INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Versican Plus Pi/L4R nuo¢unu3zaT v cycreHsus 3a HHXKEKIIMOHHA CYCIICH3HS 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Besika no3a ot 1 ml ceappika:
AKTHBHH BelllecTBA:

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

Cvcnen3usi (MHAKTHBMPAHA):
Leptospira interrogans ceporpyna Icterohaemorrhagiae

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

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

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

ceporun Bratislava, maam MSLB 1088 ALR** titre > 1:51
Bupyc na 6eca, mam SAD Vnukovo-32 > 5 [U***

* TrkanHa KynTypanHo napeknno3na go3a 50%.

**  AHTHTENa MUKPO arTyTHHAIUSA-TUTHYHA PEaKIIUs.
% MexXIyHapOHU €TUHUIIH.

AJKYBaHT:
Aluminium hydroxide 1,8-2,2 mg.

ITomolHM BeniecTBa:

KauvecTBeH ChCTAB HA MIOMOIIHUTE
BENIECTBA M IPYTHTE ChCTABKHU
JIuopuanzar:

Trometamol

Edetic Acid

Sucrose

Dextran 70

Cycnen3us:

Sodium chloride

Potassium chloride

Potassium dihydrogen phosphate
Disodium phosphate dodecahydrate
Water for injections

BBHIIHUAT BUJT € KaKTO clie/Ba:
JImodunmsat: 6510 OBETEHO, MIYILIIECTO ChIBPIKIMO.
Cycnensusi: po30BO OIBETECHA C (PUH CEAMMEHT.



3. K/IMHUYHA UTH®OPMALIUA

3.1 Bupose *KUBOTHH, 32 KOUTO e mpexHa3HadyeH BJIII

Kyuera.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/ JKMBOTHH, 32 KOWTO e NpeJHAa3HAYEH MPOAYKTHT

3a akTUBHA UMYHHU3alHs HA Ky4deTa Ha Bb3pacT HajJ 8—9 ceqMuIiu:

- 3ampennasBaHe OT MOsABA HA KIMHUYHH MTPU3HAIM (M3TCUCHUS OT HOCA U OYUTE) U 32 HAMAJISIBAHE
Ha BUPYCHOTO U3JILYUTEIICTBO, CBBP3aHU C KyUellIKU MapanHIyeHIa BUPYC;

- 3ampenna3BaHe OT MOsIBa Ha KIMHUYHU MPU3HAIM, HHYEKIUS U OTJCISIHE ¢ ypUHATa Ha
L.interrogans ceporpyna Australis ceporun Bratislava;

- 3ampennasBaHe OT MOABA HA KIMHUYHY TPU3HAIM, OTJCISHE C YPUHATA U 32 HAMAJISIBAHE Ha
uHgextupanero ¢ L.interrogans ceporpyna Canicola ceporun Canicola u L.interrogans
ceporpyna Icterohaemorrhagiae ceporun Icterohaemorrhagiae;

- 3ampennasBaHe OT MOSABA HA KIMHUYHH TPU3HAIY, OT/CIISHE C YPUHATA U 32 HAMAJISIBAHE HA
ungextupanero ¢ L. kirschneri ceporpyna Grippotyphosa ceporun Grippotyphosa;

- 3ampeanasBaHe OT MOsBa HA KIMHUYHH [TPU3HAIH, HH)EKTHPAaHE U CMBPTHOCT, MPEAU3BUKAHN OT
BHpYyca Ha Oeca.

Hauano Ha umyHuTera:

- 2 cemMuLU ciel eIMHUYHA BAKCHHALIMS Ha BB3pacT Hax 12 ceaMuiy 3a Osic;

- 3 cemMmuuy cien NpUKIIOYBaHe Ha HavyanHus Kype 3a CPiV ;

- 4 cenmuuu ciel NPUKIIOYBaHE HAa HA4YalHUA KypC 3a BCUUKU KOMIIOHEHTHU Ha Leptospira.

IIpoaBIKUTEIIHOCT HA HNMYHHTETA:

Haii-manko 3 roguHu ciie] HaYaJTHUS BAKCUHAITMOHEH Kypc 3a 0sic. Haii-manko 1 roauna cien
HaYaJTHAS BAKCHHAIIMOHEH KypC 3a BHpyca Ha Kydernkara napaunaduryenma u Leptospira
KOMIOHEHTHUTE. [IpoabIKUTETHOCTTa HA UMYHHTETA CpeIry OsC € JIoKa3aHa Clie]] eTHOKpaTHa
BaKCHHAIUs HA BB3pacT Hal 12 ceamunu.

3.3 IIporuBomoka3zanus

Hswma.

3.4 ChnenuaJHM npexynpe:KIeHust

JloO0bp UMyHEH OTTOBOp Ce TI0JTy4aBa IpH 3/IpaBa IMyHHa cucTeMa. IMyHHHUST OTTOBOP TpU
KUBOTHHUTE MO>KE /1a Ob/Ie KOMIIPOMETUPAH OT Pa3IniHu (PaKTOpH KaTo BIOLICHO 3paBe,
HEMBJIHOLIEHHO XpaHEHe, TeHETUYHU (aKTOpH, ChITbTCTBAIIO0 MEIUKAMEHTO3HO JICUYCHUE U CTPEC.
Ja ce BaKCHHUpAT caMO 37]paBH KUBOTHH.

3.5 CrheuuajHu npeana3Hu MepKH NMpu ynorpeda

CrernmanaHy Ipeana3sHy MEPKHU 3a 0e30IacHa ynoTpebda IIpyu BUAOBETE JKUBOTHH, 38 KOUTO €
npennasHauen BJII:

[a He ce u3M0M3Ba MpHU )KUBOTHH, KOUTO MTOKAa3BaT MPU3HAIM Ha Os5C WM 33 KOUTO CE MpEAToiara, ue
ca nH(EKTHUpaHH C BUpYyca Ha Osic.

[IlamMbT Ha )KUBUTE aTCHIONPAaHK BUPYyCHHU BakcuHM CP1V MOe 11a ce pa3npocTpaHsBa OT
BaKCHHUPAHHUTE KydJeTa CIie/l BAKCHHAIU. Bbrpeku ToBa, OjaronapeHrne Ha HUCKATa MaTOreHHOCT Ha
TE3W IIaMOBE, HE € HEOOXOIMMO BaKCHHUPAHHUTE KydeTa JIa Ce OTAEISIT OT HEBAKCHHUPAHUTE.



CrenyaiHy npeana3Hd MepKH 3a JIUIaTa, IPUIaraiy BeTepUHAPHUS JEKAPCTBEH IPOAYKT Ha )KUBOTHUTE:

HpI/I cnyqaﬁHo CaMOUWHKCKTHUPAHC, He3a0aBHO Ja CC MOThbpPCU MCAUIMHCKHU CBBET, KATO HA JICKAPA CC
npeaoCTaBu JIMCTOBKATA WJIM CTUKETA HAa IPOAYKTA.

CrenyaiHy npearna3Hd MepKH 3a 3alliiTa Ha OKOJIHATA cpejia:

He e npunoxumo.

3.6 HeOnaronpusiTHH peakumun

Kyuera:
Yectn OTOK Ha MSCTOTO Ha MH)KEKTUpaHe'
(1 mo 10 ma 100 TpeTHpaHu >KHBOTHH):
Penxu peaxuus Ha CBPbXUyBCTBUTENHOCT (aHaduakcus,
(1 mo 10 na 10 000 Tpetupanu aHrHoeIeM, HUPKYJIATOPEH 110K, KOJIAIC, TUapus,
XKHUBOTHH): JIUCITHES, MOBPBILAHE)

aHOpEKCHUsl, HAMaJICHa aKTUBHOCT

MHoro penku XUIIEPTEPMUS, JIETaprisl, Hepa3oI0KEHUE
(mo-manko ot 1 Ha 10 000 TpeTupanu MMYHHO M€JUUpPaHa XEMOJIMTUYHA aHEMUS, UMYHHO
YKUBOTHH, BKIIOUUTEIHO M30JIHPAHU MeIUUpaHa XeMOJIMTHYHA TPOMOOLUTOIICHHUS, UMYHHO
CBHOOITICHMS): MEIUUPAH IMOTHAPTPUT

Tpexozen oToK (¢ pa3mep 10 5 cm), KOWTO MOXKE J1a € OOJIE3HEH, TOIBJI WK 3a4epBed. TO31 OTOK Ie
M3Ye3HE CIIOHTAHHO WJIM B MHOTO TOJISIMa CTETIeH Iie Hamasiee 10 14 THH ciiell BAKCHHAIHMATA.

2141(0 CC MOABAT pCaKIIM Ha CBPBXYYBCTBUTCIIHOCT, He3a0aBHO Ja CC IPUJIOKHU NOAXOAAII0 JICYCHUC.
Te3u pCaKknun Morat ga €BOJOUPAT B MO-TCIKKU CbCTOAHUA, KOUTO MOraT Jia ca
JKMBOTO3acCTpaliaBaliu.

Cro0maBaHeTo Ha HEOIATONPUATHHE PEaKIMU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa HAa BETEPUHAPHUS JIEKapCTBEH MPOAYKT. ChoOIIeHUATa TPsIOBa a ce M3MIpaIar, 3a
MMPEATIOYUTAHE YPE3 BETCPUHAPCH JICKAp, WK Ha IPUTCKATCIIA Ha pa3pCIICHUCTO 3a ThbpPTrOBUA UJIU Ha
HAI[MOHAHHUSA KOMIIETCHTEH OpraH Ype3 HallMOHAJTHATA CUCTEMa 3a ChOOIaBaHe. 3a ChOTBETHUTE
JaHHU 3a Bpb3Ka BUXKXTEC JIMCTOBKATA.

3.7 Ymnorpe6a mo BpeMe Ha OpeMEHHOCT, JJAKTAIUS WM sTiileHOCeHe

BpeMeHHOCT U JIaKTaIUs:

Moske na ce mpuiiara 1o BpeMe Ha BTopata u Tperara (a3a Ha OpeMeHHOCTTa. be3zonacHoCTTa Ha
BETEPHHAPHHUS JIEKapCTBEH MPOAYKT B paHHaTa (ha3a Ha OpEMEHHOCTTA U 110 BpeMe Ha JIaKTaIlvsl He €
JIOKa3aHa.

3.8 BzammopeiicTBHe ¢ IPYTH BeTepHHAPHH JIEKAPCTBEHN NMPOAYKTH U Apyru (popmu Ha
B3auMoOJelicTBHE

Hsma nannuna nadopmanms 3a 6e30macHOCTTa ¥ €pUKACHOCTTA OT ChbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BAaKCUHA C JIpyTy BETEpUHAPHU JIEKapCTBEHU NpoAyKTH. [lopany Ta3u npuuuHa, MPUIaraHeTo Ha Ta3H
BaKCHHA MPEM WK cliell ynotpedara Ha IpyT BeTepUHAPEH JIeKapcTBEH MPOAYKT TpsiOBa Jia ce
MIPELEHN CIIOpe] MHANBUAYATHHS CIydail.

3.9 HauuH Ha NpUJIOKEeHNeE U T03MPOBKA

HO,I[KO)KHO MIPUIIOKCHUC.



J03a 1 HaUWH Ha TPWIOKCHHUE:
AcenrtnaHo cMeceTe TuodmIn3aTa Che CycrleH3usATa. Paskiarere 1o0pe v MpUIIOKETe He3a0aBHO
UT0TO CHABPKUMO (1 ml) OT cMeceHusI TPOYKT.

BrHIIIEH BHJT HA pEKOHCTUTYHpPAHATa BAKCHHA: PO30BO/YepBEHA WM JKBJITCHHKABO OIBETEHA, CJIA00
oTajecIupana.

CxeMa 3a HadaTHa BAaKCHHAITHUS:
JBe no3u Versican Plus Pi/L4R npe3 unTepBan ot 3-4 ceAMHUIIU, CJIeA HaBbpIIBaHEe HA 8-9 ceaMuUHa
BB3pacT. Bropara mo3a 1a He ce mpuiiara npeau HaBbpIIBaHe Ha 12 ceMUYHA Bh3pacT.

bsc:

Eduxacnoctra Ha ¢pakuusTa cpemty 0sc € 1oka3zaHa npu J1abopaTOpHU U3CIEeIBAHMSA, CIIE/ PUIaraHe
Ha BB3pacT Haj 12 cenmunu. ETo 3ammo npu npunarane Ha HayaJiHaTa J03a OT BaKCHHATa MOXeE Ja ce
usnoisea Versican Plus Pi/L4. B To3u ciyuaii nmpuiaraneTo Ha BTOpa BaKCHHA Jia C€ HAlpaBu C
Versican Plus Pi/L4R, Ho He npeau HaBbpiIBaHe Ha 12 ceIMUYHA Bb3PAacCT.

Brnpeku ToBa npu nosnesu uscineasanus 10% ot cepoHeraTUBHUTE KydeTa HE ca OKa3ajlH
cepokonBepcus (> 0,1 IU/ml) 3—4 cenmuiiu ciiel eIMHUYHA HaYaJlHA BAKCHHALIMS CpeILy OsiC.

[Ipu HsIKOM )KUBOTHU TUTHPHT HA AaHTUTENATa MOXKe Ja He JocTurHe ctoiHocTr > 0,5 [U/ml cnen
eMHUYHA HAavyaJHa BaKCUHALMS. TUTHPBT HA aHTHTENATa HaMaJIsBa 110 BpeMe Ha 3-roAnIIHaTa
NPOIBIDKUTEIIHOCT Ha UMYHHUTETA, HO BBIIPEKH TOBA MPH IIPOBOKALINS KUBOTHHUTE Ca 3allIUTCHH.

[Ipu mbTyBaHE 10 30HH C TMOBUILEH PUCK OT 3apa3siBaHe u3BbH EQ, BeTepUHAPHUST JIEKap MOXKe Ja
npearnoyeTe Aa MPUIOKHU AOMBIHUTEIHA 1032 OT BAKCHHATA Cpelly OsiC Ha >KUBOTHH Ha Bb3pacT HaJ
12 cenqmuny, 3a Aa OCUTYpHU TUTHP Ha aHTUTenara > 0,5 IU/ml, koliTo ce cmsTa 3a 10CTaThYHO
NPOTEKTUBEH U OTrOBaps Ha M3MCKBAHUATA HA TECTOBETE NPH IbTYBaHe (THUTHP HA aHTUTeNara > 0,5

IU/ml).

HpI/I HeO6XOI[I/IMOCT Ky4de€Ta Ha Bb3pacCT 104 8 ceaMuIM Morart Jia ce BAKCHMHHPAT, IIOHCKC
0e301acHOCTTa Ha IIPOAYKTa € JOKa3aHa IIpU U3CJICABaHNA Ha Ky4€Ta Ha Bb3pacT 6 CCaAMUIN.

CxeMa 3a peBaKCHHAIHS:

Enunanuna no3a Versican Plus Pi/L4R na ce npuiiara Bequbx Ha Bceku 3 roguuad. HeoOxoaumo e
€XKEeTOHO J]a ce M3BBPINBA PEBAKCHHAIHSI CPEILy BUPYCa Ha KydelllKka mapanHQyeHna u
KOMIIOHEHTHUTE Leptospira. [lopany Ta3u mpuuuHa eXEroJHO MOXKeE Jla ce Ipujlara eIMHUYHA 7033 OT
chBMecTHMaTa BakcuHa Versican Plus Pi/L4.

3.10 CumnTomMH Ha npeAo3npaHe (M KOraTo e NPHJI0KMMO — NPoLeIypH Ha AelicTBHe IPH
CIICIIHHU CJTy4Yau M AHTHIO0TH)

[Ipu npunarane Ha no3a, 10-mbTH HO-TONsIMa OT MpENOpbYaHATA, HE ce HAOII0AaBaT HEOIArOIPUATHH
peakuuy, pa3IudHU OT ONUCAHMUTE B T. 3.6. BpIpeku ToBa Masika 4acT OT )KMBOTHHUTE, HA KOUTO €
IIPUIJIOKCHA /1034, 10 obTH HTO-TOJISIMA OT nmperopb4yaHaTa, MorarT aa U3NUTBAT 0oJIKa B MSICTOTO Ha
WH)KEKTHpaHe cjell IpuiaraHe Ha MpoayKTa.

3.11 CneuuajHu orpaHUYeHHUd 32 ynoTpeda U crenMaJHU yCJIOBHUS 32 yNoTpeda, BKJIIOYUTETHO
OrpaHNYeHMs 32 ynoTpedaTa HA AHTUMHMKPOOHHM M MPOTHBONAPA3ZUTHU BeTePUHAPHH
JIEKapCTBEHH NMPOAYKTH, C LeJI A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

To3u NpoayKT NOAJIEKN Ha 0CBOOOKIaBaHe HA MAPTUANUTE OT OPUIIMATHUS KOHTPOJICH OpraH.

3.12 KapeHTHHU CpOKOBe

He e mpuioxumo.



4. HWMYHOJIOI'MYHA HH®OPMALUA
4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QI0O7AJ.

Bakcunara e npeHa3HaYeHa 32 aKTUBHA HUMYHHW3aIMsI Ha 3/[paBH KyUeHIla ¥ KydeTa cperry 0oJecTH,
NPUYMHEHH OT Ky4elllky apanHiyeHna Bupyc, Leptospira interrogans ceporpyma Australis cepoTurn
Bratislava, Leptospira interrogans ceporpyna Canicola ceporun Canicola, Leptospira kirschneri
ceporpymna Grippotyphosa cepotun Grippotyphosa, Leptospira interrogans ceporpyia
Icterohaemorrhagiae ceporun Icterohaemorrhagiae u Bupyca Ha Geca.

5. ODAPMAIIEBTUYHHU JAHHU
5.1 OcCHOBHHM HECHBMECTHMOCTH

[Ipu nunca Ha naHHU 32 CBBMECTUMOCT TO3U BETEPUHAPEH JIEKapCTBEH MPOIYKT HE TpAOBa aa 0be
CMECBaH C APYTH BEeTepUHAPHU JIEKAPCTBEHH MIPOIYKTH.

5.2 Cpoxk Ha romHoCT

Cpok Ha rOZJHOCT Ha KpaiHus BeTepUHAPEH JIEKapCTBEH NPOIYKT: 2 TOAUHH.
CpoK Ha FOJJHOCT CJIe/l pa3TBapsiHE B ChOTBETCTBUE C MHCTPYKIMHTE: M3MOJI3BaliTe He3abaBHO.

5.3 CuoeuuaJjiHu ycJ10BUs 32 CbXPAHEHUE

Ja ce cpxpaHsBa 1 TpaHCHIOPTHpPA B 0XJaieHo cheTosiHue (2 °C — 8 °C).
[a He ce 3ampa3sBa.
Jla ce ma3u OT CBETJIMHA.

5.4 Buawu cbCcTaB HA MBPBUYHATA ONMAKOBKA

CrbkneH ¢makon tum I, KoiTo chappika 1 mo3a muodunmusar, 3aTBOpeH ¢ OpoMoOyTHIIOBAa T'yMeHa
3aIyIaika 1 alyMHHHEeBa Kalayvka.

CrpriieH ¢uakoH Tl [, kolTo chabpka 1 ml cycrneHsus, 3aTBOpEH ¢ XJI0poOyTHIOBa TyMeHa
3amyIIanka ¥ afyMIHHACBA Kamadka.

Pasmep Ha onakoBkaTa:

[InacTmacoBa KyTus, KOSITO chIabpka 25 ¢umakona (1 mo3a) muodunuszat u 25 dakona (1 ml)
CYCTICH3HSL.

[TnactmacoBa kyTHs, KoATo cbabpka S0 daakona (1 mo3a) mumodunusar u 50 ¢pnakona (1 ml)
CYyCIICH3HSL.

He Bcuukm pasMepn Ha ormakoBKaTa Morar fa Ob/aT NpeAsiaraHy Ha masapa.
5.5 ChenuanHu MepKH 32 YHUIIOKABaHe HA HEM3MOJI3BaH MPOAYKT WJIH OCTATHIU OT HEro

BeTCpI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpH6Ba Ja 6’LZ[3T HU3XBBPJIAHA YPE3 OTIIAAHU BOJAU WA
OuTOBHU OTIaabIH.

W3nomspaiite IIporpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MPOAYKTU UK OCTAThLU OT TAX B CbOTBETCTBUC C UBUCKBAHUATA HA MECTHOTO
3aKOHOAATCJICTBO U C BCHMYKH HallMOHAJTHU CUCTEMU 3a C’L6I/IpaHe, IIPUIIOKHUMU 32 CbOTBETHHUA
BCTCPUHAPCH JICKAPCTBCH MPOAYKT.



6. HUME HA ITIPUTEXATEJISI HA PABPEIIEHUETO 3A ThPI'OBUS

Zoetis Belgium

7. HOMEPA HA PASPEHLIEHUETO 3A ThPI'OBUsI

EU/2/14/173/001

EU/2/14/173/002

8. [ATA HA I'bPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS
Jara Ha mppBOTO M3aBaHE HA pa3pelIeHueTo 3a Thprosus: 31/07/2014

9.  JIATA HA NOCJIEJHATA PEJAKLUS HA KPATKATA XAPAKTEPUCTHKA HA
MPOJIYKTA

10. KIACHUPUKAILIUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
[la ce oTIycka caMo 10 JIEKapCcKO MpeIIUCaHHE.

[MoapoOHa nHpopMaLKs 32 TO3H BETCPHUHAPCH JIEKAPCTBEH MPOAYKT MOKE Jla HaMepuTe B O6azata
naHHU Ha Chr03a OTHOCHO MIPOAYKTHTE.



IMPNJIOKEHHUE I1

APYI'N YCJIOBUSA N U3BNCKBAHUSA KBbM PASPEIIEHUETO 3A ThPI'OBUSL

Hsama.



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A. ETUKETH
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KYTUsA

NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Versican Plus Pi/L4R nuo¢uiuzaT u cycneH3us 3a MHXEKIMOHHA CYCIIEH3HUS.

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Bcesika no3a ot 1 ml ceappika:
AKTHBHH BelllecTBA:

JInoduwinsat CKNUB aTEHIOUPAH):
Canine parainfluenza virus Type 2

CycneHn3usi (MHAKTUBMPAHA):

L. interrogans ceporun Icterohaemorrhagiae
L. interrogans ceporun Canicola

L. kirschneri ceporunn Grippotyphosa

L. interrogans ceportun Bratislava

Bupyc na 6eca

Minimum
103! TCIDso

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

Maximum
10°! TCIDso

3. PABMEP HA OITAKOBKATA

25 x 1 moza
50 x 1 mo3a

4. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Kyuera.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

TToKOXXHO NPHUIIOKEHUE.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Crien pa3TBapsHe U3ITOI3BANTE HE3a0aBHO.
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‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

[a ce cbxpaHsaBa U TPaHCIIOPTHPA B OXJIAJIC€HO ChCTOSHUE.
a ue ce 3ampasspa.
Jla ce ma3u oT CBETJIMHA.

‘ 10. HAJAIUCHT ,,JIPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA*

[penu ynoTtpeda npoyereTe IMCTOBKATA.

‘ 11. HAJAIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJIIIUCBHT “JA CE CbXPAHSBA JAJIEY OT NNIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa Aajicd OT 1orjicaa U Ha HCAOCTHIIHU 3a 1€1a MECTaA.

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPT'OBUA

Zoetis Belgium

14. HOMEPA HA PASPEHIEHUETO 3A ThbPT'OBUS HA BJIII

EU/2/14/173/001
EU/2/14/173/002

‘ 15. HAPTHUJIEH HOMEP

Lot {nomep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJII1, KOUTO CBABPKAT EJUHUYHA JO3A

®JIIAKOHMU (1 JO3A JIMODPUJIN3AT)

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Versican Plus Pi/L4R

‘al

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Pi
1 mo3a

‘ 3. NAPTUJAEH HOMEP

Lot {Homep}

‘ 4. CPOK HA T'OJHOCT

Exp. {mm/rrrIT}

Crnen pa3TBapsiHe U3IOJNI3BalTE HE3a0ABHO.
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKM BJII1, KOUTO CBABPKAT EJUHUYHA JO3A

®JIIAKOHMU (1 ML CYCIIEH3Us)

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Versican Plus Pi/L4R

‘al

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

L4R
1 ml

‘ 3. NAPTUJAEH HOMEP

Lot {Homep}

‘ 4. CPOK HA T'OJHOCT

Exp. {mm/rrrIT}
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B. JUCTOBKA
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JIUCTOBKA
1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Versican Plus Pi/L4R nuodunuszaT v cycrieH3us 3a HHKEKIMOHHA CYCIICH3MS 3a KydeTa

2. CncTas
Besika no3a ot 1 ml ceabpika:
AKTHBHH BelllecTBa:

Jinopunanzar (;KMB ATEeHIOHPAH): Minimum Maximum
Canine parainfluenza Type 2 virus, mam CPiV-2 Bio 15 103! TCIDso* 10>! TCIDso*

CycneHn3usi (MHAKTUBMPAHA):
Leptospira interrogans ceporpyna Icterohaemorrhagiae

cepotun Icterohaemorrhagiae miam MSLB 1089 ALR** titre > 1:51
Leptospira interrogans ceporpyma Canicola

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

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

cepotun Bratislava, maam MSLB 1088 ALR** titre > 1:51
Bupyc Ha Oeca, mam SAD Vnukovo-32 > 5 [U***

* TrpkanHa kyntypanHo napekunosna go3a 50%.

**  AHTHTE]a MUKDO arilyTHHAIUS-TUTHYHA PEaKIIUs.
*A%  MexIyHapOoIHH SAMHHULIM.

AKYBaHT:
Aluminium hydroxide 1,8-2,2 mg.
BBHIIHMAT BUJ € KaKkTO cie/Ba:

JInodpunuszat: G510 OLBETEHO, UTYIUIECTO ChABPKUMO.
CycrnieH3usi: po30BO OLBETEHA C (PUH CEUMEHT.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII
Kyuera.
4. IToxa3zanus 3a ynorpeoda

3a aKTMBHA UMYHH3alUs Ha KydeTa Ha Bb3pacT Hax 8—9 cenMulu:

- 3a mpeana3BaHe OT MOsBAa Ha KJIMHUYHY NPU3HAIM (M3TEUCHUS OT HOCA U OYUTE) U 32 HAMAJIIBaHE
Ha BUPYCHOTO M3JIBUYUTENICTBO, CBBP3aHH C KyUeIlIKH MapanH(IyeHLa BUPYC;

- 3ampeanasBaHe OT MOsABa HAa KJIMHUYHU NPU3HALHN, HHPEKIH U OTAENISHE C ypHHATA HA
L.interrogans ceporpyna Australis ceporun Bratislava;

- 3ampenanaszBaHe OT MOsIBa HAa KJIMHWUYHU MPHU3HALM, OT/JEIISTHE C YPHHATA U 32 HaMaJIsIBaHE Ha
uHdexTupaneto c L.interrogans ceporpyna Canicola ceporun Canicola u L.interrogans
ceporpyna Icterohaemorrhagiae ceporun Icterohaemorrhagiae;

- 3ampenanaszBaHe OT MOsIBa Ha KJIMHWUYHU MPHU3HALM, OTJEIISTHE C YPHHATA U 32 HaMaJlsIBaHE Ha
uHdpexTupaneto c L. kirschneri ceporpyna Grippotyphosa cepotun Grippotyphosa;
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- 3ampenanaszBaHe OT MOsBa HAa KJIMHWYHHU NMPU3HALN, HHPEKTHPAHE U CMBPTHOCT, MPETU3BUKAHH OT
BHpyca Ha Oeca.

Hauano Ha uMyHHTETA:
- 2 CeaMUIH Clie]l eAMHINYHA BaKCHHAITIS Ha Bh3pacT Ham 12 ceamuIty 3a 6sic,
- 3 ceamuIy clieq MPUKITIOYBaHe Ha HadaaHus Kype 3a CPiV u
- 4 cemMuIM cien NPUKIIOYBAHE HA HAYaTHHUS KyPC 32 BCHYKU KOMIIOHSHTHU Ha Leptospira.

IIpoaBDKUTEIHOCT HA UMYHHUTETA:

Haii-manko 3 roauHu ciie] HAYaJTHUS BAKCUHAITMOHEH Kypc 3a Osic. Haii-manko 1 roguna cien
HAYaJTHUS BAaKCUHAIIMOHEH KypC 3a BUpyca Ha Kydellka napanHgyeHIla 1 KOMIOHEHTHTE Leptospira .
IIpoabHKUTEITHOCTTa HA UMYHHUTETA CPEITy OsC € ToKa3aHa Clie]] eTHOKpaTHA BAKCHHAIIMS Ha BB3PacT
Hax 12 ceqMUIIN.

5. IIporuBonokazanus
Hsama.
6. CrnenmaJHu npegynpexIeHus

CrenyanHy OpeaynpeskICHUs:

J1oOBbp UMYHEH OTrOBOp C€ IOJTy4aBa MPH 3[[paBa UMyHHA CUCTeMa. IMyHHUST OTTOBOp MPHU
JKUBOTHHTE MOJKE J1a ObJIe KOMIPOMETUPAH OT Pa3IniHu (PaKTOPH KATo BIOUICHO 3][paBe,
HEI'BJTHOLIEHHO XpaHeHe, TeHeTUYHU (PaKTOpPH, ChITHTCTBAIIO MEANKAMEHTO3HO JICUYEHHE U CTPEC.

I[a CC BAKCHHHPAT CaMO 3paBu JKUBOTHHU.

CrenyanHy Npeana3Hd MEpKH 3a 0e30MacHa yrnoTpeda npu BUJOBETE KUBOTHH, 3a KOUTO €
npeadazHayeH BJIIT:

Jla He ce m3mo3Ba IpH KUBOTHH, KOUTO TIOKA3BaT MPU3HAIIN Ha OsIC FIIM 32 KOUTO C€ MpeAroara, e
ca nH(pEKTHpaHU C BUpyca Ha Oeca.

[IlaMbT Ha )XKUBUTE aTCHIONPaHH BUpyCHU BakcuHM CP1V MoXe 11a ce pa3npocTpaHsBa OT
BaKCHHHpAHHUTE KydeTa ciie/l BAKCHHAIMA. Berpeku ToBa, OjaronapeHrne Ha HUCKAaTa MaTOreHHOCT Ha
TO3H IIlaM, HE € HE00XO0IMMO BaKCHHUPAHHUTE KydeTa JIa Ce U30JIMPaT OT HeBAKCUHUPAHUTE.

Cneunan}m npeanasH MEpKHU, KOUTO TDSI6Ba Ja B3€MEC JIMIICTO, IMpujIaramo BETCPUHAPHUA
JICKAPCTBCH NPOAYKT HaA XXMBOTHHUTC:

HpI/I cnyqaﬁHo CaMOUWHXKCKTHUPAHC, He3a0aBHO Ja €€ MOThbPCU MCAUIMHCKHU CBBET, KATO HA JICKAPA CC
IpeaoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTaA.

CrenuanHy opeAna3sHyl MEpKH 3a 3aluTa Ha OKOJIHATa cpesia:
He e npunoxumo.

bpemeHHOCT U NakTaIus:

Moske na ce mpuiiara 1o BpeMe Ha BTopara u Tperata (a3a Ha OpeMeHHOCTTa. be3onacHoCTTa Ha
BETEPHUHAPHHUS JIEKapCTBEH MPOAYKT B paHHaTa (ha3a Ha OpEMEHHOCTTA U 110 BpeMe Ha JIaKTaIlvsl He €
JI0OKa3aHa.

BsaumoneiicTBue ¢ Apyru BeTEpUHAPHU JICKAPCTBEHU NPOAYKTH U ApyTH (HOPMHU Ha B3aMMOJCHCTBYE:!
Hsma nanmyna nadopMmanms 3a 6e30macHOCTTa ¥ epUKACHOCTTA OT ChBMECTHOTO M3IOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BEeTEPUHAPHHU JICKapCTBEHU npoaykTy. [lopaau Ta3u npuynHa, IpuUiIaraHeTo Ha Ta3u
BaKCHHA TIPEIU WU CJIe] yIoTpedara Ha IpyT BETEPHUHAPEH JICKApPCTBEH MPOAYKT TPSOBaA 1a ce
MIPELeH! CTIOpe]l MHANBUIYATHHS CITydai.
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IIpenosupane:
IIpu npunarane Ha m103a, 10-TbTH MO-TOJISIMA OT IIPETIOpbUaHaTa, He ce HaOIroaBaT HeOIaronmpusITHH

peakuuu, pa3indHu OT onucanute B T. 7. (HeOnaronpustau peakiun). Beipeku ToBa Majka 4act OT
JKUBOTHUTE, Ha KOUTO € MPIJIOKEHA 1033, 10 IbTH MO-TosIMa OT MpernopbyaHara, MOTraT Ja U3MUTBAT
00JKa B MACTOTO Ha MHKEKTUpPAHE Clie] MpIJIaraHe Ha MPOIyKTa.

CrielmaiHy OTpaHUYCHHS 33 YIOTpeOa M CIICIUATHU YCIOBUS 32 YIIOTpeba:
To3u NPOAYKT MOJICKN Ha 0CBOOOKIaBaHe HA MMAPTUANTE OT OPUIMATHUS KOHTPOJICH OpraH.

OCHOBHU HECHBMECTUMOCTH:
[Tpu nunca Ha TaHHU 32 CBBMECTUMOCT TO3U BETEPHUHAPEH JICKAPCTBEH MPOIYKT HE TpsiOBa aa Ob/ie
CMECBaH C JAPYTH BETEpPUHAPHU JIEKAPCTBEHH MPOIYKTH.

7. HeOnaronpusiTHu peakuuu

Kyuera:

UYectu (1 mo 10 Ha 100 TpeTHpaHH KUBOTHH):

OTOK Ha MSICTOTO Ha HE)KEKTUPaHe'

Penxu (1 go 10 Ha 10 000 TpeTupaHu >KUBOTHH):

peaKIus Ha CBPbXUYYBCTBUTENHOCT” (aHA(DMIAKCHS, AHTHOEIEM, IMPKYJIATOPEH IIOK, KOJIAIC,
IUapysl, AUCIHES, IOBPbILAHE)

aHOpEKCHUsl, HaMaJIeHa aKTUBHOCT

MHoro penku (mo-manko ot 1 Ha 10 000 TpeTrpaHu )KUBOTHH, BKIIOYUTEIIHO N30JIUPAHH
CHOOIICHHS):

XUIIEPTEPMUs, JIETaprHsl, HEPa3IoI0KEHUE

HUMYHHO MeJMMpaHa XEMOJUTUYHA aHEMUsI, UMYHHO MEJMHMPaHa XeMOJIUTUYHA TPOMOOLIUTOIIEHUS,
WMYHHO MeJMUpaH MOJUAPTPHUT

TIpexomeH oToK (¢ pasmep 10 5 cm), KONTO MOXKe 1a € GOJIE3HEH, TOIIBJI WK 3a4epBeH. TO3HM OTOK IIe
W34Ye3HE CIIOHTAHHO WU B MHOTO TOJIsSIMa CTETICH IIl¢ Hamasiee 10 14 JHH ciell BAKCHHAIIHUSTA.

2AKO ce HOSBAT PeaklMK Ha CBPhXUyBCTBUTEIHOCT, He3a0aBHO J1a e IPUIIOKH HOIXOIAIIO JCUCHHE.
Te3u peakuu MOTAaT J]a CBOJIOMPAT B TTO-TEKKH CHCTOSIHHSI, KOUTO MOTaT Ja ca
’KMBOTO3aCTpalllaBallly.

CpoOmuraBaHeTo Ha HEOIATONPHUATHH PEAKIMY € BaKHO. ToBa 103BOJISIBA HETIPEKBCHAT MOHUTOPHHT Ha
Oe3omacHOCTTa Ha MPOAYKTa. AKO 3a0eNeKnUTe HAKAKBU HEOJIArONPHUsITHU PEakiiy, BKIIOYUTEIHO U
TaKuBa, KOUTO HE Ca OMMCAHU B TA3U JIMCTOBKA MJIM MUCIIUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
He JelicTBa, CBBbpIKETe ce MbpBO ¢ Bammms BeTepuHapeH sekap. Moxere ChIIo a cho0maBare
HeOJIaronpusTHA PeakL Ha IPUTEXATellsl Ha Pa3pellieHUETO 3a ThProBHUsl, KATO U3I0J3BaTe JAHHUTE
3a KOHTaKT B Kpasi Ha Ta3H JIMCTOBKA WM upe3 Bariata HanoHamHa cuctemMa 3a cboOl1aBaHe
{moIpoGHOCTH 32 HALIMOHATTHATA CUCTEMA } .

8. Jlo3upoBKa 32 BCEKHM B/l KHBOTHO, HAYMHH M METO/ HA NMPUJIOKEHHE
[ToakoXHO IPUIOKEHHE.
Cxema 3a HayaJIHA BaKCHHALIUS:

JBe nosu Versican Plus Pi/L4R npe3 unTepBan ot 3-4 ceiMuIY, Clie] HAaBbPIIBaHE HA 8-9 ceqMuyuHa
BB3pacT. Bropara mo3a a He ce mpuiara npeau HaBbpIIBaHe Ha 12 ceMUYHA Bh3pacT.

bsc:
EdukacHoctTa Ha ppakiusaTa cpeiry Osc € Joka3zaHa MpH Ja0OPaTOPHU U3CIICABAHMS, CIIE]] TIpUIaraHe
Ha BB3pacT Hax 12 cemmui. ETo 3amo nmpy npuiarade Ha HavaHaTa J03a OT BaKCMHATAa MOXKE J1a e
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usnoisea Versican Plus Pi/L4. B To3u ciyuait npuiaraneTo Ha BTOpa BaKCHHA Jia C€ HAalpaBy C
Versican Plus Pi/L4R, Ho He npeau HaBbpiIBaHe Ha 12 ceIMUYHA Bb3PAacCT.

Brnpeku ToBa npu nosnesu uscneasanus 10% ot cepoHeraTUBHUTE KydeTa HE ca OKa3ajH
cepokonBepcus (> 0,1 IU/ml) 3—4 cenmuIiy ciiesi eIMHUYHA HaYaJlHA BAKCHHALIMS CpeILy OsicC.

[Ipu HAKOHU >KMBOTHH TUTHPHT HAa aHTHTEIATa MOXKE J1a HE OCTUTHE cTorHocTH > 0,5 IU/ml cnen
eAMHUYHA HAavyajHa BaKCUHALMs. TUTHPBT HA aHTHTENATa HaMaJIsiBa 1O BpeMe Ha 3-roAMIIHaTa
NPOJIBIDKUTEIIHOCT Ha UMYHHTETA, HO BBIIPEKH TOBA TPH ITPOBOKAIINS )KUBOTHHUTE Ca 3allIUTEHH.
[Ipu mpTyBaHe 10 30HM C TIOBUIIICH PHUCK OT 3apa3siBaHe n3BbH EO, BeTEpHHAPHUAT JIeKap MOXe Jia
npearnoyeTe Aa MPUIOKHU JAOMBIHUTENHA 1032 OT BAKCHHATA Cpellly O5iC Ha )KUBOTHH Ha Bb3pacT HaJ
12 cenqmuiy, 3a Aa OCUTYpHU TUTHP Ha aHTUTenara > 0,5 IU/ml, koliTo ce cmsTa 3a 10CTaThYHO
MIPOTEKTUBEH M OTTOBApS Ha M3MCKBAHUATA HA TECTOBETE NIPU IbTyBaHe (TUTHP HA aHTHTENaTa > 0,5

IU/ml).

IIpu HE0OXOIMMOCT KydeTa Ha BB3PacT MOJ 8 CEIMUITA MOTaT Ja C€ BAKCHHUPAT, TTIOHEKE
0e30macHOCTTa Ha TIPOYKTA € JI0Ka3aHa MPH U3CICABAHMS Ha KydeTa Ha BB3pacT 6 CeAMUITH.

CxeMa 3a peBaKCHHAITHS:

Enunnuna no3a Versican Plus Pi/L4R na ce npuiara Bequbx Ha Bceku 3 roguuad. Heo0xoaumo e
€XKEroJIHO JIa CE U3BBHPINBA PEBAKCHHAIIMS CPENly BUpYyca Ha KydellKka mapanH(IyeHna u
KOMIIOHEHTHUTE Leptospira. [lopany Ta3u mpruunHa eXEroJHO MOXKE Jla ce Ipujlara eIMHUYHA 7032 OT
chBMecTHMaTa BakcuHa Versican Plus Pi/L4.

9. CbBeTH 32 IPaBUJIHOTO MPWJIATAHE HA MPOAYKTA

Acentu4Ho cMeceTe THoduiIn3aTa cbe cycnensusara. Pasknarere nodpe u npuioxere He3a0aBHO
ISUI0TO ChABPKUMO (1 ml) OT cMeceHust IPOAYKT.

BrHIIeH BU Ha pEKOHCTUTYHpaHaTa BAKCHHA: PO30BO/YepBEHA WM JKBJITCHUKABO OLIBETEHA, CI1a00
ornajnecupaa.
10. KapenTHu cpokxoBe

He e npunoxumo.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe
Jla ce chxpaHsiBa Jjajied OT MOTJIeIa U Ha HEAOCTHITHY 3a JIella MecTa.

[a ce cpxpansBa 1 TpaHCIIOpTHpa B oxJaaeHo ceerosaue (2 °C — 8 °C).

[a He ce 3ampa3siBa.

[a ce masu ot cBeT/IMHA.

[a He ce U3M0I3Ba TO3M BETEPHHAPEH JIEKAPCTBEH MPOLYKT CIIE]] U3TUYaHE CPOKA Ha TOIHOCT,
nocoueH Bepxy eruketa cieji Exp. CpokbsT Ha TOHOCT OTrOBapst Ha MOCIETHUS JICH OT TO3U MeCell.
Cpok Ha rOJIHOCT CJIe/l pa3TBapsiHe, ChITIACHO yKa3aHUATA: U3ION3BaliTe He3abaBHO.

12. ChnenmnajaHu nNpeana3sHu MePKHU MPHU YHUIII0KABAHE

BerepunapuuTe nekapcTBEHU MPOIYKTH HE TPSOBa 1a ObJaT U3XBBPISHU Upe3 OTIIAJHU BOIU HITU
OUTOBHU OTIIAIBIIH.

W3nomspaiite mporpamMu 3a BpbIIaHC IIPU YHUIIOKABAHCTO HAa HCU3MIOJI3BAHNU BETCPUHAPHU
JICKAPCTBCHU MPOAYKTU UK OCTAThLU OT TAX B CbOTBETCTBUC C U3UCKBAHUATA HA MCCTHOTO
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3aKOHOATCJICTBO U C BCUYKHU INPUIIOKUMHU HAITUOHATIHU CUCTEMHU 3a C’L6I/IpaHe. Tes3u MECPKH 1IC
IMMOMOT'HAT 34 OIla3BaHC HAa OKOJIHATa cpcaa.

[NonuTaiite Bamus BeTepuHapeH jekap win (papMaleBT KakK Aa YHUIIOKUTE HEHYKHU BeTepUHAPHH
JIEKapCTBEHU MPOIYKTH.
13. Kuaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMUCaHunC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMMAKOBKHU
EU/2/14/173/001-002

[InmactmacoBa KyTHs, KoATO Chabpika 25 diakoHa (1 mo3a) muodunusar u 25 ¢nakona (1 ml)
CYCIICH3MSL.

[MnactmacoBa kyTHs, KoATO chabpka S50 diaakona (1 mo3a) mruodunuzar u 50 ¢akona (1 ml)

CYCIICH3USL.

He Bcwuku pa3mepu Ha ommakoBKaTa MOTat Aa ObJaT MpejiaraHy Ha ma3apa.

15. JlaTa Ha mocJieiHATa peAaKIUs HA TeKCTa

[Honpobna uHpopmanys 3a TO3M BeTEpUHAPEH JEKaPCTBEH MPOAYKT MOXKE /1a HaMepuTe B 6a3ara TaHHU
Ha Cpr03a OTHOCHO MPOAYKTHTE.

16. lanHwu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCIICHUCTO 34 ThbPIroBHA M JAHHHW 34 BPH3Ka 34 C’LO6]J_IaBaHC Ha npéanojgaracMm

HeOIArONpUATHU DEAKIIUU:
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

Peny06smka boarapus
Tein: +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

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

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

El\Gda
TnA: +30 210 6791900
infogr@zoetis.com

Espaiia
Tel: +34 91 4191900
regulatory.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(@jicepharma.is

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

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

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

Romaénia
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

HDOI/IBBOI[I/ITCJL OTTrOoBap4I 3a 0CB060)KZ[aBaHeTO Ha MapTUuaM:

Bioveta a.s.

Komenskeho 212/12

683 23 Ivanovice Na Hane
Yexusa

17. JdombjaHuTteaHa HH(pOpMAIUS

BakcuHara e npeHa3Ha4YeHa 3a aKTHBHA MMYHHM3alUs Ha 3paBU Ky4eHIIa M Ky4eTa cpely Oonecty,
HIPUYMHEHH OT Ky4YellKu napanHdiayeHua supyc, Leptospira interrogans ceporpyna Australis cepoturn
Bratislava, Leptospira interrogans ceporpyna Canicola ceporun Canicola, Leptospira kirschneri
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ceporpymna Grippotyphosa cepotun Grippotyphosa, Leptospira interrogans ceporpyia
Icterohaemorrhagiae ceporur Icterohaemorrhagiae u Bupyca Ha Oeca.
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