MNPUJIOKEHHUE |

KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HAUMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Versican Plus Pi, muodunu3zaTt u pa3TBOPUTEN 3a MHXKEKIIMOHHA CYCIICH3Us 3a KyueTa

2. KAYECTBEH U KOJIMYECTBEH CHLCTAB
Besika mo3a ot 1 ml cpanpixa:

AKTHBHH BellleCTBA:

JInoduanzar (KUB ATEHIOUPAH): Minimum Maximum
Canine parainfluenza Type 2 virus, mam CPiV-2 Bio 15 103! TCIDso* 10> TCIDso*
* TopkanHa KynTypanHo nHpekunos3na go3a 50%.

HOMOI]IHI/[ BelecrBa:

KauecTBeH chCcTaB Ha MNOMOIIIHUTE
BeIIECTBA U JIPYIUTE€ CbCTABKH

JInodpnimsar:

Trometamol
Edetic Acid
Sucrose
Dextran 70

PasrBopuTea:

Water for injections (Aqua ad iniectabilia)

BbBHIIHUAT U3riIe]] € KaKTo cleIBa:
JInodunmsar: 6510 OLBETEHO MIYTUIECTO ChABPIKAMO.
PazTBopuTen: mpo3padeH Oe3MBETCH pa3TBOP.
3. KINMHUYHA HH®OPMAILIU S
3.1 BupaoBe :KMBOTHH, 32 KOUTO e npeaHazHayex BJII
Kyuera.
3.2 Tloka3anmus 3a ynorpeda 3a BCeKH BH/I }KHBOTHH, 32 KOWTO € MpeHA3HAYEH NPOAYKTHT
3a akTUBHA UMYHH3AIMs HA Ky4eTa Ha BB3pacT HaJ 6 CEIMMUIIN:
— 3a mpeamasBaHe OT MMOsIBAa HA KIMHUYHH NMPU3HANHN (M3TCUEHUS OT HOCA M OUHTE) U 32

HaMaJIsIBaHC HAa BUPYCHOTO HU3JIBUYUTCIICTBO, CBBP3aHU C KYyUCHIKH napaHH(bnyeHua BUpYC.

Hauvano Ha uMyHHuTeTa:
3 cenMuLM ciel MPUKIIOYBAaHE HA HAYaHUS KypC.

IIpoABIKUTENHOCT HA UMYHUTETA:
Haii-manko 1 roguHa ciies Ha9aaTHUS BaKCHHAITMOHEH KypC.




3.3 IlporuBomokazanus

Hswma.

3.4 ChnenuajaHu nmpeaynpexIeHus

JoO0bp UMYHEH OTIOBOp ce TIoJTy4aBa IpH 3/[paBa UIMyHHA cHcTeMa. IMyHHUST OTTOBOP NpU
KUBOTHHUTE MOKeE J1a ObJIe KOMIPOMETHPAH OT Pa3iuiHU (pakTOpH KaTo BIIOIICHO 31paBe,
HEMBJIHOLIEHHO XpaHEeHEe, TeHETUYHHU (PaKTOpH, ChIIBTCTBAIO MEAUKAMEHTO3HO JIEUCHUE U CTPEC.
[a ce BakcHHUpAT caMoO 3ApaBH KUBOTHH.

3.5 CrhenuajHu npeana3Hu MepKH MPH ynoTpeoda

Croenuaiiy npeana3sHy MEpKHU 3a 0e3onacHa ynorpeda Ipy BUJIOBETE KUBOTHH, 3a KOUTO €
npenHasnaued BJIIT:

lambt CPiV Ha )xuBata aTeHIOMpaHa BUPYCHA BAKCHHA MOXKE J1a Ce Pa3lpOCTPaHsBa OT
BAaKCMHHMPAHUTE KydeTa Clle]] BaKcuHauus. Beipeku ToBa, 6iaronapeHue Ha HUCKaTa IaTOr€HHOCT Ha
TO3M IaM, He € He0OXOJMMO BaKCHHUPAHUTE KydeTa Jia ce AbPJKaT Jajed OT HEBaKCHHUPAHUTE.

Crenpaiaiy opeana3sHy MEPKHU 34 JIMLATa, IPUIaraiy BETepUHapHUsL JIEKApCTBEH IPOJAYKT Ha
JKUBOTHHTE:

HpI/I CHy‘laﬁHO CaMOUHXCKTHUPAHEC, He3a0aBHO Ja €€ NOThbPCU MCAULIMHCKU CBBET, KAaTO HA JICKAPA CC
IIpe€aOoCTaBy JTUCTOBKATa UJIM €TUKETA Ha IIPOAYKTA.

CHCHI/IaJIHI/I OpeanasH MCPKHU 3a 3allyTa Ha OKOJIHATa cpejaa:

He e npuoxxumo.

3.6 Heb6JaronpusiTHu peaKuuu

Kyuera:
Yectu OTOK B MACTOTO Ha MHKeKTHpaHe'
(1 mo 10 ma 100 TpeTHpaHH )KHBOTHH):
Penxn peakiys Ha CBPHXUyBCTBUTENHOCT’ (aHA(HIAKCHS,
(1 mo 10 na 10 000 TpeTupanu aHTMOeIeM, LIUPKYJIATOPEH IOK, KOJIAIC, IUapus,
KUBOTHH): JIMCIIHESI, TOBPBIIAHE)
AaHOPEKCHSl, HAMaJIeHa aKTHBHOCT
MHoro penku XHUIIEPTEpMUsl, JIETapIus, HEPa3MoJIOKEHNE
(mo-manko ot 1 Ha 10 000 TpeTupanu
KUBOTHH, BKJIIOUUTEIHO N30JIUPaHH
CHOOIICHUS):

Tpexonen otok (pasmep 10 5 cm), KoifTo Moke 1a e GoNe3HeH, TOMbI 1K 3auepBed. To3u OTOK Ie
M34Ye3He CIIOHTAHHO WJIM B MHOTO ToJIsiMa CTEMeH Iie HaMmajee 10 14 aHu ciieq BakCHHAIHATA.

2r[pI/I IosABa Ha p€aKluu Ha CBPBbXYYBCTBUTCIIHOCT He3a0aBHO Ja CC MPUJIOKHU NOAXOAANIIO JICUCHUC.
Tes3n p€aKknnu MOrat a €BOJOHUPAT B IMO-TCKKHU CbCTOAHUA, KOUTO MOraT Jia ca
JKUBOTO3acTpalaaBaliu.

Cro0IaBaHeTo Ha HEOIArOMPUATHH PEAKIUH € BakHO. ToBa MO3BOISIBA HEMPEKbCHAT MOHUTOPUHT HA
0e30macHOCTTa Ha BETEPHHAPHUS JICKAPCTBEH MPOoAYKT. ChOOIIEHHTA TPSOBA 1a ce U3IpaIiar, 3a
MMpEeAIoYUTaHeC Ype€3 BETCPUHAPCH JICKAP, UJIU Ha IMPUTCKATEIA Ha Pa3pCUICHUETO 3a THProBus UK HA



HallMOHAJIHUA KOMIICTCHTCH OPraH 4Ype3 HalluOHAJIHATa CUCTEMaA 3a C’bO6H.[aBaHe. 3a ChbOTBETHHTE
JaHHU 3a BPb3Ka BUKXTC JIMCTOBKATA.

3.7 Ynorpeda mo BpeMe Ha OPeMEHHOCT, JIAKTALUS WU siilleHOCeHe

BbpeMeHHOCT U JIaKTaIHs:

Moxe na ce mpuiara 1o BpeMe Ha BTopara u TpeTara ¢as3a Ha OpeMeHHOcTTa. bezomacHocTTa Ha
BETCPUHAPHUS JICKAPCTBEH MPOAYKT B paHHaTa (a3a Ha OpPEeMEHHOCTTA U TI0 BpeMe Ha JIAKTalUs He ¢
JIOKa3aHa.

3.8 BzammopaeiicTBHE ¢ APYTYM BeTePMHAPHM JIEKAPCTBEH! MPOAYKTH M APYTU (popMu HA
B3aHNMO/IeiiCTBHE

Hsama nanmnunaa nabopmarus 3a 6€30macHOCTTa U e(pUKAaCHOCTTa OT ChBMECTHOTO M3IOJI3BaHE HA Ta3U
BaKCHHA C IPYTH BETEPUHAPHU JICKapCTBEHH MPOAYKTH OcBeH Versiguard Rabies u Versican Plus L4.
ITopanu Ta3u npuyYMHa, IPUIAraHeTO Ha Ta3K BaKCHUHA IPEAM WIH CJIell yIoTpedara Ha apyTr
BETEPUHAPEH JIEKAPCTBEH MPOAYKT TPsiOBa Jla ce MPELeHH Criope]l HHANBHYaTHUS CITydai.

Leptospira:

B cnydaute, koraTo € HeoOXoqMMa MpoTeKIMs cpemty Leptospira, kyderara Morar jia ce BAKCHHUPAT €
nBe no3u Versican Plus Pi, cmecenu ¢ Versican Plus L4, ¢ 3-4 ceamuiin mHTEpBAI MEXIY TAX, el 6-
CceZIMUYHA BB3PAacCT.

CrapprkanneTo Ha enquHIYeH ¢urakoH Versican Plus Pi TpsOBa ma ce cmecu cbe ChabpKaHUETO HA
enuHnueH (aakoH Versican Plus L4 (BMecto pasrBoputen). Cien cMecBaHe ChAbPKaHUETO Ha
(hmaxoHa m3MIekKIa OETIE3HUKABO IO KBITCHUKABO OIBETCHO, CIIa00 omanecuupanio. CMeCeHHUTE
BaKCHHU J1a C€ MHKEKTUPAT He3a0aBHO Upe3 MOAKOKHO MPHUIIOKEHHE.

bac:

Korato ¢ Heobxoauma mMpoTeKITus cpenty Osc:

[IbpBa no3a: Versican Plus Pi ciien 8-9 ceamuuna Bp3pact

Bropa no3a: Versican Plus Pi, cmecena ¢ Versiguard Rabies 3-4 cenMuiu mo-kbCHO, HO HE TIO-PaHO OT
HaBBpIIBaHe Ha 12-ceMUYHA BB3PACT.

CrapprkanneTo Ha enuH QuakoH Versican Plus Pi ga ce cmecu cbe chabpikaHHeTO Ha enH (HIaKoH
Versiguard Rabies (BmMecTo pazrBopuren). Ciier cMecBaHe ChIIbPKaHUETO Ha (PIIaKOHA M3TIIeKIA
PO30BO-YEPBEHO WIIM JXBJITCHUKABO OIBETEHO, clabo onaneciupaito. CMeceHUTe BAKCHHU J1a Ce
WHXKEKTHpAT He3a0aBHO Ype3 MOJIKOXKHO MPUIIOKEHHE.

EdukacHocrTa Ha dpakumsra cpeury 0sc € JokazaHa [pH J1ad0paTOPHH U3CIICABAHUS, CIIE] IIpHUilaraHe
Ha ¢JIMHUYHA 1034 Ha Bb3pacT Haj 12 cemmunu. Bernpeku ToBa npu mosiesu uscneasanus 10% ot
CepOHEraTUBHUTE KydeTa He ca mokasanu cepokorBepeust (> 0,1 1U/ml) 3—4 cenmunu crien enHuvHA
HavaJHa BaKCHHAIUSA Cpenly OsicC.

OcBeH TOBa MPH HAKOW KUBOTHU aHTUTENATA CJIe]l HaYalHa BAKCHHAIIMS MOJXKE J1a HE IOCTUTHAT
tuthp > 0,5 [U/ml. TUTBPBT Ha aHTHUTENATA HAMAIISIBA 110 BpeMe Ha 3 TOAMIIHATA MPOABIDKUTEITHOCT
Ha UMYHHUTETA, BBIIPEKH TOBA JKUBOTHUTE Ca 3AI[UTCHU MPH MPOBOKaIust. [Ipu mbTyBaHe /10 30HHU C
BUCOK PHCK WJIM U3BBH EBporneiickaTa oOIHOCT, BETEpUHAPHUSIT JIEKap MOXKE Ja MpernodeTe aa
MPUIIOXKH TOMBIHUTEHA BAKCHHA cpelty Osic cief 12-cemMuyuHa Bh3pacT, 3a 1a € CUTYpPEH, de
BaKCHHWPAHWTE JKUBOTHH IIe MAT TUTHP Ha anTuTenata > 0,5 [U/ml, xoiiTo ce cunTa 3a 10CTaTHYHO
NPOTEKTUBEH M OTrOBapsi HA M3UCKBAHHATA HA TECTOBETE NP MbTYBaHe (TUTHP Ha aHTHTenara > 0,5

1U/ml).

Bropeku ue eprukacHOCTTa Ha BAaKCHHATA CpelLy OsIC € J0Ka3aHa Py NPHUJIOKEHHUE Ha Bh3pacT Ha 12
CE/IMUIIH, IPU HEOOXOIUMOCT TI0 TIPElIeHKa Ha BEeTEPHHAPHHUS JIeKap Ky4eTa Ha Bb3pacT Moj 8
CeJIMUIIM Morart Ja ce BakcuHupar ¢ Versican Plus Pi cmecena ¢ Versiguard Rabies, Tl kaTo
0e30MacHOCTTa Ha Ta3u KOMOMHALIMS € J0Ka3aHa pu 6-CeAMHYHH Ky4eTa.



3.9 HauwuH Ha NpUJIOKEHHE H 103MPOBKA
TToIKOKHO MPUIIOKEHUE.
Jlo3a ¥ HauWH Ha NPUIOKEHUE:

AcentnuHo cMeceTe auodmIn3ara ¢ pa3TBoputens. Paskiiarere noope n He3abaBHO PHIIOKETE
sU10TO chaAbprkanue (1 ml) oT cMeceHus MPOIYKT.

BrHIIEH BUI Ha cCMeceHaTa BaKCHHA: TIpo3pavdHa, OeJIe3HUKABO 10 KBITCHUKABO OIBETEHA, C1ab0
omaJiecIiipania.

CxeMa 3a HavaIHA BAKCHHAIIHSL:
JBe no3m Versican Plus Pi mpe3 uaTEpBan ot 3-4 ceamunw, cjaex HaBbpIIBaHe Ha 6-CEAMIYHA
BB3PACT.

Cxema 3a peBaKCHHAIUS:
Emuanana mo3a Versican Plus Pi ga ce mpumtara BeHBX TOTUIITHO.

3.10 CumnToMH Ha mpego3upaHe (M KOraTo € MPUJIOKMMO — MPOIeAYPH HA JeiicTBHE MPH
CHEIIHH CJIyYad U AaHTHIO0TH)

[Ipu npunarane Ha no3a, 10-mbTH NO-TOMSIMA OT NpeNOpbYaHaTa, He ce HabIroAaBaT HEOIArONIPUATHH
peakuuy, pa3IuuHu OT ONUCAHUTE B T. 3.6. BrIpeku ToBa Maska 4acT OT )KUBOTHUTE, HA KOUTO €
IIPUIJIOKEHA /1034, 10 obTH MO-roasIMa OT nmpernopbyaHaTa, MOraT aa U3IMMUTBAT 00JIKa B MICTOTO Ha
WH)KEKTHpaHe cje]l IpuiaraHe Ha IpoayKTa.

3.11 CneuuajiHu orpaHuveHus 32 yNOTPeda U CeNHATHH YCJI0BHS 32 YNOTPe6a, BKIIYHUTETHO
OrpaHMYeHMA 32 yHOoTpedaTa HA AHTUMUKPOOHU M MPOTHBONAPA3ZMTHHY BeTePHHAPHH
JIeKapCTBeHH! MPOAYKTH, C LeJI 1a ce OTPAHUYH PHUCKBT OT Pa3BUTHE HA Pe3HCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHHU cpoKoBe

He e npunoxxumo.

4, HUMYHOJOI'NYHA UHOOPMALIUA

4.1 BerepuHapeH jJekapcTBeH anaTtoMo-TepaneBTu4eH ko1 (ATCvet Code): QI07AD08
BakcuHara e mpegHa3HaueHa 3a aKTUBHA UMYHH3alMs Ha 3[paBU Ky4eHIla U Ky4yeTa cpely OoecT,
NPUYHMHEHA OT Ky4eIlIKU TapanH(IIyeH1a BUPYC.

5. DAPMALIEBTUYHHU JAHHHU

5.1 OcHOBHH HECHLBMECTHMOCTH

He cmecBaiiTe ¢ Apyr BeTepHHAPEH JIEKapCTBEH MPOAYKT C U3KII0UEHHUE Ha ONUcaHus B T. 3.8 mo-rope.
5.2 Cpoxk Ha rogHocT

Cpok Ha TOOHOCT Ha KpaifHUSA BETEPUHAPEH JIEKApCTBEH MPOIYKT: 2 TOAWHU.
Cpok Ha TOIHOCT ciiesl pa3TBapsiHe B ChOTBETCTBHE C MHCTPYKLMUTE: U3IOI3BaiTe He3a0aBHO.



5.3 CneuuajiHu ycJ10BHS 32 CbXpaHeHHe

Ila ce chXpaHsABa M TPAHCIIOPTHPA B 0Xj1agaeHo cherostaue (2 °C — 8 °C).

[a He ce 3ampasssa.

Jla ce masu OT CBETJIMHA.

54 Bujau cbCTaB HA MbPBUYHATA OMAKOBKA

CrpxiteH (iakoH TN I, kKo¥iTo chabppka 1 mo3a mroduan3ar, 3aTBOPEH ¢ OpOMOOYTHIIOBAa TyMEHA
Tara v aTyMHHHEBA Karayka.

CrokieH ¢aakon Tur I, koitto cbabpika 1 ml pa3TBopuTen, 3aTBOpPeH ¢ XJI0poOyTHIOBA 'yMEHa Tara
U alyMUHHEBA Kanayka.

Pasmep Ha omakoBKaTa:

[TnacTmacoBa KyTus, KoATO chabpika 25 diaakoHa (1 mo3a) mmodunusar u 25 ¢nakona (1 ml)
Pa3TBOPHUTEI.

[ImactmacoBa KyTus, koato ceabpxa 50 ¢umakona (1 no3za) auopunmmsar u 50 ¢akona (1 ml)
pa3TBOPHTEIL.

He Bcruukm pazmepn Ha omakoBKaTa Morat Jia ObJaT Ipe/ijiarany Ha nasapa.

5.5 ChoenuajaHu MepKH 32 YHUIIIOKABAHE HA HEM3MOJ3BAaHN MPOAYKTH UM OCTATBHIM OT TAX

BetepunapauTe TeKapCTBEHH MTPOTyKTH HE TPOBA a ObIaT U3XBBPISTHU UpE3 OTHATHHI BOIU WIIH
OUTOBH OTIIAJBIIH.

M3non3BaiiTe mporpamMu 3a BpblllaHe NPU YHUILOKABAHETO Ha HEU3IIOI3BaHU BETEPHUHAPHU
JIEKapCTBEHHU MPOAYKTH WM OCTATHLM OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCUYKH HAIMOHAIHH CUCTEMU 3a ChOUpPaHe, MPUIIOKUMHU 32 ChOTBETHHS
BETEpUHAPEH JIEKAPCTBEH MPOJYKT.

6. NME HA TIPUTEXATEJISA HA PASPEHIEHUETO 3A ThPTOBUS

Zoetis Belgium

7. HOMEP(A) HA PASPEHLIEHUETO 3A ThbPI'OBUSA

EU/2/14/168/001
EU/2/14/168/002

8. JATA HA II'bPBOTO U3JIABAHE HA PASPEHIEHUETO 3A ThbPI'OBUA

Jlata Ha MBPBOTO M3/aBaHe Ha pasperieHueTo 3a Thprosus: 04/07/2014



9. JATA HA TIOCJIEJHATA PEJAKIIMSA HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

10. KJIACU®UKAIMA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTH

[a ce oTmmycka camo 1o JIeKapcKo MpenrcaHue.
IToapo6Ha wHGOpPMAITHS 32 TO3W BeTEPHUHAPEH JCKAPCTBEH MPOAYKT MOXKE J1a HaMepHuTe B Oazara
nmannu Ha Cpro3a otHocHo mpoaykTute (https://medicines.health.europa.eu/veterinary).



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

MNPUJIOKEHHUE I1
APYI'N YCJIOBUA N U3BUCKBAHUSA KBM PASPEHIEHUETO 3A ThPI'OBUA

Hswma.



IPUJIOKEHME II1

ETUKET U JIUCTOBKA



A. ETUKETHU
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KYTUsA

NHOOPMAILUSA, KOATO CE U3IINCBA BbPXY BHbHIIHATA OITAKOBKA

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Versican Plus Pi mnodunuzat u pa3TBopuTeN 32 MHKEKIIMOHHA CYCIIEH3HS.

2. KOJIMYECTBO HA AKTUBHUTE BEINIECTBA

Bcesika mo3a ot 1 ml cpabpika:
AKTHBHH BelllecTBAa:

JInodpuansar (CKMB aTEHIOUPAH): Minimum
Canine parainfluenza Type 2 virus 103! TCIDs

PasrBopuTe:
Water for injections (Aqua ad iniectabilia)

Maximum
10°! TCIDs

3. PASMEP HA OITAKOBKATA

25x 1 mo3a
50 x 1 no3a

4. BUJOBE )KUBOTHHMU, 3A KOUTO E IIPEJJTHA3HAYEH BJIIT

Kyuera.

‘ 5. TEPAIIEBTUYHU IIOKA3AHUA

‘ 6. HAYNHMU HA ITPUJIOKEHUE

IToIKOKHO MPUIIOKEHUE.

‘ 7. KAPEHTHHU CPOKOBE

8. CPOK HA TOJIHOCT

Exp. {mm/rrrr}
Crient pa3TBapsiHe HU3IOI3BalTe HE3a0aBHO.
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9. CIIEHUAJIHU YCJI0OBUS 3A CbXPAHEHUME

Jla ce cbxpaHsBa U TPAHCIIOPTHPA B OXJIAJCHO CHCTOSHUE.
[a He ce 3ampassiBa.
Jla ce mas3u OT CBET/IMHA.

10. HAANUCHT ,JIPEAU YIIOTPEBA TIPOYETETE JIMCTOBKATA*

[Ipenu ynorpeba npodereTe JIUCTOBKATA.

11. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEIUIINHCKA yIIOTpeoa.

12. HAANHUCHT “AA CE CbXPAHSBA JAJIEY OT IMOI'VIEJA U HA HEAOCTBITHU
3A JEITA MECTA”

I[a CC ChbXpaHsdBa AaJIed OT Horjieaa U Ha HEAOCTBITHU 3a I€11a MCCTaA.

13. HMME HA IIPUTEXXATEJISI HA PASPEINIEHUE 3A ThbPI'OBUSA

Zoetis Belgium

14, HOMEPA HA PASPEHIEHUETO 3A ThbPT'OBHUSA HA BJIII

EU/2/14/168/001 25 x 1 no3a
EU/2/14/168/002 50 x 1 no3a

15. NAPTUAEH HOMEP

Lot {nomep}
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MUHUMYM UHO®OPMAILIUSA, KOSATO TPABBA JIA BbJE U3IIMCAHA BbPXY MAJIKHU
OITAKOBKM BJIII, KOUTO CBABPKAT EAUHUYIHA J1O3A

DJIIAKOHMU (1 JO3A JIMOPUJIN3AT)

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Versican Plus Pi

tal

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIECTBA

Pi
1 no3a

| 3. MAPTHMJEH HOMEP

Lot {momep}

| 4. CPOK HA FOJIHOCT

Exp. {mm/rrrr}

Crien pa3TBapsiHe M3M0JI3BaliTe HE3a0aBHO.
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MUHUMYM UHO®OPMAILIUSA, KOSATO TPABBA JIA BbJE U3IIMCAHA BbPXY MAJIKHU
OITAKOBKM BJIII, KOUTO CBABPKAT EAUHUYIHA J1O3A

®JIAKOHHU (1 ml PASTBOPUTEJI)

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Versican Plus Pi

tal

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIECTBA

Agua ad iniectabilia
1mi

| 3. MAPTHMJEH HOMEP

Lot {momep}

| 4. CPOK HA FOJIHOCT

Exp. {mm/rrrr}

14



B. JUCTOBKA
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JIMCTOBKA
1. HaumeHnoBaHMe Ha BeTepHMHAPHUS JeKaAPCTBEH MPOAYKT

Versican Plus Pi imodunusar u pa3TBOpUTEN 32 HHKEKIIMOHHA CYCIICH3US 3a Ky4yeTa

2. CncraB
Besika mo3a ot 1 ml cpabpixa:
AKTHBHH BelllecTBA:

JInodpuansar (CKMB ATEHIOUPAH): Minimum Maximum
Canine parainfluenza Type 2 virus, mam CPiV-2 Bio 15 103! TCIDso* 105! TCIDso*

Pa3rBopuTe:
Water for injections (Aqua ad iniectabilia) 1ml

* TvkaHHa KynTypaaHo HHPeKrno3Ha go3a 50%.

BBHIIHMAT W3IIIe] € KakTo Clie/Ba;
JImodunmmsat: 6510 OIBETEHO, IIYIUIECTO ChIBPIKUMO.
Pa3zrBopuTen: Oene3HNKaBoO OIBETEH C (PHH CEANMEHT.

3. BujgoBe ;kMBOTHH, 32 KOUTO e npeaHazHaued BJIII
Kyuera.
4. Iloka3zanmus 3a ynorpeda

3a akTMBHA UMYHHU3aIMs Ha KydeTa Ha Bb3pacT HaJ 6 CeIMUITH:
— 3a mpeamasBaHe OT MOSBA HA KIMHIUYHU MPU3HAIM (M3TEYCHHS OT HOCA U OYHTE) U 3a
HaMaJsiBaHE Ha BUPYCHOTO M3IBYMTENICTBO, CBBP3aHM C KYUEUIKH MapanHQIIyeHIa BUpyc.

Hauvano Ha uMyHHTETA:
3 cenMuIIy cie MPUKIIOYBAaHE HA HAYaTHUS KypC.

IpONBIKUTEAHOCT HA UMYHUTETA:
Haii-manko 1 roguna ciies Ha9amHUs BaKCUHAITMOHEH KypC.

5. IIpoTuBONOKA3aAHUSA
Hsama.
6. Coenuajnu npeaynpe:kieHust

CrenyanHy npeaynpeskIcHus .

ﬂ06’bp HUMYHCH OTI'OBOp C€ MOJy4YaBa IIpHU 3/JpaBa UMYHHA CUCTEMaA. I/IMyHHI/IﬂT OTrOBOD IIpU
JKHBOTHHUTEC MOXKE da 6’[:)16 KOMIIPOMETHUPAH OT PA3JINYHU (l)aKTOpI/I KaTO BJIOLICHO 3/IpaBc,
HEMMBJIHOIICHHO XPAaHCHE, TCHETUYHN Q)aKTOpI/I, CBhIIBTCTBAIIO MECIUKAMCHTO3HO JICUCHHUE U CTPEC.

ﬂa CC BAKCHMHHPAT CaMO 3ApaBU )KUBOTHH.
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CroenyaiaHy nNpeana3sHd MEPKH 3a O0e30macHa ynoTpeda Ipy BUAOBETE )KUBOTHH, 38 KOUTO €
npendasnaued BJIIT:

[IlambT Ha )xMBaTa aTeHIOUpaHa BUpycHa BakcuHa CPiV Moxke na ce pasnpocTpaHsBa OT
BaKCHHUPAHUTE KydeTa cjell BAKCHHAIWs. BrIpeku ToBa, OarojapeHue Ha HUCKaTa MaTOTeHHOCT Ha
TO3H IaM, He € He0OXO0IUMO BaKCHHUPAHUTE KydeTa Ja c€ IbpKaT Jajied OT HEBaKCHHHUPAHUTE.

Crenuanaiy npeana3Hyu MEPKH, KOUTO TPsAOBa Ja B3eMe JIUIETO, IPWIATaIl0 BETEpUHAPHHUS JIEKADCTBEH
INPOAYKT Ha KUBOTHUTE:

IIpu cirydaitHO caMOMH)KEKTUPaHe, He3a0aBHO J1a ¢e MMOTHPCH MEAUIIMHCKU CHBET, KATO Ha JICKapsI ce
MPEeIOCTaBH JINCTOBKATA UM €THUKETA HAa MPOAYKTA.

CrenyanHu npeanasHy MEpPKH 3a 3aIllATa Ha OKOJIHATA Cpefa!
He e npunoxxumo.

bpeMeHHOCT M JaKTamus.

Moske na ce mpuiiara 1o Bpeme Ha Bropata u Tpetara (aza Ha OpemeHHOCTTa. be3omacHocTTa Ha
BETEPUHAPHUS JICKAPCTBEH MPOIYKT B paHHATa (ha3a Ha OPEMEHHOCTTA M M0 BPEME Ha JIAKTALUS HE ©
JIOKa3aHa.

B3aI/IMO,HeI>'ICTBI/Ie C APYIru BETCpPUHAPHU JICKAPCTBCHU NPOAYKTHU U JPYI'U d)ODMI/I Ha B3aHMO[IeI7[CTBHC:
Hsma Hannuna nHopManus 3a 6€30MacHOCTTa U €pUKACHOCTTa OT ChBMECTHOTO M3IIOJI3BaHE Ha Ta3d
BaKCHHA C IPYTH BETEPUHAPHH JeKapCTBEHU MPoAyKTH ocBen Versiguard Rabies u Versican Plus L4.
IMopaau Ta3u npUYKHA, PUIArAHETO HA Ta3k BAKCHHA MIPEIU WM ClIe] yIoTpebara Ha Apyr
BETEPUHAPEH JICKAPCTBEH MPOYKT TPAOBA J1a ce MPELCHHU CIIOPE HHIUBHIAYATHUS CIyYail.

Leptospira:
B ciyuaure, korato e HeoOXoanMa MpoTeKIus cpeiry Leptospira, kydgeraTa morar aa ce BAKCHHHPAT C

nBe no3u Versican Plus Pi, cmecenu ¢ Versican Plus L4, ¢ 3-4 ceamuiin mHTEpBAI MEXKIY TAX, el 6-
CeIMUYHA BH3PACT.

CoabspxanueTo Ha enuHAYeH (iakoH Versican Plus Pi TpsOBa na ce cMecH ¢be ChIbpKaHUETO HA
eauandeH (nakon Versican Plus L4 (Bmecto pa3zrBopuTten). Ciiesi cMeCBaHe ChIBPKAHUETO HA
(hmaxoHa u3rnexa 6eIe3HUKaBO JI0 KBITEHHKABO OIBETEHO, ci1abo0 onaneciupaiio. CMeceHnTe
BaKCHHHM JIa C€ MHKCKTUPAT He3a0aBHO Upe3 TOIKONKHO MPUIIOKEHHE.

bsc:

Korato ¢ Heobxoauma mMpoTeKITus cpenty Osc:

[IbpBa no3a: Versican Plus Pi cien 8-9 ceamuuna BB3pact

Bropa no3a: Versican Plus Pi, cmecena ¢ Versiguard Rabies 3-4 cenMuiu mo-KbCHO, HO HE TIO-PaHO OT
HaBBpIIBaHe Ha 12-ceMUYHA BB3PACT.

CwabspxanueTo Ha enuH ¢rakoH Versican Plus Pi na ce cMecu ¢be chIbpKaHUETO HA eIUH (IIaKOH
Versiguard Rabies (BMecto pa3ztBoputen). Ciies cMECBaHE ChABPKAHUETO Ha (IIaKOHA U3TIICKIA
PO30BO-YEPBEHO WIIM JKBJITCHUKABO OIBETEHO, cl1abo onaneciupaiio. CMeceHUTe BAKCHHU J1a Ce
UHKEKTUPAT He3a0aBHO Ype3 MOAKOKHO MPUIIOKCHHUE.

Edukacnoctra Ha QpakuusaTa cpeuty 0sc e qoKazaHa MpH J1adopaTOpHH H3CIICABAHUS, CIIE]] IPUIaraHe
Ha ¢JIMHUYHA 1034 Ha Bh3pacT Haj 12 cemmunu. Bernpeku ToBa npu mojiesu uscneasanus 10% ot
CepOHEraTHBHUTE KydeTa He ca mokasanu cepokorsepeust (> 0,1 1U/ml) 3—4 cenmunu cien eanHuvHA
HavaJHa BaKCHHAIIUS Cpelly Osic.

OcBeH TOBa MPH HAKOM KUBOTHU aHTUTENATA CJIe]l HaYalHa BAKCHHAIIMS MOJXKE J1a HE JIOCTUTHAT
tuthp > 0,5 [U/ml. TUTBPHT Ha aHTHUTENATA HAMAIISIBA 110 BpeMe Ha 3 TOAMIIHATA MPOABIDKUTEITHOCT
Ha UIMYHHUTETA, BBIIPEKH TOBA JKUBOTHUTE Ca 3Al[UTCHU MPH MPOBOKaIus. [Ipr mbTyBaHe 10 30HHU C
BHCOK PUCK WJTH U3BBH EBporeiickata 00IIHOCT, BETEPUHAPHHSIT JIEKap MOXKE J1a MPE/noueTe aa
NPUJIOXKU TOMBIHUTETHA BAKCHHA cpely Osic ciefl 12-cemMuyuHa Bh3pacT, 3a 1a € CUTYpEH, de
BaKCHHUPAHUTE KUBOTHH III¢ UMaT TUTHP Ha aHTtuTenata > 0,5 IU/ml, koliTo ce cumrta 3a TOCTAaTHYHO
IPOTEKTUBEH M OTrOBaps HA M3UCKBAaHHATA HA TECTOBETE MPH MbTYBaHe (TUTHP Ha aHTHTenara > 0,5

1U/ml).
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Brbrpeku ue epukacHOCTTa Ha BaKCHHATA Cpelly Osc e ToKa3aHa MpH NPUIIOKEHHE Ha Bb3pacT Haja 12
CEZIMULIH, TIPH HEOOXOAUMOCT MO MpEIeHKa Ha BEeTEPUHAPHHS JICKap Ky4eTa Ha Bh3pacT moj 8
CeIMUIIM Morart Jia ce Bakcuaupar ¢ Versican Plus Pi cmecena ¢ Versiguard Rabies, Thit kaTo
0e30MacHOCTTa Ha Ta3u KOMOMHAIIMS € J0Ka3aHa Mpu 6-CeAMUYHH KydeTa.

IIpenosupane:
[Ipu nmpunarane Ha 103a, 10-6TH O-TOMISIMA OT MIPENIOpBHYAHATA, HE Ce HAOI0JaBaT HEOIAroNpUsTHA

peaKuu, pa3IniHu OT ONIMCAHUTE B T. ,,HeOnaronpusatHu peakuuu‘‘. Berpeku ToBa Majka 4yacT OT
JKUBOTHUTE, HA KOUTO € MPHUIIOKEHA 1033, 10 IbTH No-rojsiMa OT NPEenopbyaHaTa, MOraT Aa U3MHUTBAT
0osika B MACTOTO Ha MH)KEKTUPAHE CJIE] [IpUjlaraHe Ha MPOayKTa.

CrielnaiHy OTpaHUYCHUS 33 YIIOTpeda U CHelraIHy yCIOBH 3a ynorpe0da:
He e npunoxumo.

OCHOBHU HECHBMECTUMOCTH:
He cmecBaiiTe ¢ apyr BeTepuHApEH JIEKapCTBEH MPOIYKT OCBEH OMKMCAaHUs B TOUKA 8.

1. Heb6naronpusiTHu peakunu

Kyuera:

Yectn (1 mo 10 Ha 100 TpeTHpaHN KUBOTHH):

OTOK B MAICTOTO Ha MH)KEKTHpaHe"

Penku (1 mo 10 Ha 10 000 TpeTHpaHu )KUBOTHH):

peaxIus Ha CBPbXUyBCTBUTENHOCT (aHA(HUIAKCHS, AHTHOEIEM, IIUPKYJIaTOPEH MoK, KOJAIIC,
JIMapHsi, IUCITHEsI, TOBPBIIAHE)

AHOPEKCHS], HAMAJICHa aKTUBHOCT

Mmoro penku (mo-manko ot 1 Ha 10 000 TpeTrpanu >KUBOTHH, BKIIOUUTEIHO U30JIHUPAHU
ChOOIIEHUS):

XHUIIEPTEPMUS], JICTAPTHsl, HEPa3HOI0KEHUE

Tpexonen orok (pasmep 10 5 cm), KoiTo MoXke 1a e GONe3HeH, TOIbI 1K 3auepBed. To3u 0ToK e
W34YE3HE CIIOHTAHHO MJIM B MHOTO rojisiMa CTEIEeH e HaMasee 1o 14 AHM ciiel] BaKkCUHALMATA.

ZHpI/I I10sIBa HA PEAKITUN Ha CBPBXIYBCTBUTEITHOCT HEe3a0aBHO Jla CE MPHIIOKH TOIXOIAIIO JICUCHHE.
Te3u peakiuu MOTAaT Ja €BOJIOUPAT B TIO-TEKKU CHCTOSIHHS, KOUTO MOTAT Ja Ca KUBOTO
3acTpalaBaliy.

Cro01aBaneTo Ha HEOIArOMPUATHH PEaKIMK € BakHO. ToBa MO3BOISIBA HEMIPEKBCHAT MOHUTOPHHT Ha
0e3omacHOCTTa Ha MPOAYKTa. AKO 3a0eJIe:KUTE HIKAKBU HEOIAronpuaTHH PEaKLUH, BKIIOUUTEITHO U
TaKHMBa, KOMTO HE Ca ONMMCAHM B Ta3H JMCTOBKA WM MUCIUTE, Y€ BETEPUHAPHUS JIEKaPCTBEH MPOIYKT
He JelicTBa, CBbpXKETE ce MbPBO ¢ Bamus BerepuHapeH nekap. Moskere chIlo Ja cho01aBaTe
HeOIaronpusTHA PEaKIUK Ha MIPUTEXKATENS Ha pa3pellieHUEeTO 3a ThPrOBHs, KaTO U3I0JI3BaTe JaHHUTE
3a KOHTaKT B Kpasi Ha Ta3u JIMCTOBKA WM upe3 Bamara HanmoHaHa cucTeMa 3a choOIaBaHe:
{moIpoOGHOCTH 3a HAITMOHATHATA CHCTEMA .

8. Jl0o3MpoBKa 32 BCEKH BU/I )KUBOTHO, HAYMHHU U MeTO/] HA MPUJIOKEHHEe
[MonkoxHO TpUIOKECHUE.
CxeMma 3a HayaJIHA BaKCHHAIIUS:

e no3u Versican Plus Pi npe3 untepBan ot 3-4 cenmuuu, cies HaBbpLUIBaHE HAa 6-CeIMUYHA
BB3PACT.
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CxeMa 3a peBaKCHHAIIUA:
Ennanana no3a Versican Plus Pi na ce mpunara BeJHBX TOIUIITHO.

9. CbBeTH 32 IPABUJIHOTO NPUJIAraHe HA NPOLYKTA

AcentnaHo cMmeceTe auodum3ara ¢ pa3tBopurens. Paskiarere noope u He3abaBHO MPIIIOKETE
ISUTI0TO chabpxkanue (1 ml) OT cMeceHus MPOAYKT.

BrbHIIEH BUI Ha CMeceHaTa BaKCHHA: PO3payHa, OeJIe3HNKaBa 10 KbITEHUKABO OI[BETEHA, CI1a00
omnajecupaia.
10. KapenTHH cpokoBe

He e npunoxumo.

11. Croenuajnu ycjaoBHS 32 CbXpaHeHHe

[a ce cpxpaHsiBa naned OT Noriea 1 Ha HEAOCTHITHM 3a JIela MecTa.

Ila ce cpXpaHsABa M TPaHCIIOPTHpA B oXjanaeHo cherosuue (2 °C — 8 °C).

[a He ce 3ampasssa.

Jla ce ma3u OT CBeTIMHA.

Jla He ce M3MOI3Ba TO3W BETEPHUHAPEH JIEKAPCTBEH MPOIYKT CJIel U3THYaHEe CPOKa Ha TOJHOCT,
MOCOYEH BBPXY €TUKeTa ciea Exp.

CpOK'bT Ha TOAHOCT OTroBaps Ha MOoCJI€AHUA ACH OT TO3U MCCEII.
CpOK Ha TOAHOCT CJICA pa3TBApPsIHC B CbOTBETCTBUC C MHCTPYKIHUUTC! M3I0JI3BaiiTe HE3a0aBHO.

12. Chenunajnu npeana3sHu MePKHU NPH YHUILIOKABaHe

BetepunapauTe TIeKapCTBEHH MTPOTYKTH HE TPSOBA 1a ObIAT U3XBBPISTHU Upe3 OTHATHH BOIU WITH
OHMTOBH OTIAIBIIH.

W3nomn3Baiite mporpamu 3a BpbIllaHe IPH YHUIIIOKABAHETO HA HEM3MOI3BAaHU BETEPUHAPHU
JIEKapCTBEHU MPOJTYKTH UM OCTATBIM OT TAX B ChOTBETCTBUE C M3UCKBAHMUATA HA MECTHOTO
3aKOHOZATEJICTBO U C BCHUKHU MPHJIOKUMHU HALIMOHAIIHU CUCTEMH 3a chOupane. Te3u Mepku e
MTOMOTHAT 32 OIla3BaHE Ha OKOJIHATA CpeAa.

[NonuTaiite Bamus BeTepuHapeH Jiekap Win GpapManeBT Kak Ja YHULIIOKHUTE HEHYXHHU BETEPHHAPHHU
JIEKapCTBEHU MPOIYKTH.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIeKAPCTBEHH MPOIYKTH

I[a CC OTITYCKa CaMO II0 JICKAPCKO MMpEAITMCaHune.

14. Homepa Ha pa3penieHHETO 32 THPrOBUS U pa3MepH ONMAKOBKH
EU/2/14/168/001-002

[MnacTmacoBa KyTHs, KOATO ChIbpika 25 diakona (1 mo3a) muodunmzar u 25 ¢akona (1 ml)
pa3TBOPHTEIL.
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[MnactmacoBa KyTus, KosTo cbabpka 50 diakona (1 mo3a) muodunusar u 50 ¢pnakona (1 ml)

pasTBOpHUTEI.

He Bcuukm pa3sMEpu Ha OIMMAaKOBKaTa MOrarT aa 6’b,I[aT npeajlaranv Ha masapa.

15. JlaTa Ha mocJieqHATA peJaKUus HA TEKCTa

{MM/ITIT}

[MonpoGHa uHDOpMAaIKs 33 TO3U BETEPUHAPEH JICKAPCTBEH MPOYKT MOXKE Ja HaMepuTe B 0azara JaHHU

Ha Cwro3a otHocHO mipoayktuTe (https://medicines.health.europa.eu/veterinary).

16. [lanHu 3a BpB3Ka

IIpuTexaren Ha pa3pelIeHUETO 3a THPrOBUs U JaHHU 33 Bph3Ka 3a ChoOIIaBaHe Ha IIpE/IoaracMu

HeOJIArONPUATHY PEAKIIUU:
Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Benrusa

Belgié/Belgique/Belgien
Tél/Tel: +32 (0) 800 99 189
pharmvig-belux@zoetis.com

Peny0auka bearapus
Ten: +359 888 51 30 30
zoetisromania@zoetis.com

Ceska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Danmark
TIf: +45 70 20 73 05
adr.scandinavia@zoetis.com

Deutschland
Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com

Eesti
Tel: +370 610 05088
Zoetis.estonia@zoetis.com

E\\doa
TnA: +30 210 6791900
infogr@zoetis.com

Espaia
Tel: +34 91 4191900
requlatory.spain@zoetis.com
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Lietuva
Tel: +370 610 05088
zoetis.lithuania@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@aqgrimedltd.com

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl@zoetis.com

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

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit@zoetis.com

Polska
Tel.: +48 22 2234800
pv.poland@zoetis.com
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France
Tél: +33 (0)800 73 00 65
contacteznous@zoetis.com

Hrvatska
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Ireland
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

island
Simi: +354 540 8000
icepharma@icepharma.is

Italia
Tel: +39 06 3366 8111
farmacovigilanza.italia@zoetis.com

Kbmpog
TnA: +30 210 6791900
infogr@zoetis.com

Latvija
Tel: +370 610 05088
zoetis.latvia@zoetis.com

Portugal
Tel: +351 21 042 72 00
zoetis.portugal @zoetis.com

Romania
Tel: +40785019479
zoetisromania@zoetis.com

Slovenija
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Slovenska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

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

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

United Kingdom (Northern Ireland)
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

IIpou3BoauTEN, OTTOBAPSAIIL 32 OCBO60)K,I[aBaHCTO Ha MapTUN.

Bioveta a.s.

Komenskeho 212/12

683 23 Ivanovice Na Hane
PerryOnmka Yexus

17. JombanutesHa uHdopManus

BakcuHara e mpeHa3HaveHa 3a aKTUBHA UMYHH3alMs Ha 3[jpaBU Ky4eHIa U Ky4yeTa cpely 0oecT,
NPUYMHEHA OT Ky4YeIlIKW TapanH(IyeHa BUPYC.
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