHUMETO 3A ThbPI'OBUS HA BJIIIT

EU/2/14/172/001 25 x 1 no3a
EU/2/14/172/002 50 x 1 mo3a

| 15. MAPTHMJEH HOMEP

Lot {Homep}
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MHUHHMUMYM UHO®OPMALMUA, KOATO TPABBA JA BbJAE U3IIMCAHA BBPXY MAJIKA
OITAKOBKM BJIII, KOUTO CBABPXKXAT EJUHUYHA 103A

®JIAKOH (1 1O3A JIMODUJIIN3AT)

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Versican Plus Pi/L4

tal

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

Pi
1 mo3a

| 3. TAPTHJEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJIHOCT

Exp. {mm/rrrT}
Cren pa3TBapsiHe U3ION3BaiTe He3a0aBHO.
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MHUHUMYM HHOOPMAILIUA, KOATO TPABBA JJA BbJAE U3IIMCAHA BbPXY MAJIKH
OITAKOBKM BJIII, KOUTO CBABPXAT EJUHUYHA 103A

®JIAKOH (1 ML CYCIIEH3UA)

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Versican Plus Pi/L4

tal

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEILIECTBA

L4
1 ml

3.  MAPTHUJEH HOMEP

Lot {Homep}

|4 CPOK HA TOJIHOCT

Exp. {mMm/rrTT}
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B. JINCTOBKA

14



JIMCTOBKA
1. HaumenoBaHue HA BeTepHHAPHUS JIeKAPCTBEH MPOAYKT
Versican Plus Pi/L4 nuodunuszar u cycrneH3us 3a HHXEKINOHHA CyCIICH3Us 3a KydeTa
2. CncraB
Beska mo3a ot 1 ml cpabpxa:

AKTHBHH BelllecTBA:

Jlnopuan3at (KUB ATEHIONPAH): Minimum Maximum
Canine parainfluenza Type 2 virus, mam CPiV-2 Bio 15 10> TCIDso* 10>! TCIDso*

Cycrnen3usi (MHAKTHBHPAHA):
Leptospira interrogans ceporpymna Icterohaemorrhagiae

cepotu Icterohaemorrhagiae mam MSLB 1089 ALR** titre > 1:51
Leptospira interrogans ceporpyma Canicola

ceporurn Canicola, mam MSLB 1090 ALR** titre > 1:51
Leptospira kirschneri ceporpyna Grippotyphosa

ceportun Grippotyphosa, mam MSLB 1091 ALR** titre > 1:40
Leptospira interrogans ceporpymna Australis

cepotun Bratislava, mam MSLB 1088 ALR** titre > 1:51
* TpkanHa KynTypaitHo nH)eKro3Ha go3a 50%.

**  AHTHTENa MUKPO arilyTHHAIUSA-INTHYHA PEeaKIIsl.

AKYBaHT:

Aluminium hydroxide 1,8-2,2 mg.
BBHIIHMAT U3raen e KakTo cieasa:

JInounmsar: G510 OLBETEHO, IIYTUIECTO CHIBPIKUMO.
CycrnieH3us: Oele3HNKaBO OLBETCHA ¢ (PUH CEAUMEHT.

3. Bupose ;kMBOTHH, 32 KOUTO ¢ npegHasHaden BJIII
Kyuera.
4. Iloka3anus 3a ynorpeoda

3a aKTHBHA UIMYHH3aLlMs Ha KydeTa Ha Bb3pacT Hag 6 CeAMUIIH:

- 3ampenmasBaHe OT IMOsIBa Ha KIMHWYHU MTPU3HALM (M3TEYCHHUS OT HOCA M OYMTE) M 32 HAMaJIsIBaHe
Ha BUPYCHOTO M3IBUUTEIICTBO, CBBP3aHH C KYyUEIIKH MapanHQIIyeHIa BUPYC;

- 3ampeanasBaHe OT MOsIBa HA KIMHUYHY MPU3HAIM, MH(EKUIUS U OTAETIHE C ypuHAaTa Ha
L.interrogans ceporpyna Australis ceporum Bratislava;

- 3ampenmasBaHe OT IOsIBAa HAa KIMHWYHY NTPHU3HALN, OTACISIHE C ypUHATA U 32 HAMAJIIBaHE Ha
undextupaneto ¢ L.interrogans ceporpyna Canicola ceporun Canicola u L.interrogans
ceporpymna Icterohaemorrhagiae ceporurn Icterohaemorrhagiae;

- 3ampenmasBaHe OT IMOsIBAa HAa KIMHWYHY NTPU3HALHN, OTAEIISIHE C ypUHATA U 32 HAMAJIIBaHE Ha
undexrupanero ¢ L.kirschneri ceporpymna Grippotyphosa cepotun Grippotyphosa;

Hayano Ha umyHUTETA:
- 3 ceAMHMIIHU ClIe] MPUKIIFOYBAaHe Ha HavaiHusA Kypc 3a CPiV u
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- 4 cegMmuuu cie NPUKIIOYBAHE HA HAYAJIHUA KypC 32 KOMIIOHEHTUTE Leptospira.

IIpoasmkuTenHOCT Ha UMyHUTeTa: Hail-manko 1 ronrHa cien HadalHUS BAKCHHAITMOHEH KypcC 32
BCUUYKH KOMIIOHeHTH Ha Versican Plus Pi/L4.

5. IIpoTuBonokazanus
Hsma.
6. CrenmaJiHu npeaynpe:RIeHus

CrenmanHu npeaynpeKaeHNs:

Jlo0Bp nMyHEH OTIOBOp Ce MOJIy4aBa pH 31paBa UIMyHHA cucTeMa. IMyHHUST OTTOBOP IpU
KUBOTHHUTE MOJKE J1a ObJle KOMIIPOMETUPAH OT Pa3IndHH (PaKTOPH KaTo BIIOIIEHO 31pase,
HEITBJIHOLIEHHO XpaHeHe, TEHETUYHU (PaKTOPH, CHITHTCTBAIIO MEAMKAMEHTO3HO JICUCHUE U CTPEC.

Jla ce BakcHHUpAT camMo 37paBH KUBOTHH.

CrielnaiHu pena3Hu MepKH 3a 0e30macHa ynotpeda Mpu BUJIOBETE dKUBOTHH, 32 KOUTO €
npennasgaued BJIIT:

[[lamMbT Ha )KUBUTE aTCHIOMPAaHHU BUPyCHHU BakcnHU CP1V Moke 1a ce pa3nmpocTpaHsBa OT
BaKCMHHPAHUTE Ky4d€Ta CJIC] BAKCUHAIIWA. B’preKI/I TOBaA, 6naroaapeHHe Ha HHCKaTa I1IaTOIr'€HHOCT Ha
TO3U IIIaM, HE € He0OX0IMMO BaKCHHUPAHUTE KydeTa Jla Ce N30JIMpaT OT HEBAKCUHUPAHUTE.

CHe]_[I/IaJIHI/I npeamnasHu MECPKHU, KOUTO TDH6B3 Ja B3EMC JIMIICTO, MMpUjaaramo BETCPUHAPHUA
JICKApCTBECH MNPOAYKT Ha JKUBOTHHUTC!

HpI/I cnyqaﬁHo CaMOUHXXCKTHUPAHC, He3a0aBHO Ja €€ NOThbpPCU MCAULUHCKHU CBBET, KAaTO HA JICKAPS CC
Mpe€aoCTaBy JIUCTOBKATa UJIM €TUKETA HAa TPOAYKTaA.

CrneuuanHy opeAna3Hyd MEPKH 3a 3alluTa Ha OKOJHaTa cpefa:
He e npunoxumo.

BpeMeHHOCT 1 JlakTanus:

Mosxe Ja ce mpuiiara o Bpeme Ha Bropara u tperara ¢asa Ha OpeMeHHOCTTa. besonacHocTTa Ha
BETCPUHAPHUS JIEKAPCTBEH MIPOAYKT B paHHaTa (a3a Ha OpeMEHHOCTTa M TI0 BpEeMe Ha JIaKTalus He €
JOKa3aHa.

BsanmorneiicTBre ¢ Ipyru BETEpHHAPHH JEKAPCTBEHHU MPOIYKTH U APYTH HOPMU Ha B3aUMOJICHCTBHE:
Hsma nannuna nadopmanus 3a 6€30MacHOCTTa U €(UKACHOCTTa OT ChBMECTHOTO M3IIOJI3BaHE HA Ta3H
BaKCHHA C IPYTY BETEPUHAPHU JIEKapCTBEHU NpoAyKTH. [lopanu Ta3u nmpuurHa, IpUIAraHeTo Ha Ta3u
BaKCHHA TPe¥ WK CJeJl yioTpedara Ha IpyT BeTEpHHAPEH JEKapCTBEH MPOIYKT TPsOBa 1a ce
MIPELIEHH CTIOpe] MHAUBUAYAIHUS CIIyqau.

IIpenosupane:
[Ipu npunarane Ha 103a, 10-16TH O-TONSIMA OT MIpENOpbhYAHATA, HE Ce HAOJI0JaBaT HEOIAaronpHsITHH

peakiuu, pa3iuyHu oT onucanute B T. 7. (HeOnaronpusitHu peakiun). Beipekn ToBa Maika 4act ot
JKUBOTHHUTE, HA KOWTO € MPHIIoKeHa /1032, 10 mbTH mo-rojisiMa OT MpernopbyaHaTa, MOTaT J1a U3IUTBAT
00JKa B MSICTOTO Ha HHXXEKTHPAHE CIIe/ MpHUiaraHe Ha MPOoayKTa.

CrielnaiHy OTpaHUYCHUS 33 YIIOTpeda U cHelnaaIHy yCIOBH 3a ynorpeoa:
He e npunoxumo.

OCHOBHU HECHBMECTUMOCTH:
[Ipu nunca Ha JaHHU 32 CbBMECTUMOCT, TO3U BETEPUHAPEH JICKApCTBEH NPOAYKT He TpsAOBa na 0bae
CMECBaH C APYI'Y BETEPUHAPHU JIEKAPCTBEHU IIPOYKTH.
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7. HeOsaronpusaTHu peakuun

Kyuera:

UYectn (1 mo 10 Ha 100 TpeTHpaHU >KHBOTHH):

OTOK B MACTOTO Ha MHKEKTHpaHe'

Penxu (1 1o 10 va 10 000 TpeTHpaHu )KUBOTHH):

PeaxIys Ha CBPHXUyBCTBUTENHOCT (aHA(HIAKCHS, AHTHOEIEM, IIUPKYJIATOPEH MoK, KOJAIIC,
IUapysl, AUCIHEs, OBPbILAHE)

aHOpEKCHUsl, HaMaJIeHa aKTUBHOCT

Mmoro penku (mo-manko ot 1 Ha 10 000 TpeTrpanu )KUBOTHH, BKIFOUUTEIHO U30JIHUPAHU
CHOOIICHUS):

XHUIIEPTEPMUS], JIETAPTHsl, HEPa3MOI0KEHUE

MMYHHO MEIUMPaHa XEMOJIUTHUYHA aHEMHS, IMyHHO MEAMUPAaHa XEMOJIUTHYHA
TPOMOOIIMTOIIEHHS, UIMYHHO MEIMUPAH NOJTHAPTPUT

1Hpexoz[eH OTOK (C pa3Mep 710 5 cm), KOHTO MOXKe J1a € OOJIe3HEH, TOIThJ WiIH 3a4epBeH. T0o3u OTOK IIie
A34e3He CIOHTAHHO WA B MHOI'O rOJIsIMa CTEIEH Iile HaManee 10 14 QHU ciie] BaKCHHAIUITA.

2AKO ce MOSIBAT peakIuu Ha CBPHXUYBCTBUTEITHOCT, HE3a0aBHO J1a C€ TMPUIIOKHU MOIXO/ISIIO JICUCHHE.
Te3n peakuy MOTaT Ja €BOJIOUPAT B TIO-TEXKKH CHCTOSIHHSI, KOUTO MOTaT JIa ca
YKUBOTO3aCTpaIllaBaliy.

Cpo01aBaHeTo Ha HEOIArOMPHUATHH PEaKLMH € BakHO. ToBa MMO3BOJIsIBA HEMMPEKHCHAT MOHUTOPHUHT Ha
Oe3omacHOCTTa HAa MPOAYKTA. AKO 3a0€NeXNTe HAKAKBU HEONAaroNpHsITHA PEaKIUH, BKIFOUUTETHO U
TaKWBa, KOUTO HE Ca OIMCAaHU B Ta3u JIMCTOBKA WJIM MUCIIUTC, Y€ BETCPUHAPHHUA JICKAPCTBCH NIPOAYKT
HE JICCTBa, CBBPXKETE ce MLPBO ¢ Bamms BerepruHapeH jiekap. MoeTe ChINo 1a ChoOIaBaTe
HeONMaronpusATHU PEaKui Ha IPUTEXKATEN Ha Pa3pelICHUETO 32 ThPrOBUS WIA HA MECTHUS
MIPEICTaBUTEN Ha IPUTEKATENSI HAa Pa3pEIICHUETO 32 ThPrOBUs, KaTO U3ITOJI3BATE JAHHUTE 32 KOHTAKT
B Kpasi Ha Ta3M JIMCTOBKA WK upe3 Bamara HanmoHanHa cucTeMa 3a cho0maBane: {ogpoOHOCTH 3a
HaIMOHAJIHATA CUCTEMA } .

8. Jo3upoBKa 32 BCEKU B/l ’KMBOTHO, HAUMHU M METO/ HA NPUJI0KEHHE
TToikOXKHO MPUIIOKEHUE.
Cxema 3a HayaJTHa BAKCUHAIIHSA:

JBe no3m Versican Plus Pi/L4 npe3 naTepBan ot 3-4 ceaMuIly, ciiesl HaBbPIIBaHE HAa 6 ceIMUYHA
BB3PACT.

Cxema 3a peBaKCHUHALIMSL:
Enunnuna nosa Versican Plus Pi/LL4 na ce npuiara BeIHBK T'OAMIITHO.

9. CbBeTH 32 NPABUJIHOTO MPHJIATaHEe HA MPOAYKTA

AcenTruHOo cMeceTe nuoduimn3aTa ChC CycrneH3usTa. Paskinarere 100pe U He3a0aBHO MPHIIOKETE
IS10TO ChABPKUMO (1 ml) OT cMeceHUsT TIPOTYKT.

BrbHIIICH H3IIIe]] HA PEKOHCTUTYHPaHaTa BaKCUHA: OSJIe3HUKABO JI0 KBITCHUKABO OIBETEHA, ChC cllada
OITaJIECIIEHITHS.
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10. KapenTHu cpokxoBe

He e npunoxxumo.

11. ChnenmajaHu ycJIOBHSA 32 CbXpPaHeHHe
Ja ce cpxpaHsBa aaned OT Iorjiena U Ha HeIOCTHITHY 3a JIella MecCTa.

[a ce cpxpaHsiBa u TpaHCIIOPTUPa B oxJaaeHo ceerosaue (2 °C — 8 °C).

a He ce 3ampassiBa.

Jla ce mas3u OT CBETJIMHA.

Jla He ce M3I0JI13Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOAYKT CJIE/ M3THYaHEe CPOKa Ha TOJHOCT,
IIOCOYEH BBPXY eTHKeTa cien Exp.

CpOKBT Ha TOJJHOCT OTrOBaps Ha MOCIEIHHS A€H OT TO3U MECell.

Cpok Ha TOZHOCT Clie/l pa3TBapsHe, ChbIIACHO yKa3aHUATA: U3I0J3BaiiTe He3a0aBHO.

12. CrhennaJiHu NpeANa3HU MePKH NPH YHUIOKaBaHe

BerepunapHuTe 1€KapCcTBEHU MPOTYKTH HE TPOBa 1a ObJAT U3XBBPISTHHU Upe3 OTHaIHU BOIU HITH
OWTOBU OTHAIBIIY.

W3non3BaiiTe mporpamu 3a BpblllaHe IpU YHUIIOKABAHETO Ha HEM3MOI3BaHU BETepUHAPHU
JIEKapCTBEHU MPOTYKTH MM OCTATBHIM OT TAX B CbOTBETCTBUE C N3UCKBAHUATA HA MECTHOTO
3aKOHOZATEJICTBO U C BCUUKHU NPUIOKUMH HALIMOHAJIHU CUCTEMU 3a chOupane. Te3n MepkH e
MIOMOTHAT 3a OIIa3BaHE Ha OKOJIHATA Cpeia.

[NonuTaiite Bamust BeTepuHapeH Jiekap Win ¢papManeBT Kak J1a YHUIOXHUTE HEHYKHH BETCPHUHAPHU
JIEKapCTBEHU MPOIYKTH.

13. Kuiacupukanusi Ha BeTepHHAPHHUTE JEKAPCTBEHH NMPOAYKTH

ﬂa CC OTITyCKa CaMO II0 JICKapCKO MpEAINrcaHue.

14. Homepa Ha pa3pelieHHeTO 32 THPTOBUS U pa3MepH ONAKOBKH
EU/2/14/172/001-002

[TnacTmacoBa KyTHs, KOATO Chabpka 25 daakona (1 go3a) rmodunusar u 25 ¢nakona (1 ml)
CYCIICH3HSL.

ITmactmacoBa KyTHs, KOSITO chabpxka 50 durakona (1 mo3a) mrnodpunusat u 50 dmakona (1 ml)

CYyCIIEH3HA.

He Bcuuku pa3mepu Ha onmakoBKaTa MOrar Aa ObJIaT MpeAsiaraHy Ha masapa.

15. JlaTa Ha mocjieiHaTa peaKIUs HA TEKCTa
{A/MM/TTTT}

[MonpoOHa nHpopMaIKs 32 TO3M BETEPHHAPCH JICKAPCTBEH MPOIYKT MOKE Jla HaMepuTe B 0azaTta JaHHU
Ha Cwro3a otHocHO npoaykrtute (https://medicines.health.europa.cu/veterinary).
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16. /lanHu 3a Bpb3Ka

IIpurexaren Ha pa3pelICHUETO 3a ThPTrOBHSL:
Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve

benrns

IIpousBoauTe, OTTOBAPSIL 38 OCBOOOKIABAHETO HA MAPTUIU:
Bioveta a.s.

Komenskeho 212/12

683 23 Ivanovice Na Hane

Yexus

MectHn npEACTABUTCIIN U JAaHHU 34 BPBH3Ka 3a CL06gaBaHe Ha npeanojaracMmn HG6J'I3.FOHQI/I$ITHI/I
PCAKIN:

Belgié/Belgique/Belgien Lietuva
Zoetis Belgium Zoetis Belgium
Mercuriusstraat 20 Mercuriusstraat 20
BE-1930 Zaventem 1930 Zaventem
Tél/Tel: +32 (0) 800 99 189 Belgija

Tel: +370 610 05088
Peny6auxka bbarapus Luxembourg/Luxemburg
Zoetis Belgium Zoetis Belgium
Rue Laid Burniat 1 Mercuriusstraat 20
1348 Louvain-la-Neuve 1930 Zaventem
benrus Belsch
Ten: +359 888 51 30 30 Tél/Tel: +32 (2) 746 80 11
Ceska republika Magyarorszag
Zoetis Ceska republika, s.r.o. Zoetis Hungary Kft.
nameésti 14. fijna 642/17 Csorsz u. 41.
CZ 150 00 Praha HU-1124 Budapest
Tel: +420 257 101 111 Tel.: +36 1 224 5200
Danmark Malta
Zoetis Animal Health ApS Agrimed Limited
Oster Alle 48 Mdina Road, Zebbug ZBG 9016,
DK-2100 Kagbenhavn MT
TIf: +45 70 20 73 05 Tel: +356 21 465 797

adr.scandinavia@zoetis.com

Deutschland Nederland

Zoetis Deutschland GmbH Zoetis B.V.

Schellingstr. 1 Rivium Westlaan 74

DE-10785 Berlin NL-2909 LD Capelle aan den 1Jssel
Tel: +49 30 2020 0049 Tel: +31 (0)10 714 0900

tierarzneimittelsicherheit@zoetis.com
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Eesti

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgia

Tel: +370 610 05088

Kvnpog

Zoetis Hellas S.A.
DpayrokkAnoiig 7, Mapovot
15125, Attucn

EMGda

TnA: +30 210 6791900

Espaiia

Zoetis Spain, S.L.

Parque Empresarial Via Norte Edificio n°1,
¢/ Quintanavides n°13

ES-28050 Madrid

Tel: +34 91 4191900

France

Zoetis France

10 rue Raymond David
FR-92240 Malakoff

Tél: +33 (0)800 73 00 65

Hrvatska

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2

HR-10000 Zagreb

Tel: +385 1 6441 462

Ireland

Zoetis Belgium S.A. (Irish Branch)
2nd Floor, Building 10,
Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800

Island

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn
Danmorku

Simi: +45 70 20 73 05
adr.scandinavia(@zoetis.com
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Norge

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn
Danmark

TIf: +47 23 29 86 80
adr.scandinavia(@zoetis.com

Osterreich

Zoetis Osterreich GmbH
Floridsdorfer Hauptstr. 1
AT-1210 Wien

Tel: +43 (0)1 2701100 100

Polska

Zoetis Polska Sp. z o.0.
ul. Postepu 17B

PL - 02-676 Warszawa
Tel.: +48 22 2234800

Portugal

Zoetis Portugal Lda.
Lagoas Park, Edificio 10
PT-2740-271 Porto Salvo
Tel: +351 21 042 72 00

Romania

Zoetis Romania S.R.L.

Expo Business Park, 54A Aviator Popisteanu,
Cladirea 2, Etaj 1-3, Sector 1,

Bucuresti, 012095 - RO

Tel: +40785019479

Slovenija

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2,

10000 Zagreb,

Hrvaska

Tel: +385 1 6441 462

Slovenska republika

Zoetis Ceska republika, s.r.o.
namésti 14. fijna 642/17

150 00 Praha

Ceska republika

Tel: +420 257 101 111
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Italia

Zoetis Italia S.r.1.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111

E)\LGoa

Zoetis Hellas S.A.
DpayrokkAnoiag 7, Mapovot
EL-15125 Attt

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

17. JombanuTeana nHpopmManus

Suomi/Finland

Zoetis Finland Oy

Bulevardi 21 / SPACES
FI-00180 Helsinki/Helsingfors
Suomi/Finland

Puh/Tel: +358 10 336 7000
laaketurva@zoetis.com

Sverige

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 K&penhamn
Danmark

Tel: +46 (0) 76 760 0677
adr.scandinavia@zoetis.com

United Kingdom (Northern Ireland)
Zoetis Belgium S.A. (Irish Branch)
2nd Floor, Building 10,

Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800

BakcuHaTa ¢ npeiHa3HauYeHa 3a aKTHBHA MMYHHU3AIUs Ha 3[paBH KyUYeHIa U Ky4eTa cpelry 00JIecTH,
NPUYMHEHH OT Ky4ellKu napanHyeHIa BUpyc, Leptospira interrogans ceporpymna Australis cepoTturn
Bratislava, Leptospira interrogans ceporpyna Canicola cepotun Canicola, Leptospira kirschneri
ceporpyna Grippotyphosa ceporun Grippotyphosa u Leptospira interrogans ceporpyra
Icterohaemorrhagiae ceporun Icterohaemorrhagiae.
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