MNPUJIOKEHHUE |

KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HAUMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Versican Plus Pi/L4, nuoduimzar u cycrieH3ust 32 MH)KEKIIMOHHA CYCIICH3HS 32 Ky4eTa

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Besika mo3a ot 1 ml cpanpixa:
AKTHBHHU BelIECTBA:

Jlnopuan3atr (CKUB ATEHIOUMPAH):
Canine parainfluenza Type 2 virus, mam CPiV-2 Bio 15

Cycnen3usi (MHHAKTHBHPAHA):

Leptospira interrogans ceporpyma Icterohaemorrhagiae
ceporun Icterohaemorrhagiae mam MSLB 1089
Leptospira interrogans ceporpyna Canicola

ceporun Canicola, mam MSLB 1090

Leptospira kirschneri ceporpyma Grippotyphosa
ceporun Grippotyphosa, mam MSLB 1091

Leptospira interrogans ceporpyma Australis

ceporun Bratislava, mam MSLB 1088

* TopkanHa KynTypanHo nHpekunos3na goza 50%.

**

AJIKYBaHT:
Aluminium hydroxide

ITomomHu BelecTBa:

KadecTBeH ChCTaB Ha MOMOIIHUTE
BE€IIECTBA U JIPYIUTE CbCTABKHU

JInopuiansar:

Trometamol

Edetic Acid

Sucrose

Dextran 70

Cycnen3us:

Sodium chloride

Potassium chloride

Potassium dihydrogen phosphate

Disodium phosphate dodecahydrate

Water for injections

BBHIIHMAT U3IIe] € KaKTO ClIe/Ba;
JInodunuszar: 6510 OLBETEHO, MIYILIECTO ChIABPKHUMO.
CycrieH3us: 6ee3HHKaBO OIBETCHA ¢ (DMH CETUMEHT.

2

Antntena MHUKPO ariiyThuHalOuAg-JIMTUYHA PCAKIIUA.

Minimum Maximum
10%! TCIDso* 10°! TCIDso*

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

ALR** titre > 1:51

1,8-2,2 mg.



3. KIMHUYHA UTH®OPMALIUSA

3.1 BwunaoBe :KMBOTHH, 32 KONTO e npegnaznaven BJIII

Kyuera.

3.2 Iloka3aHusi 3a ynorpeda 3a BceKH BH/I JKHBOTHH, 32 KOITO e MpeaIHa3HAYeH MPOAYKTHT

3a akTUBHA UMYHH3aIMs HA Ky4eTa Ha Bb3pacT HaJ 6 CeAMUIIH:

- 3a mpeAaArnasBaHe OT 0sABa HAa KIIMHUYHU IPU3HAIU (I/I3T€‘leHH${ OT HOCa 1 O‘{I/ITG) U 3a HAaMaJIsABaHC
Ha BUPYCHOTO M3TBYUTEIICTBO, CBBP3aHH C KyUelTKH MapanHQIyeHIIa BUPYC;

- 3a nmpearnasBaHe OT 10sABa HAa KIIMHWUYHU IpU3HAlH, I/IH(l)CKL[I/ISI " OTACIIAHE C YpUHATA Ha
L.interrogans ceporpyna Australis ceporun Bratislava;

- 3a mpearnasBaHe OT I10sABA Ha KIIMHUYHU IIPpU3HAIKU, OTACIIIHE C YPUHATA U 3a HAMAJIABaHC Ha
unpextupanero ¢ L.interrogans ceporpymna Canicola ceporumn Canicola u L.interrogans
ceporpyma Icterohaemorrhagiae ceporum Icterohaemorrhagiae;

- 3a mpearnasBaHe OT I10sABa Ha KIIMHUYHU IIPpU3HAIKU, OTACIIIHE C YPUHATA U 3a HAMAJIABaHC Ha
uadexrupaneto ¢ L.Kirschneri ceporpymna Grippotyphosa ceporun Grippotyphosa.

Havano Ha uMyHuTETA:
- 3 cenMunu ciej MPUKITIOUYBaHe HAa HadaTHUA Kypc 3a CPiV u
- 4 cenmuIm ciie/l IPUKITIOYBAHE Ha HAYaIHUS Kypc 3a KoMnoHeHTuTe Leptospira.

IIpoAbIDKUTEIHOCT HA UIMYHHUTETA:

Haii-manko 1 romuHa ciie HadaaIHUs BAKCHHAITMOHEH KypC 32 BCHYKHA KOMITOHEHTH Ha Versican Plus
Pi/LA4.

3.3 IIporuBomnoka3zaHus

Hawma.

3.4 ChnenuajHu mpexynpexaeHus

JloOBp UMYHEH OTIOBOP Ce TIOJTy4aBa MpH 3/[paBa UIMyHHA cUcTeMa. IMyHHUST OTTOBOP MPU
JKHBOTHHTE MO’KE J1a OBb/Ie KOMIIPOMETHPAH OT Pa3iuYHU (paKTOPH KaTo BIIOIIEHO 3paBe,
HEITBJIHOLIEHHO XpaHeHe, TEHETHYHN (PaKTOPH, CHITHTCTBAIIO MEAMKAMEHTO3HO JICYEHHE U CTPEC.
Jla ce BakCHHHUpAT caMo 37paBH KUBOTHH.

3.5 CrhenuajaHu npeana3Hu MepKHU MpPH ynoTpeda

Crenpaiasy Ipeana3sad MEpKH 3a 0e3omacHa yoorpeba Opy BUIOBETE JKUBOTHH, 3a KOUTO €
npeanasnauen BJIIT:

[[lamMbT Ha )KUBUTE aTCHIOMpaHHU BUPyCHHU BakcnuHu CPiV Moe 1a ce pa3mpocTpaHsBa OT
BaKCHHUPAHUTE KydeTa CJie]l BakcuHalus. Berpeku ToBa, OyiarojjapeHue Ha HUCKaTa MaTONCHHOCT Ha
TO3H I11aM, HE € HeOOX0IMMO BaKCHHUPAHUTE Ky4eTa Jla Ce€ U30JIUPaT OT HEBAKCUHUPAHUTE.

CHeHI/IaHHI/I npearnasHy MCPKH 34 JIUIara, Impujarainy BETCPUHAPHUA JICKAPCTBCH MPOAYKT HA ) KMBOTHUTC!

[Ipu coywaitHo caMOMHKEKTHpaHe, He3abaBHO J1a ce MMOThPCH MEAWIIMHCKY CHhBET, KaTo Ha JIeKaps ce
MPEIOCTaBH JINICTOBKATA WM €TUKETA Ha MPOAYKTA.

Crenuaidy npeana3sHd MEPKH 3a 3aI{Ta Ha OKOJHATA Cpea:

He e npunoxumo.



3.6 He0saronpusiTHu peaknun

Kyuera:

YecTn OTOK B MACTOTO Ha MHKeKTHpaHe'
(1 mo 10 na 100 TpeTHpaHu >KUBOTHH):
Penxu PeaKius Ha CBPBXUYBCTBUTENHOCT? (aHAdMIaKCHS,
(1 7o 10 ma 10 000 Tperupanu aHTHOEeNIEM, IUPKYJIATOPEH MIOK, KOJIAIC, THAPHA,
KUBOTHH): JIMCITHES!, TOBPBILAHE)

AHOpEKCcHUsl, HAMaJICHa aKTUBHOCT
MHoro penku XHUIIEPTEPMUS, JIETAPTHsl, HEPa3IOI0KEHUE
(nmo-manko ot 1 Ha 10 000 TpeTupanu MMYHHO MEJUUpaHa XEMOJIMTHYHA aHEMUS, UMYHHO
KUBOTHH, BKJIIOYUTEIHO W30JIUPAHH MeIuUpaHa XeMOJUTHYHA TPOMOOIUTOIIEHUS], UMYHHO
CHOOIIEHUS): MEIUUPAH MTOJTHAPTPUT

alexoz[eH OTOK (C pa3Mmep 70 5 cm), KOMTO MOXe J1a € OOJIe3HEeH, TOITRJI WK 3a4epBeH. 1031 OTOK I11e
A34e3He CIOHTAHHO WX B MHOI'O IOJIsIMa CTEIEH Iife HaMaiee 10 14 qHH ciie] BaKCHHAILUITA.

2AKO ce MOSBAT peakIuy Ha CBPHXUYBCTBUTEITHOCT, HE3a0aBHO J1a CE TMPUIIOKHU TTOIXO/ISIIO JICUCHHE.
Te3n peakuy MOTAaT Aa €BOJIOUPAT B TIO-TEXKKH CHCTOSHHSI, KOUTO MOTaT JIa ca
’KHBOTO3aCTPAIIABAIIH.

Cpo01maBaneTo Ha HEOIArOMPHUATHH PEaKINy € BaXKHO. ToBa Mo3BOJISIBA HEIPEKHCHAT MOHUTOPUHT HA
0e30MmacHOCTTa Ha BETEPUHAPHUS JICKapCTBEH NMPoaykKT. ChoOIIeHHUATa TPsIOBa J1a Ce U3IMpalliar, 3a
TPEAMOYUTAHE Upe3 BETCPUHAPCH JICKap, HITU Ha MPUTEKATEIIS Ha Pa3pellieHHeTo 3a ThProBUs MU Ha
HAI[MOHAIHUS KOMIIETEHTEH OpraH upe3 Hal[MOHAJIHATa CHCTEMa 3a ChoOIaBaHe. 3a ChOTBETHUTE
JIAaHHM 32 BPh3Ka BUKTE JINCTOBKATA.

3.7 Ymnorpeb6a mo BpeMe Ha OPEeMEHHOCT, JIAKTAIUS WIH sTiilleHOCeHe

bpeMeHHOCT U JaKTaIus:

Moxe Ja ce mpuiara 1o BpeMe Ha BTopara u Tperara ¢asza Ha OpeMeHHOCTTa. besomacHocTTa Ha
BETCPUHAPHUS JIEKAPCTBEH MPOAYKT B paHHaTa (a3a Ha OpeMEHHOCTTA U TI0 BpeMe Ha JIaKTallus He €
JIOKa3aHa.

3.8 Bs3ammopeiicTBHE ¢ IPYTd BeTePUHAPHU JeKAPCTBEHH NMPOAYKTH U APyru ¢opMu Ha
B3aHMOJeHCTBHE

Hsma Hannuna nHdopmanys 3a 6€30MacHOCTTa U €(PUKACHOCTTa OT CbBMECTHOTO M3II0JI3BAHE HA Ta3U
BaKCHHA C IpyT'd BETEpUHAPHHU JIeKapCTBEHH NpoaykTH. [lopaan Ta3m npuunHa, NpuiIaraHeTo Ha Ta3u
BAaKCHHA IPEAN WM ciell ynorpedara Ha ApyT BeTepHHAPEH JIEKapCTBEH NMPOAYKT TpsiOBa z1a ce
MIPELeHH CTIOpe] HHAUBUAYAIHUS CITyqai.

3.9 HauwnH Ha NpUJIOKEHHE H 103MPOBKA
IToIKOKHO MPUIIOKEHUE.
Jlo31poBKa ¥ HAUYWH Ha NPUIJIOKECHHUE:

AcentnuHo cMeceTe Tro(rIn3aTa Che CycreH3usaTa. Paskimarere mo0pe 1 He3abaBHO PHITOKETE
ISUTOTO CHABPKHUMO (1 ml) OT cMeceHus MPOAYKT.

BrwHmen usrien Ha PEKOHCTUTYHPAHATA BAKCUHA! OCJIC3HNKABO J0 XBJITCHHUKABO OIBETCHA, ChC cnaba
OITAJICCIICHIIMA.



CxeMa 3a HauaJHAa BaKCHUHAIIUS:
JBe no3u Versican Plus Pi/L4 npe3 uatepBan ot 3-4 cenMuIiy, ciiel HaBbpIIBaHe Ha 6 CeIMUYHA
BB3pACT.

CxeMa 3a peBaKCHHAIHS:
Enmandana no3a Versican Plus Pi/L4 nma ce mpuiara BeqHBX TOIUATITHO.

3.10 Cumnromu Ha mpego3upaHe (M KOraTo e NPUJIOKUMO — MPOLEIYPH HA 1elicTBHE NPU
CHEUIHU CIyYau M AHTHI0TH)

[pu npunarane Ha 1o3a, 10-bTH NO-TONSIMa OT IpeNOpbYaHaTa, HEe ce HAabIoAaBaT HEOIArONIPUATHH

peaKkuuy, pa3IuuHu OT ONUCAHUTE B T. 3.6. BrIpeku ToBa Maska 4acT OT )KMBOTHUTE, HA KOUTO €

IpUIIOKeHa 7033, 10 mbTH Mo-rojsiMa OT MpernopbuaHaTa, MoraT Ja H3MUTBAT O0JIKa B MACTOTO Ha

UHXEKTUPaHE ClIe]] IPUIaraHe Ha IpoayKTa

3.11 CneuuajiHu orpaHuYeHus 3a yNoTpeda U CieMATHU YCJ0BHS 32 YIOTPe®a, BKIIOYHUTETHO
OrpaHMYeHMs 32 ynoTpedaTa HA AHTUMUKPOOHU U MPOTHBONAPA3ZUTHHN BeTePHHAPHH
JIEKAPCTBEHHU NMPOAYKTH, C IeJI 12 e OTPAHUYH PUCKBT OT PAa3BHTHE HA PE3UCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHH CPOKOBe

He e npunoxxumo.

4, NMMYHOJIOI'MYHA UTHO®OPMAILIUA

4.1 BerepunapeH jJexkapcTBeH anaTomo-TepaneBTudeH ko (ATCvet Code): QI07Al108
BakcuHara e nmpeJjHa3HavyeHa 3a aKTUBHA UMYHH3aIMs Ha 3[JpaBU Ky4eHIa U Ky4deTa cpelly 00iecTH,
NPUYMHEHH OT Ky4ellky napanHguyeHia Bupyc, Leptospira interrogans ceporpymna Australis ceporun
Bratislava, Leptospira interrogans ceporpymna Canicola ceporun Canicola, Leptospira kirschneri
ceporpyma Grippotyphosa ceporun Grippotyphosa u Leptospira interrogans ceporpyma
Icterohaemorrhagiae ceporun Icterohaemorrhagiae.

5. DAPMAIIEBTUYHU JAHHU

5.1 OcHOBHH HECHBMECTHMOCTH

[Ipu nunca Ha JaHHU 32 CHbBMECTUMOCT, TO3W BETEpPUHAPEH JIEKapCTBEH NPOIYKT He TpsAOBa 1a 0be
CMECBaH C APYT'H BETEPUHAPHHU JIEKaPCTBEHH MIPOLYKTH.

5.2 Cpok Ha rogHoCT

Cpok Ha TOZIHOCT Ha KpaiHUs BeTepUHAPEH JICKAPCTBEH MPOJYKT: 2 TOJANHH.
CpoKk Ha TOZHOCT CJIe/l pa3TBapsiHE B ChOTBETCTBUE C MHCTPYKIMUTE: M3MOJI3BaliTe He3a0aBHO.

5.3 Crhenuananu ycioBHA 32 CbXpaHeHHe
Jla ce chxpaHsBa U TpaHCIOPTHPA B oxiajaeHo cherostaue (2 °C — 8 °C).

[a He ce 3ampa3sssa.
Jla ce ma3u OT CBET/IMHA.



54 Buau cbCTaB HA NBPBUYHATA OMAKOBKA

CropiiteH ¢nakon tun I, kolTo chabpka 1 1o3a nuodunusar, 3aTBOpeH ¢ OpoMoOyTHIIOBa I'yMeHa
Tamna v aTyMUHHEBa Karayka.

CrokiieH dnakon tum [, kolTo chabpka 1 ml cycnensus, 3aTBOpeH ¢ XJI0poOyTUIIOBA T'yMEHA Tana |
ATyMUHHUCBA Kanayka.

Pasmep Ha omakoBKaTa:

ITmacTMacoBa KyTHS, KOSITO ChaABpKa 25 ¢urakona (1 mo3a) muodmnmmsat u 25 durakona (1 ml)
CYCIICH3HS.

ITnactMacoBa kyTus, KoaTo chabpka S0 ¢uiakona (1 mo3za) nuopunmzar u 50 ¢uakona (1 ml)
CYCIICH3HS.

He Bcuukm pa3mepu Ha omakoBKaTa Morat Aa ObJar Npeajarany Ha nasapa.

5.5 CrhenuajHu MepKH 32 YHHIIOKABAHE HA HEM3MOJI3BAHN MPOAYKTH HJIH OCTATHIHU OT TAX

BerepunapHuTe I€KapCTBEHU MPOIYKTH HE TPsOBa 1a ObJaT U3XBBPISHHU Upe3 OTIAIHU BOIU HITU
OHWTOBH OTHALBIM.

W3non3BaiiTe mporpamu 3a BpbIllaHe PY YHUIIOKABAHETO HAa HEM3IOI3BaHU BETCpPUHAPHU
JIEKApCTBEHU TPOIYKTH MM OCTATHIM OT TAX B ChOTBETCTBUE C U3UCKBAHHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCHYKU HAI[MOHAIIHU CUCTEMH 3a ChOUpaHe, MPUIOKUMHU 32 CHOTBETHHS
BETEPUHAPEH JIEKAPCTBEH TPOIYKT.

6. NME HA IPUTEXATEJISA HA PASPEIIEHUETO 3A ThPTOBUA

Zoetis Belgium

7. HOMEP(A) HA PASPELIEHHUETO 3A ThbPTOBUS

EU/2/14/172/001

EU/2/14/172/002

8. JATA HA MBPBOTO U3JABAHE HA PASPEHLIEHUETO 3A ThPI'OBUSI
Jlata Ha IBPBOTO M3/IaBaHe Ha pa3pelieHueTo 3a Teproeus: 31/07/2014

9. JATA HA TIOCJIEJHATA PEJAKIIMSA HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

10. KJACU®UKALUA HA BETEPUHAPHUTE JJEKAPCTBEHU MNPOAYKTHU
Ja ce oTmmycka camo I10 JIEKapCKO MPEAUCAHKE.

IToapo6Ha uHpopMaIKs 3a TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOKE JIa HaMepuTe B O6a3aTa JaHHU
Ha Cwio3a 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



KYTUsA

NHOOPMAILUSA, KOATO CE U3IINCBA BbPXY BHbHIIHATA OITAKOBKA

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Versican Plus Pi/L4 nmruodunuzar u CycreH3us 3a WHKEKIIMOHHA CYCIICH3HS.

2. KOJIMYECTBO HA AKTUBHUTE BEINIECTBA

Bcesika mo3a ot 1 ml cpabpika:
AKTHBHH BelllecTBA:

JInoduansar CKUB aTEHIOUPAaH):
Canine parainfluenza virus Type 2

Cycrnen3us (MHAKTHUBUPAHA):

L. interrogans ceportun Icterohaemorrhagiae
L. interrogans ceporun Canicola

L. kirschneri ceporunt Grippotyphosa

L. interrogans cepotun Bratislava

Minimum
103! TCIDso

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

Maximum
10%! TCIDs

3. PASMEP HA OITAKOBKATA

25 x 1 mo3a
50 x 1 no3a

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

Kyuera.

‘ 5. TEPAIIEBTUYHU IIOKA3AHUA

‘ 6. HAYNHU HA TPUJIOKEHUE

IToIKOKHO MPUIIOKEHUE.

‘ 7. KAPEHTHH CPOKOBE

8. CPOK HA TOJIHOCT

Exp. {mm/rrrr}
Crient pa3TBapsiHe U3IMOI3BaliTe He3a0aBHO.

10




9. CIIEHUAJIHU YCJI0OBUS 3A CbXPAHEHUME

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

10. HAJAIUCHT ,JIPEJU YIIOTPEBA TIPOYETETE JIMCTOBKATA*

[Ipenu ynorpeba npodereTe IUCTOBKATA.

11. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJIUNIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMEIHNIINHCKA yIIOTpeoa.

12. HAJIHUCHT “JA CE CbXPAHSABA JAJIEY OT IIOI'VIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsdBa AaJIed OT Horjieaa U Ha HEAOCTBIIHU 3a I€11a MCECTaA.

13. HWME HA IIPUTEKATEJISA HA PASPEIIEHUE 3A ThbPT'OBUS

Zoetis Belgium

14. HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBHUS HA BJIIIT

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

15. NAPTUIAEH HOMEP

Lot {nomep}

11




MMUHUMYM HHOOPMAILIUA, KOATO TPABBA JJA BbJIE U3IIMCAHA BbPXY MAJIKH
OITAKOBKM BJIII, KOUTO CBABPXKXAT EJUHUYHA TO3A

®JIAKOH (1 103A JIMODUJIIN3AT)

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Versican Plus Pi/L4

tal

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Pi
1 mo3a

‘ 3. IHAPTUJAEH HOMEP

Lot {momep}

‘ 4. CPOK HA I'OJHOCT

Exp. {mm/rrrT}
Crnen pa3TBapsiHe U3IOI3BaliTe HE3a0aBHO.

12



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

®JAKOH (1 ML CYCIIEH3HSI)

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Versican Plus Pi/L4

tal

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIECTBA

L4
1ml

| 3. MAPTHMJEH HOMEP

Lot {momep}

| 4. CPOK HA FOJIHOCT

Exp. {Mmm/rTIT}

13



B. JUCTOBKA

14



JINCTOBKA
1. HaumenoBaHue HA BeTepHHAPHUS JIeKAPCTBEH MPOAYKT
Versican Plus Pi/L4 nuodunusar u cycreH3us 3a HHXEKIHOHHA CYCIICH3HS 3a Ky4yeTa
2. CbcraB
Beska mo3a ot 1 ml cpappxa:

AKTHBHH Belecrna:

JInodpuan3ar (3KHB ATEHIOMPAH): Minimum Maximum
Canine parainfluenza Type 2 virus, mam CPiV-2 Bio 15 103! TCIDso* 10°* TCIDso*

CycneH3usi (MHAKTHUBUPAHA):

Leptospira interrogans ceporpyma Icterohaemorrhagiae

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

ceporun Canicola, rmam MSLB 1090 ALR** titre > 1:51
Leptospira kirschneri ceporpyma Grippotyphosa

ceporun Grippotyphosa, mam MSLB 1091 ALR** titre > 1:40
Leptospira interrogans ceporpyma Australis

ceporun Bratislava, mam MSLB 1088 ALR** titre > 1:51

* TekaHHa KynTypaaHo nH)eKro3Ha go3a 50%.

**  AHTHTella MHKPO aridyTHHAIHUA-TATUIHA PEaKIIHsl.

AKYBaHT:
Aluminium hydroxide 1,8-2,2 mg.
BeHIIHEAAT HN3TJIC € KAaKTO CJICaBa:

JInodmnmsar: G510 OLBETEHO, IIYTIECTO CHIBPKUMO.
CycrieH3us: Oelle3HUKaBO OLBETEHA ¢ (PUH CEAUMEHT.

3. Bunose ;kMBOTHH, 32 KOMTO ¢ nIpegHa3HadYeH BJIIT
Kyuera.
4. Iokxa3zanus 3a ynorpeda

3a akTUBHA UMYHH3AIMs HA Ky4eTa Ha BB3pacT HaJ 6 CEIMMUIIN:

- 3a mpeAaArnasBaHe OT 0sABA HAa KIIMHUYHU NPU3HAIU (I/IBTG'{GHI/I}I OT HOCa U 0‘-II/ITC) 1 3a HAaMaJIsIBAHC
Ha BUPYCHOTO M3TBYUTEIICTBO, CBBP3aHU C KyUelTKH MapanHQIyeHIIa BUPYC;

- 3a nmpearnasBaHe OT 1osIBa Ha KIIMHWUYHU IpU3HAlHU, I/IH(I)CKHI/IH " OTACIIAHE C YpUHATAa Ha
L.interrogans ceporpyna Australis ceporun Bratislava;

- 3a npeAarna3BaHe OT 110sABa HAa KIIMHWUYHU IPpHU3HALIU, OTACIIIHE C YPUHATA U 34 HAMAJISIBAHC Ha
unpextupanero ¢ L.interrogans ceporpymna Canicola ceporumn Canicola u L.interrogans
ceporpyma Icterohaemorrhagiae ceporun Icterohaemorrhagiae;

- 3a mpeAaArna3BaHe OT NOsABA HAa KIIMHWUYHU IPHU3HALIW, OTACIIAHEC C YPUHATA U 34 HAMAJIIBAHC Ha
uHdexrupaneTo ¢ L.Kirschneri ceporpymna Grippotyphosa ceporun Grippotyphosa;

Havano Ha uMyHuTETA:
- 3 cenMunu cie MPUKITIOUYBaHE HAa HadarHUA Kypc 3a CPiV u

15



- 4 cenmuI ciies1 NPUKITIOUBAHE Ha HAYAIHUS Kypc 3a KoMnoHeHTute Leptospira.

IIpoasmkuTenHoCT Ha UMYyHHUTeTa: Hail-manko 1 ronrHa cien HadaTHUS BAKCHHAIMOHEH KypC 3a
BCUYKH KOMITIOHEHTH Ha Versican Plus Pi/L4.

5. IIpoTuBONOKA3aAHUSA
Hsama.
6. Coenuajnu npeaynpe:kieHust

CrenuanHu OpeaynpesKaeHus:

Jo0Bbp nMyHEH OTTOBOp ce MOTydaBa pH 31paBa UIMyHHA cucTeMa. IMyHHUST OTTOBOp IpH
KUBOTHHUTE MOJKE J1a ObJie KOMIPOMETHPAH OT Pa3IudHHU (PaKTOPHU KaTo BIIOIIEHO 31paBe,
HEMBJIHOLIEHHO XpaHEeHEe, TeHETHYHU (aKTOPH, ChIIBTCTBAIIO MEINKAMEHTO3HO JIEYEHHE U CTPEC.

Ja ce BakcHHUpAT camMo 37paBH KUBOTHHU.

Coenuanuy npeana3sHd MEpKH 3a 0€30IacHa yImoTpeda npy BUAOBETE YKUBOTHH, 38 KOUTO €
nopennasgauen BJIIT:

[IlamMbT Ha )KHBUTE aTCHIOMPAaHHU BUPyCHHU BakcnHU CPiV Moke 1a ce pa3nmpocTpaHsBa OT
BaKCMHUPAHNUTE KydeTa Clie]] BAKCHHAIWS. Berpekn ToBa, O1arogapenne Ha HUCKATa MaTOTEHHOCT Ha
TO3H IIIaM, HE € HeOOX0IMMO BaKCHHUPAHUTE Ky4eTa Jia Ce€ U30JIMPaT OT HEBAaKCUHUPAHUTE.

CHeHI/IaJIHI/I npeamnasHu MEPKHU, KOUTO TD5[6Ba Ja B3EMC JIMIICTO, IMpujIaramo BETCPUHAPHUA
JICKApCTBCH NPOAYKT Ha JKMBOTHHUTC!

HpI/I cnyqaﬁﬂo CaMOUHXKCKTHUPAHC, He3a0aBHO Ja €€ NOThbPCU MCAULIMHCKU CBBET, KAaTO HA JICKAPA CC
pe€aoCTaBy JIMCTOBKATa UJIM €TUKETA Ha MMIPOAYKTaA.

CrenmaiHu OpeanasHy MEpPKH 3a 3allliTa Ha OKOJHATa Cpejia;
He e npunoxumo.

bpeMeHHOCT M naKTanms.

Moske /1a ce mpuiiara Imo BpeMe Ha BropaTa 1 TperaTa (pa3a Ha OpemeHHOCTTa. bezomacHocTTa Ha
BEeTepUHAPHMUSI JIEKAPCTBEH MPOIYKT B paHHaTa (Daza Ha OpeMEHHOCTTA U TI0 BpEME Ha JIAKTaITus HE €
JIOKa3aHa.

BsaumoseiicTBue ¢ Apyry BETEpUHAPHU JIEKAPCTBEHU NPOAYKTU U APYrH HOPMH Ha B3aMMOJICHCTBUE:
Hsma nannuna nHdopmanys 3a 6€30MacHOCTTa B €PUKACHOCTTA OT ChBMECTHOTO M3IIOJI3BaHE HA Ta3H
BaKCHHA C IpyT'H BETEPUHAPHHU JEKapCTBEHHU NpoyKTH. [lopaau Ta3u npudnHa, NpuUiIaraHeTo Ha Ta3u
BAaKCHHA IPEAN WM ciell ynorpedara Ha ApYyT BeTepHHAPEH JIEKapCTBEH NMPOAYKT TpsiOBa z1a ce
MIPELIeHH CTIOpe] HHAUBUAYAIHUS CITyqai.

IIpenosupane:
[Ipu nmpunarane Ha 103a, 10-rpTH O-TOMISIMA OT MIPETIOpBHYAHATA, HE CE HAOII0JaBaT HEOIAarONMPHUSITHA

peaKiuu, pa3inyHy OT onucanute B T. 7. (HebnaronpusaTau peakiun). Berpeku ToBa Manka 4act oT
JKUBOTHUTE, HA KOUTO € MpUJIoKeHa J103a, 10 mbTH mo-rojsiMa OT MpernopbyaHara, MOrat Aa U3NUTBAT
00JKa B MSICTOTO HA MHXXEKTUPAHE CJe]] IpHIaraHe Ha MpoayKTa.

CrenmanHy OrpaHMYCHUS 3a YIOTpeba U cOelyaiHy YCIOBHS 3a ynoTpeba:
He e npunoxxumo.

OCHOBHU HECHBMECTUMOCTH:
[Ipu nunca Ha TaHHU 32 ChBMECTUMOCT, TO3U BETEPHUHAPEH JICKAPCTBEH MPOAYKT HE TpsiOBa 1a Objie
CMECBaH C APYTH BETCPUHAPHU JIEKAPCTBEHN MPOAYKTH.
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1. HeOsaronpuaTHu peakuuu

Kyuera:

Yectu (1 mo 10 va 100 TpeTHpaHu >KUBOTHH):

OTOK B MACTOTO Ha MH/KEKTHpaHe'

Penxu (1 mo 10 ma 10 000 TpeTupaHu >KUBOTHH):

peaxIys Ha CBPHXUyBCTBUTENHOCT (aHA(HUIAKCHS, AHTHOEIEM, IIMPKYJIATOPEH MoK, KOJAIIC,
JIMapus, TUCIIHES, TIOBPBILIAHE)

aHOpEKCHUsl, HaMaJIeHa aKTHBHOCT

Mmoro penku (mo-manko ot 1 Ha 10 000 TpeTrpaH# )KUBOTHH, BKIIOYATETHO H30JIHMPAHU
CHOOIIEHUS):

XHUIEPTEPMHUS], JIETAPTHsl, HEPA3MOI0KEHUE

MMYHHO MEJUMPaHa XEMOJIUTUYHA aHEMHS, IMyHHO MEANUPaHa XeMOJIIUTHYHA
TPOMOOIIMTOIIEHHS], IMYHHO MEIMUPAH NOTHAPTPUT

alexoz[eH OTOK (C pa3Mmep 70 5 cm), KOMTO MOXe Ja € OOJIe3HEeH, TOITBJI WK 3a4epBeH. 1031 OTOK I11e
A34e3He CIOHTAHHO WM B MHOI'O IOJIsIMa CTEIEH Iife HaMaiee 10 14 qHH ciie] BaKCHHAILUITA.

2AKO ce MOSBAT peakIuy Ha CBPHXUYBCTBUTEITHOCT, HE3a0aBHO J1a C€ TMPUIIOKHU TTOIXO/ISIIO JICUSCHHE.
Te3n peakuy MOTAaT Ja €BOJIOUPAT B TIO-TEXKKH CHCTOSHHSI, KOUTO MOTaT JI1a ca
YKUBOTO3aCTpaIllaBaIly.

Cro0maBaneTo Ha HEOIArOMPUATHH PEaKLUK € BakKHO. ToBa MO3BOISBAa HEMIPEKbCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTA. AKO 3a0€NIeXNTE HAKAaKBH HEOIArONMPHUSATHN PEAKIIUY, BKIIOYUTEITHO 1
TaKWBa, KOUTO HE Ca ONIMCAaHU B Ta3u JIMCTOBKA UJIM MUCIIUTC, Y€ BETCPUHAPHHUA JICKAPCTBCH IMIPOAYKT
He JIelicTBa, CBBPIKETE ce MbpBO ¢ Bammmst BereprHapeH siekap. Mosere chIlo j1a cho0naBaTe
HeOIaronpusATHA PEaKMK Ha MIPUTEXKATENS Ha Pa3peLeHUETO 3a ThPrOBHUS KaTo U3I0I3BaTe JaHHUTE
3a KOHTaKT B Kpas Ha Ta3W JIMCTOBKA WM Ype3 BamaTa HaunoHanHa cucteMa 3a choOIaBaHe:
{moIpOOHOCTH 3a HAIMOHATHATA CUCTEMA } .

8. Jdo3upoBKa 3a BCeKH BHJ KMBOTHO, HAYMHHM U METO/ HA NIPHUJIOKEHUE
TToIKOKHO MPUIIOKEHUE.
CxeMa 3a HayaJlHa BaKCHHAITHUS:

JBe no3u Versican Plus Pi/L4 npe3 uatepsan ot 3-4 cenqMuIiy, ciiel HaBbpIIBaHe Ha 6 CeIMUYHA
BB3pACT.

CxeMma 3a peBaKCHHALSL:
Emuanana mo3a Versican Plus Pi/L4 na ce mpunara BeTHBX T'OAHIITHO.

2] ChbBeTH 32 MPAaBWJIHOTO NpUJIaraHe Ha MPOAYKTa

AcenTtruHo cMeceTe aroduiIn3ara chC cycreHsusTa. Paskinarere 100pe 1 He3a0aBHO MPIIIOKETE
ISUT0TO CHIBPKUMO (1 ml) oT cMeceHnst TpOayKT.

BrbHIIICH H3IIIe] Ha PEKOHCTUTYHPaHaTa BaKCUHA: OEIe3HUKABO JI0 KBITCHUKABO OIBETEHA, ChC cllada
OITaJIECLIEHIINS.
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10. KapenTHu cpokoBe

He e npunoxxumo.

11. Coenuajnu ycjaoBHS 32 CbXpaHeHHe
[a ce cpxpaHsiBa naned OT Noriea 1 Ha HEAOCTHITHHM 3a JIe[a MecTa.

Ila ce chxpaHsABa M TPAHCIIOPTHPA B oxiagaeHo cherostaue (2 °C — 8 °C).

[a He ce 3ampa3sssa.

Jla ce mas3u OT CBET/IMHA.

Jla He ce M3MOI3Ba TO3U BETEPUHAPEH JICKAPCTBEH MPOIYKT CIEe U3TUYaHE CPOKa HA TOJHOCT,
MOCOYCH BhPXY eTUKeTa ciien Exp.

CpOKbT Ha TOJTHOCT OTIOBaps Ha MOCIECTHUS JICH OT TO3U MECEII.

Cpok Ha TOZHOCT Clie/l pa3TBapsHe, ChIIIACHO YKa3aHUsTA: U3I0J3BaliTe He3a0aBHO.

12. Chenunajanu npeana3sHu MePKHU NPH YHUIIO:KABaHe

BetepruHapHUTE JIeKapCTBEHH MTPOIYKTH HE TPAOBA Ma ObIaT U3XBBPISTHA Upe3 OTHAIHH BOIH WITH
OHMTOBH OTHAIBIIN.

M3non3BaiiTe nporpamu 3a BpblllaHe [IPU YHUI0’KABAHETO HA HEU3IOJI3BaHU BETEPUHAPHU
JIEKapCTBEHU IIPOLYKTH WIIA OCTATBLU OT TAX B CbOTBETCTBHUE C U3MCKBAHUATA HA MECTHOTO
3aKOHOZATEJICTBO ¥ ¢ BCUUKHU MPUJIOKUMH HALIMOHAIIHU CUCTEMH 3a chOupane. Te3u Mepku 1ie
IIOMOTHAT 32 OIIa3BaHEe Ha OKOJIHATA CpeJa.

[NonuTaiite Bamust BeTepuHapeH Jiekap Win GpapManeBT Kak Jla YHHIIOXHUTE HEHYKHH BETEPHUHAPHU
JIEKapCTBEHU IIPOLYKTH.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIeKAPCTBEHH MPOIYKTH

I[a CC OTITYCKa CaMO II0 JICKAPCKO MMpEAITMCaHune.

14. Homepa Ha pa3penieHHETO 32 THPrOBUS U pa3MepH ONAKOBKHU
EU/2/14/172/001-002

[MnacTmacoBa KyTHs, KOATO Chabpka 25 diakona (1 mo3a) muodunusar u 25 ¢nakona (1 ml)
CyCIIEH3HS.

[TmactmacoBa kyTHs, KosTO chabpka 50 ¢gmakona (1 noza) muodmmmszar u 50 drmakona (1 ml)

CYyCIICH3HS.

He Bcnukn pa3MEpu Ha OIMaKOBKATa MOrart aa 6’B,E[aT npeajiaranv Ha 1masapa.

15. [lara Ha mocjegHaTa peJaKUUs HA TEKCTa
{MM/TTIT?}

[Tonpo6Ha nH(OpMAaIUs 32 TO3U BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE a HAaMepuTe B 0azata NaHHU
na Crro3a otHocHO mpoaykrute (https://medicines.health.europa.eu/veterinary).
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16. [lanuu 3a BpBb3Ka

IIpuTekaren Ha pa3pellIeHUETO 3a ThPrOBHs U JaHHU 33 Bph3Ka 3a ChOOIaBaHe Ha IPE/IIoIaracMu

HeGJ‘IaFOHDI/IHTHI/I PEAKIIUN.
Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
benarusa

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

Peny6uauxa bbarapus
Temn: +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

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

Espafia
Tel: +34 91 4191900
requlatory.spain@zoetis.com

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

Lietuva
Tel: +370 610 05088
zoetis.lithuania@zoetis.com

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

Magyarorszag
Tel.: 436 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@agrimedltd.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

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
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Italia Suomi/Finland

Tel: +39 06 3366 8111 Puh/Tel: +358 10 336 7000
farmacovigilanza.italia@zoetis.com laaketurva@zoetis.com

Kompog Sverige

TnA: +30 210 6791900 Tel: +46 (0) 76 760 0677
infogr@zoetis.com adr.scandinavia@zoetis.com

Latvija United Kingdom (Northern Ireland)
Tel: +370 610 05088 Tel: +353 (0) 1 256 9800
zoetis.latvia@zoetis.com pvsupportireland@zoetis.com

IIpousBoauTes, OTroBapsIIlL 32 OCBOOOKIABAHETO HA MAPTHIN,
Bioveta a.s.

Komenskeho 212/12

683 23 Ivanovice Na Hane

Yexus

17. dombianurtenHa undopmauus

BakcuHara e mpeJHa3HauyeHa 3a aKTUBHA UMYHH3alMs Ha 3[paBu Ky4YeHIa U Ky4deTa cpelly 00iecTH,
NPUYMHEHH OT Ky4ellky nmapanHduyeHia Bupyc, Leptospira interrogans ceporpymna Australis cepotun
Bratislava, Leptospira interrogans ceporpyma Canicola ceporun Canicola, Leptospira kirschneri
ceporpyma Grippotyphosa ceporumn Grippotyphosa u Leptospira interrogans ceporpyma
Icterohaemorrhagiae ceporun Icterohaemorrhagiae.

20


mailto:farmacovigilanza.italia@zoetis.com
mailto:laaketurva@zoetis.com
mailto:infogr@zoetis.com
mailto:adr.scandinavia@zoetis.com
mailto:zoetis.latvia@zoetis.com
mailto:pvsupportireland@zoetis.com

	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	ПРИЛОЖЕНИЕ II
	A.ЕТИКЕТИ
	B. ЛИСТОВКА

