HNPUJIOXKXEHMUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUA JIEKAPCTBEH ITPOAYKT

Versican Plus DHPPi, nuodunmzat u pa3TBopuTen 3a HHKEKIIMOHHA CyCIIEH3HSI 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Bcesika mo3a ot 1 ml ceabpika:

AKTHBHHU BellecTBa:

Jlnoduanzar (KUB aTeHIOMPaH): Minimum Maximum

Canine distemper virus, mam CDV Bio 11/A 10*! TCIDso* 10°! TCIDso*
Canine adenovirus type 2, mam CAV-2 Bio 13 10*® TCIDso* 10> TCIDso*
Canine parvovirus type 2b, mam CPV-2b Bio 12/B 10** TCIDso* 10°° TCIDso*
Canine parainfluenza type 2 Bupyc, mam CPiV-2 Bio 15 10*! TCIDso* 10°! TCIDso*

* TopkaHHa KyATypaHO HH(peKnno3Ha no3a 50%.

ITomo1HHu BeniecTnBa:

KadecTBeH chCTaB Ha MOMOIHHUTE
BelIECTBA M IPYIUTE€ CbCTABKHU

JInopuanzar:

Trometamol
Edetic Acid
Sucrose

Dextran 70

PasTBOopuTen:

Water for injections (Aqua ad iniectabilia)

BBHIIHUAT BUJ € KaKTO cleBa:
JIno¢punmzat: 050 OLBETEHO IIYTIIECTO ChABPIKUMO.
PastBopuTen: nmpo3payen 6e3LUBETEH Pa3TBOP.

3. KIIMHNYHA UHOOPMALIUA
3.1 Bwupgose ;KHBOTHHM, 32 KOUTO ¢ npeanazHaved BJIIT

Kyuera.

3.2 Tloka3anus 3a ynorpeda 3a BCeKH BH/J )KMBOTHH, 32 KOWTO e MpeHa3HA4YeH NPOAYKTHT

3a akTHBHA UMYHH3alMA Ha KydeTa Ha Bb3pacT HaJ 6 CeAMUIIN:

— 3ampeana3BaHe OT N0sBa Ha KJIMHUYHU NPU3HALU U CMBPTHOCT, CBBP3aHH C BUPYyCa Ha raHa 1o
Ky4eTara;

— 3amnpeana3BaHe OT N0sBa Ha KJIMHUYHU NPU3HALU U CMBPTHOCT, CBBP3aHH C KyUYeIKU
azleHoBUpYC TUl 1;

— 3amnpeana3BaHe OT 0ABa HA KJIMHUYHU NPU3HALM U 32 HAMAJIIBAaHE HAa BUPYCHOTO
W3TBYUTENICTBO, CBBP3aHHU C KYUCIIKH aJICHOBUPYC TUI 2;

— 3ampeana3BaHe OT N0SBA HA KJIMHUYHU NPHU3HALM, JIEBKOIICHNUS U BUPYCHA €KCKpPELHS,
MPEIU3BUKAHU OT KyUELIKH TapBOBUPYC:



— 3ampeana3BaHe OT N0sBa Ha KJIMHUYHU NPHU3HAIM (M3TEUEHUS OT HOCA U OYMTE) U 32 HaMaJlsIBaHe
Ha BUPYCHOTO U3TBUYUTENICTBO, CBBP3aHH C KyUeIIKU apanH(IyeHa BUpYC.

Hauvano Ha umyHunTeTa:
— 3 ceamunu cien mbpBara BakcuHanusa 3a CDV, CAV, CPV, u
— 3 cenmuuu cies NpUKIIOYBaHe Ha HayanHus Kypc 3a CPiV.

IIpoaABIKUTEIIHOCT HA UMYHHTETA:

Haii-manko Tpu ronuHu cies HayalHUS BAKCHHAIIMOHEH KypC 3a BUpyca Ha raHa 1o Ky4eTara,
KYYEIIKH aJICHOBUPYC THII 1, Ky4elIKU aJcHOBUPYC TUM 2 U KyUEILIKHU MapBOBUPYC.
[IponpmxutennocTTa Ha uMyHHUTETa cperry CAV-2 He e u3cienBana uype3 NpoBOKalus. Y CTAaHOBEHO
e, ue 3 rogunu cief BakcuHanug cpemry CAV-2, Bce omie ce oTkpuBaT anTuTena. [lpuema ce, ue
MMYyHOJIOrMuHaTta npotekuus cpeiry CAV-2, acouunpan ¢ pecnupaTopHa CUMITOMATHKA, € C
NPOABIKUTENTHOCT NoHe 3 ronuHu. [ToHe eqHa roauHa ciea HavYanHUsS BAKCUHAIIMOHEH KypC CperLy
Ky4elIky napauHgpiIyeHIa BUpyC.

3.3 IIporuBomoka3zanus
Hsama.
3.4 Chnenuajanu npeaynpeKieHust

JoOBp UMyHEH OTTOBOp ce MOIy4aBa pH 3IpaBa IMyHHa cucTeMa. IMyHHUSAT OTTOBOp NPH
XKHUBOTHHUTE MOXKE /1a Ob/ie KOMIPOMETUPAH OT PAa3INUHU (PAKTOPH KaTO HEIBIHOLIEHHO XpaHeHe,
BJIOLIECHO 3/ipaBe, FeHETHYHH (HaKTOPH, CHITBTCTBAILO MEAUKAMEHTO3HO JICUCHHE U CTPEC.

Umynonoruunust orropop kbM CDV, CAV n CPV KOMIOHEHTHTE OT BaKCHHATa MOKe Jia ce 3a0aBu
Mopajiv B3aUMO/ISHCTBHE C MAUYMHATE aHTHUTENa. BhIpekn ToBa BakCMHATa OCUTYPSBA MPOTEKIIHS
[IpY IPOBOKALIMSI C BUPYJICHTHU NPUYMHUTENMN PU HATMYKME HA MalYUMHU aHTuTena cpemy CDV,
CAV u CPV B xomm4ecTBa paBHH WIH MTO-BUCOKH OT TE€3H, KOUTO C€ HAOIIIOIaBaT B TIOJICBH yCIOBHSL.
B cnyuante, npu KonTO MaifYMHUTE aHTHUTETA Ca B MHOTO TIO-TOJIEMH KOJIMYECTBA OT OUYaKBAaHHUTE,
MporpamMaTa 3a BAKCHHHPaHE J]a ce TUTaHupa ChOoOpPa3Ho C TOBA.

[la ce BakcHHUpAT caMo 31paBH KUBOTHH.
3.5 Cneuuajanu npeanasHd MepKHU NMpH ynorpeda

Crernmaidy npeanasHy MEPKH 3a 0e30macHa ynorpeda Ipyu BUAOBETE )KUBOTHH, 38 KOUTO €
npennasHauen BJIIT:

[IlamoBeTe Ha xuBHUTE aTeHIONpanu BupycHu Bakcuau CAV-2, CPiV u CPV-2b morar na ce
pasnpocTpaHsABaT OT BAKCHHUPAHUTE KyUeTa Cle]] BaKCHHaIUs, pasnpoctpaneHrnero Ha CPV moxe na
npoasku 10 10 mau. Benpeku ToBa, OnarogapeHne Ha HECKaTa aTOTEHHOCT Ha Te3H IIaMOBE, HE €
HE0O0X0IMMO BaKCHHUPAaHUTE Ky4eTa /1a ce AbPKatT Jajed OT HeBaKCHHUPAHUTE KydeTa U JOMAIIHU
koTku. He e u3cnenBan edekra Ha Bupycuus mam CPV-2b npu apyru mecosiniHu (0OCBeH Kydera u
JOMAIHA KOTKH), 32 KOUTO CE 3Hae, Y€ ca YyBCTBUTEIHHU Ha Ky4YEIIKH TapBOBUPYC U MOPAIH TOBA
BaKCHHHPAHUTE KydeTa TpsiOBa J1a ce OTAEIAT OT TSX CJie]l BAKCHHALMATA.

CHCLII/IEUIHI/I Opeanasdy MCPKH 3a JUliaTa, mpujiaraimy BETCPpUHAPHHUA JCKAPCTBCH NPOAYKT Ha
ZKHMBOTHHUTC!

HpI/I cnyqaﬁﬂo CaMOHNHKCKTHPAHC, HE3a0aBHO Ja CC NMOThbpCHU MCAUIIMHCKHU CBHBCT, KATO Ha JICKapsA CC
npeaoCTaBu JIMCTOBKATA WX CTUKCTA Ha IPOAYKTaA.

CHCLII/IEU'IHI/I Opeanasdy MCPKH 3a 3alllMTa HAa OKOJIHATa Cpeaa.

He e npunoxxumo.



3.6 Heb0aaronpusiTHu peaknuu

Kyuera:
Yectn OTOK B MACTOTO Ha MHKEKTHpaHe'
(1 mo 10 na 100 TpeTHpaHu >KHBOTHH):
Penxu peakiys Ha CBPbXUyBCTBUTENHOCT” (aHA(HIAKCHS,
(1 mo 10 na 10 000 TpeTupanu aHIMoeeM, UPKYJIATOPEH LIOK, KOJIAIC, JUAPUS,
KUBOTHH): JIICITHES, TIOBPBIIAHE)
AQHOPEKCHs], HaMaJICHa AKTHBHOCT
MHoro penku XHUIEePTEPMHUS, JIETapTHsl, Hepa3MoI0KeHHE
(mo-manko ot 1 Ha 10 000 Tpetupanu
KUBOTHH, BKITIOUYUTEITHO U30JIUPAHH
ChOOIICHUS):

'TIpexoen oTok (10 5 cm), KOHTO MOXe 1a Obie 60JIe3HEH, TOIBI Wil 3a4epBeH. Beeku mogo6eH
OTOK I1Ie M34e3HE CIIOHTAHHO W II¢ Hamallee 3HAYUTEJIHO 10 14 THM ciies BaKCHHALUSTA.

2 HpI/I osdBa Ha pCaKlusd Ha CBPbXYYBCTBHUTCIHOCT, HE3a0aBHO Ja CC MPUII0XKHU NOAXOAAIIO JICYCHUC.
Te3u pCaKkunun Morat aa C€ pa3sBUAT A0 MO-TCKKO CbCTOAHUEC, KOCTO MOXKC J1d 6’])}_'[6
JKMBOTO3acTpaliaBamio.

C’L06H_I3BEIHCTO Ha He6HaFOHpI/I${THI/I pCaKkuuun € BaXXHO. ToBa mo3BossiBa HCMPCKBbCHAT MOHUTOPUHI Ha
0e30I1acHOCTTA Ha BCTCPUHAPHUA JICKAPCTBCH MPOAYKT. C'bO6H_IeHI/ISITa TpSI6Ba Ja CC u3nparniar, 3a
NPEATTIOYNTAHE YPE3 BETCPUHAPCH JICKAP, NN Ha HNPUTCKATCIIA Ha pa3pClICHUCTO 3a ThbproBus UKW Ha
MCCTHU MY NIPCACTABUTEII, UJIM HA HAIUOHAJIHU A KOMIICTCHTCH OPraH 4Ype3 HallMOHAJIHATAa CUCTEMaA 3a
C”bO6H.IaBaHe. 3a ChbOTBETHHTE JAaHHU 3a BPBb3Ka BUKTC JIMCTOBKATA.

3.7 ¥Ymnorpe6a mo Bpeme Ha OpeMEHHOCT, JAKTAIIUSA WJIH AlileHOCeHe

B‘DGMCHHOCT W JaKTanus:

Moske aa ce mpuiiara 1o BpeMe Ha BTopara u Tperata ¢as3a Ha OpeMeHHOCTTa. be3onmacHocTTa Ha
BETEPUHAPHUS JICKAPCTBEH NPOAYKT B paHHaTa (pa3a Ha OPEMEHHOCTTa U 110 BpeMe Ha JIaKTaIlvs He €
JOKa3aHa.

3.8 BzammopeiicTBHE ¢ APYTH BeTePMHAPHHU JIEKAPCTBEHH NMPOAYKTH M Ipyru (popmMu Ha
B3anMojeiicTBHe

Hsma nannyna nadopmanms 3a 6€30macHOCTTa ¥ €pUKACHOCTTa OT CbBMECTHOTO M3IIOJI3BaHE HA Ta3H
BaKCHHA C IPYT'H BETEPHHAPHU JIEKapCTBEHU NPOAYKTH ocBeH Versiguard Rabies u Versican Plus L4.
[lopanu Ta3u npuvrHa, IpUJIaraHeTo Ha Ta3u BaKCHHA IMPEAr WK ciel ynorpedara Ha APYyT
BETEpUHAPEH JIEKapCTBEH MPOAYKT TPsIOBa 1a ce MPELeHHU CIIOpel HHIUBHUIYaTHUS CITyYai.

Leptospira:
B cnyuanre, koraTo e HeoOxoMuMa MPOTEKIUS Cpenty Leptospira, Kyderarta ia ce BAKCHHHPAT C JIBE

no3u Versican Plus DHPPi, cmecenu ¢ Versican Plus L4, ¢ 3-4 ceqmMuIy HHTEpBall MEXIY TAX, CIIEH
6-cemMHUYHA BB3pacT.

CoabpkanueTo Ha enuHu4eH (rakoH Versican Plus DHPPi Tpsi6Ba na ce cMecu c¢be ChabpIKaHHETO
Ha equHMYeH ¢uiakoH Versican Plus L4 (Bmecto pa3rBoputen). Cien cMecBaHe ChABPKAHUETO Ha
(h1akoHa M3IIIeKIA PO3OBEECIIO HITH KBITEHUKABO OLIBETEHO, ci1abo onanecunpanio. CMeceHuTe
BaKCHHHM JIa c€ MHXEKTUPAT He3a0aBHO Upe3 TOAKOKHO MPHUIIOKECHHE.

bsc:
Koraro ¢ HeoOXxoauma MpoTeKIus cperry Osc:
[IepBa mo3a: Versican Plus DHPPi Ha BB3pacT 8-9 cenqmuru



Bropa noza: Versican Plus DHPPi, cmecena ¢ Versiguard Rabies 3-4 cemMuIy mo-KbCHO, HO HE TI0-
paHo OT HaBbpLIBaHE Ha 12-cemMHUYHA Bb3pacT.

Coabpkxanuero Ha enuH ¢uakon Versican Plus DHPPi na ce cmecu cbe chabpikaHUETO HA EOUH
¢mnakon Versiguard Rabies (BMmecTo pasrBoputen). Ciiex cMecBaHe ChAbPXKAHUETO Ha (IakoHa
U3IJIeKIA PO30BO-YEPBEHO WM JKBJITEHHKABO OLBETEHO, ciabo onaneciupamo. CMeceHNTe BaKCHHU
Jla ce MHKEKTHPAT He3a0aBHO Upe3 MOJKOKHO IPUIIOKEHHE.

EduxacHoctTa Ha ¢pakiusiTa cpenry 0sic € ToKa3aHa MpH JabopaToOpHH U3CIEeABaHUS, Ce]l TIpUIaraHe
Ha Bb3pacT Haj 12 cenmuiy. Beripeku ToBa npu nosuesu uscineasanusa 10% ot cepoHeraTUBHUTE
KydeTa He ca nokazanu cepokonsepcust (> 0,1 [U/ml) 3—4 ceamunu cien equHUYHA HaYamHa
BaKCHHAIUs Cpelry Osic.

OcBeH TOBa PH HAKOH XKUBOTHH aHTUTeENIaTa Clie/l HayajHa BaKCHHALKS MOXeE 1a He JOCTHTHAT
tuThp > 0,5 [U/ml. TuThpbT Ha aHTUTENaTa HAMAISABA 110 BpeMe Ha 3 TOIUINHATA IPOIBIDKUTEITHOCT
Ha UMYHHUTETa, BBIIPEKU TOBA KUBOTHHUTE Ca 3aIIMTEHU NPpH poBokauus. [Ipu mpTyBane 10 30HU C
BHCOK PHCK WX U3BBH EBpormeiickara 0OIIHOCT, BETEPUHAPHUAT JICKap MOXKE J1a IIpeAnoyere aa
MPUIIOKH AOIBIHUTENIHA BaKCHHA cpely Osic cien 12-ceqMuyHa Bb3pacT, 3a Jja € CUT'YPEH, 4e
BaKCHHUPAHMTE KUBOTHHM L€ MMAT TUTHP Ha anTtuTenara > 0,5 IU/ml, koliTo ce cunTa 3a AOCTaTHYHO
MPOTEKTUBEH U OTrOBaps Ha M3UCKBAHMATA HA TECTOBETE NPH IIbTyBaHe (TUTHP Ha aHTUTENara > 0,5
[U/ml).

Bripeku de erkacHOCTTa HA BaKCHHATA cpelly OsC € JoKa3aHa Ipy MPUIoKEeHUe Ha Bb3pacT Haj 12
CEMUIIM, TIPU HEOOXOIUMOCT IO MPELeHKA Ha BETEpUHAPHIS JieKap KydyeTa Ha Bb3PacT moj 8
ceaMUIIM MoraT Jia ce BakcuHupar ¢ Versican Plus DHPPi cmecena ¢ Versiguard Rabies, Tpii kaTo
0e30MacHOCTTa Ha Ta3W KOMOHMHAIMS € JIOKa3aHa MPH 6-CEIMUYHH KyJeTa.

3.9 HayuH Ha NpUJIOKEHHE U 103MPOBKA
[ToaxoxHO MPUIIOKEHHUE.
Jlo3upoBKa ¥ HAYMH Ha NPUIJIOKCHHUE:

Acentu4Ho cMeceTe THo(UIN3aTa ¢ pa3TBOpHUTEN. PaskiiaTere 1o0pe U NpHIIOKETE ISUI0TO
ceappkanme (1 ml) oT cMeceHus IPOAYKT.

BrbHien BH/J Ha CMCCCHATAa BaKCUHA: MMpoO3pavHa, OCJIE3HNKABO UJIU KBITEHUKABO OIBCTCHA, c1abo
ornajecuupara.

Cxema 3a HayajiHa BaKCUHALINS:
e no3u Versican Plus DHPPi npe3 natepBan ot 3-4 ceaMuiy, ciea HaBbpIIBaHEe HA O-CeAMUYHA
BB3pAacCT.

CxeMma 3a peBaKCHHAIIHS:

Enunanuna mo3a Versican Plus DHPPi na ce nmpunara Bceku 3 roauau. ['oquinHa peBakcHHAIUS ce
n3uckBa 3a Parainfluenza. [Topaau Ta3u npuunHa eMUHUYHA /1032 OT ChBMECTUMAaTa BakcuHa Versican
Plus Pi mo>e na ce nmpuiara BeIHBX TOAMIIHO, ChIIIACHO U3UCKBAHUSATA.

3.10 CumnToMH Ha NpeAO3HpaHe (M KOraTo e NpHJI0KMMO — NMPOLEeAyPH Ha JAeiicTBHE NPH
CICLIHU CIy4al U AHTHAOTH)

HpI/I npuwiaralne Ha 103a, 10-rbTH 1TO-rOIsAMA OT npernopspyaHaTta, HE CC Ha6J'IIO}_'[aBaT He6J'IaFOHpI/I$ITHI/I
peaKkuunu, pasjinddHu OT OIIMCAHUTC B T. 3.6. B’LHpeKI/I TOBa MaJiIka 4acCT OT )KUBOTHHUTEC, HAa KOUTO €
IMpUJIO0KCHA 1034, 10 mbTH 1IO-rONsIMA OT npemnopbyaHara, Morat a u3anuTBart 0olIKa B MSCTOTO Ha
HUHXXCKTUPAHC CJICA MMpujiarane Ha IpoOayKTa.



3.11 CnenuajaHu OrpaHHYeHHs 32 YIOTpe0da U cIlelMaJIHN YCJIOBHS 32 yNOTpe0da, BKJIIYUTETHO
OrpaHMYeHMs 3a ynoTpedaTa HA AHTHMHUKPOOHH M IPOTHBONAPA3UTHH BeTePUHAPHH
JIeKApCTBeHHU NMPOAYKTH, C LeJI 1a ce OTPAHMYN PUCKBT OT pPa3BHTHE HA Pe3MCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHH CpOKOBe

He e npunoxxumo.

4. NMYHOJIOTUYHA UTHOOPMAIIUA

4.1 BerepuHapeH JekapcTBeH anaToMo-TepaneBTu4eH Ko (ATCvet Code): QI07AD04
Bakcunara e nmpegHa3HadeHa 3a akTHBHA HMYHU3aLMs Ha 3paBy KyueHIa ¥ KydeTa cpelry 0oJiecTH,
MPUYMHEHH OT BUPYyCa Ha raHaTa Mo KydeTara, Ky4ellKH [1apBOBHPYC, Ky4elKkH ageHosupyc Tumn 1 u
2 ¥ Ky4elKky napanHQIyeHua Bupyc.

5. DOPAPMALIEBTHYHU JAHHU

5.1 OcCHOBHU HECBBMECTHMOCTH

He cMmecBaiite ¢ apyr BeTepuHAapEH JIEKAPCTBEH MPOIYKT C U3KIIOUYEHUE HA CIOMEHATHsI B T. 3.8.

5.2 Cpok Ha rognoct

Cpok Ha rOZIHOCT Ha KpalHUS BETEpUHAPEH JIEKaPCTBEH NPOIYKT: 2 TOANHM.
Cpok Ha FOZHOCT CJIeZl Pa3TBapsiHE B ChOTBETCTBUE C MHCTPYKIMUTE: U3I0JI3BaliTe He3a0aBHO.

5.3 CrnenuanHu ycja0BHA 32 ChXpaHeHHe

Ja ce cpxpansBa u TpaHCIopTHpa B oxusageHo cberostane (2 °C — 8 °C).
a He ce 3ampaszsBa.
Jla ce ma3u oT CBETJIMHA.

5.4 Bwuau cbcTaB Ha THPBHYHATA ONMAKOBKA

Croiier dmakon Tum I, kKoifTo chappka 1 103a MuoduIN3aT, 3aTBOPEH ¢ OPOMOOYTIIIOBA TyMEHa
Tarna v alyMUHHEBa KaraJyka.

CreriteH dnakoH TaH I, KoiTo chabpka 1 ml pa3TBopHTEN, 3aTBOPEH ¢ XJIOPOOYTHIIOBA TyMEHA Tara
W allyMUHHEBAa Karayka.

Pa3mep Ha omnakoBkara:

[TmacTmacoBa KyTHs, KOSITO Chabpxka 25 ¢urakona (1 mosza) nuodummsar u 25 diaakona (1 ml)
Pa3TBOPHUTEIL.

[TmacTmacoBa KyTus, kosto chabpxka 50 ¢irakona (1 mo3za) muodunmsat u 50 drakona (1 ml)
pa3TBOPHUTEIL.

He Bcuukm pazmepu Ha omakoBKaTa MOTar Aa ObJaT mpemiaraHy Ha masapa.
5.5 CoenuajHu MepKH 32 YHHIIIOKABAHE HA HEM3MOJI3BAHHM MPOXYKTH MJIH OCTATHIU OT TAX

BerepunapHuTe JIeKapCTBECHHU NMPOILYKTH HE TPsOBa Ja ObJaT U3XBBHPJISHHU Ype3 OTHAaIHN BOIH MU
OUTOBH OTIIAIBIIH.



Hznom3Baiite IporpamMu 3a BpblIaHC ITPHU YHUIIOXKABAHCTO HAa HCU3IIOJI3BAHU BETCPHUHAPHA
JICKAPCTBCHU MPOAYKTU UJIK OCTAThLU OT TAX B CbOTBCTCTBUC C UBUCKBAHUATA HA MCCTHOTO
3aKOHOAAaTCJICTBO M C BCHYKM HAlTMOHAJIHU CHUCTCMH 3a C’I)6I/IpaHe, MNPUITO)KUMHU 34 CbOTBCTHUA
BCTCPUHAPCH JICKAPCTBCH MPOAYKT.

6. UME HA IIPUTEXATEJISA HA PASPEHIIEHUETO 3A ThPI'OBUSA

Zoetis Belgium

7. HOMEP(A) HA PASPEHIEHUETO 3A ThbPI'OBUA

EU/2/14/169/001
EU/2/14/169/002

8. JATA HA ITBPBOTO U3JABAHE HA PAPEHIEHUETO 3A ThPI'OBUS

Jlata Ha TBEPBOTO M3/1aBaHe Ha pa3pemieHnero 3a Thpropus: 04/07/2014

9. JATA HA TTIOCJIEAHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTHUKA HA
IHNPOAYKTA

10. KJIACU®UKALIUS HA BETEPUHAPHUTE JIEKAPCTBEHU NTPOJAYKTHU
Jla ce oTITycKa camo I10 JIKapcKO MPeAIICaHHe.

[ToxgpobHa nHpOpManys 3a TO3M BETEPHHAPEH JIEKApCTBEH MPOIYKT MOKE Ja HAaMepHTe B 0a3aTa JaHHU
Ha Cwio3a otHOCHO nipoaykrute (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary
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APYI'N YCJIOBUA U U3UCKBAHUSA KbM PAPEHIEHUETO 3A ThPT'OBUSA

Hama.



INPHUJIOKEHMUE II1

ETUKET U JINMCTOBKA



A. ETUKETH



KYTUs

NHOOPMAIUS, KOATO CE U3IINCBA BBPXY BHbHIIIHATA OITAKOBKA

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Versican Plus DHPPi muodunmsar u pa3rBopuTen 3a HHKEKIUOHHA CyCIIEH3HS

2. KOJIMYECTBO HA AKTUBHUMTE BEIIIECTBA

Bcesika mo3a ot 1 ml ceabpika:
AKTHBHHU BelllecTBa:

Jnoduanzar (KUB aTeHIOMPaH):
Canine distemper Bupyc,
Canine adenovirus type 2
Canine parvovirus type 2b
Canine parainfluenza type 2 Bupyc

PastBopurean:
Water for injections (Aqua ad iniectabilia)

Minimum

10*! TCIDsy
10** TCIDsy
10** TCIDsy
103! TCIDs

Maximum

10%! TCIDsy
10%* TCIDsy
10%° TCIDsy
10%! TCIDsy

3. PASMEP HA OITAKOBKATA

25x 1 mo3a
50 x 1 mo3a

4. BUJOBE JKUBOTHMU, 3A KOUTO E TPEJHA3ZHAYEH BJIII

Kyuera.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUYHU HA ITPUIIOKEHUE

HOI{KO)KHO MPUIIOKCHHUC.

‘ 7. KAPEHTHU CPOKOBE

| 8. CPOK HA FOJIHOCT

Exp. {Mm/rrrIT}
Cren pa3TBapsiHe U3I03Bai HE3a0aBHO.




‘ 9. CIIEHUAJIHU YCJIOBUS 3A CbXPAHEHHUE

Ja ce cbxpaHsBa U TPAaHCIIOPTHPA B OXJIaJCHO ChCTOSHHUE.
Ja He ce 3ampassBa.
Ja ce masu OT CBETJIMHA.

‘ 10. HAJANUCHT ,,IIPEIN YIIOTPEBA TPOYETETE JIUCTOBKATA*

[Ipenu ynoTtpeba nmpoyerere IMCTOBKATA.

‘ 11. HAAIUCHT “CAMO 3A BETEPUHAPHOMEJINIIUMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUTIMHCKA yHOTpe6a.

12. HAJIUCHT “JA CE CBXPAHSABA JAJIEY OT IOTJVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJied OT morjieaa U Ha HSJOCTHIIHU 3a IC1Ia MCCTA.

‘ 13. HME HA INIPUTEXATEJISI HA PASPEIHIEHUE 3A TBPI'OBUSA

Zoetis Belgium

14. HOMEPA HA PA3ZPEHIEHHUETO 3A TBhPI'OBUS HA BJIII

EU/2/14/169/001 25 x 1 no3a
EU/2/14/169/002 50 x 1 no3a

‘ 15. MNAPTHUJAEH HOMEP

Lot {nomep}



MUHHUMYM UHO®OPMALUA, KOATO TPABBA JA BbJAE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKM! BJIII, KOUTO CBABPXKXAT EAMHUYHA J103A

®JIIAKOH (1 103A JIMODPUJIIN3AT)

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Versican Plus DHPPi

tal

‘ 2. KOJIMYECTBO HA AKTUBHUMTE BEIIIECTBA

DHPP1
1 mos3a

‘ 3. MHAPTUAEH HOMEP

Lot {nomep}

‘ 4. CPOK HA TOJHOCT

Exp. {Mm/rrrIT}
Cren pa3TBapsiHe U3I0I3Bal HE3a0aBHO.



MUHUMYM UHOOPMALUSA, KOATO TPABBA JA BbJAE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPXKXAT EAMHUYHA J10O3A

®JIAKOH (1 ML PA3TBOPUTEJ])

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOJAYKT

Versican Plus DHPPi

tal

‘ 2. KOJIMYECTBO HA AKTUBHUMTE BEIIIECTBA

Aqua ad iniectabilia
I ml

‘ 3. MHHAPTUAEH HOMEP

Lot {nomep}

‘ 4. CPOK HA TOJHOCT

Exp {mm/rrrr}



B. INCTOBKA



JIMCTOBKA
1. HaumeHoBaHNe HA BeTepMHAPHHUS JIEKAPCTBEH MPOAYKT

Versican Plus DHPPi nmuodunmsar u pa3rBopuTen 3a MHKEKIIMOHHA CYCIICH3HS 3a KydeTa

2 CbcraB
Bcesika mo3a ot 1 ml ceabpika:

AKTHBHH BelllecTBa:

Jnoduanzar (KUB aTeHIOMPaH): Minimum Maximum
Canine distemper Bupyc, mam CDV Bio 11/A 10*! TCIDso* 10°! TCIDso*
Canine adenovirus type 2, mam CAV-2 Bio 13 10> TCIDso* 10> TCIDso*
Canine parvovirus type 2b, mam CPV-2b Bio 12/B 10** TCIDso* 10%¢ TCIDso*
Canine parainfluenza type 2 Bupyc, mam CPiV-2 Bio 15 10*! TCIDso* 10°! TCIDso*

PastBopuren:

Water for injections (Aqua ad iniectabilia) 1 ml

* TopkanHa KyATypaHO nH(peKknno3Ha no3a 50%.

BroHImHMAT BUJ € KaKTO CJICABA:
.HI/IO(l)I/IJ'II/IBaTl 051710 OLBCTCHO, HIYIIJICCTO CHABPKUMO.
PaBTBOpI/ITCJ'Il OeIe3HNKABO OIBCTCH C (1)I/IH CCAUMCHT.

3. Bunose :xMBOTHH, 32 KOUTO e npegHasHa4ven BJIII
Kyuera.
4. Iloxa3zanus 3a ynorpeda

3a akTHBHA UMYHH3alMA Ha Ky4eTa Ha Bb3pacT HaJ 6 CeAMUIIH:

— 3ampeana3BaHe OT N0sBa Ha KJIMHUYHU MPHU3HAM U CMBPTHOCT, CBBP3aHH C BUPYyCa Ha raHa 1o
Ky4eTara;

— 3ampeanasBaHe OT MOsIBA Ha KIIMHUYHU MPU3HAIN U CMBPTHOCT, CBbP3aHH C Ky4YeIlKH
a/JIcHOBUPYC THII 1;

— 3amnpeana3BaHe OT N0SABA HAa KJIMHUYHU NPU3HALY U 32 HAMAJISIBAHE HA BUPYCHOTO
M3IBYNUTENCTBO, CBBP3aHU C Ky4ElIKH aIEHOBUPYC TUII 2;

— 3ampeanasBaHe OT OsIBA Ha KIIMHWYHY NPU3HAIY, JIEBKOTIEHUS U BUPYCHA €KCKPELHS,
MPEeIU3BUKAHH OT KYUELIKH TapBOBUPYC;

— 3ampeana3BaHe OT N0sBa Ha KJIMHUYHYU NPU3HALM (M3TCUECHUS OT HOCA U OUYMTE) U 32 HAMaJIsIBaHE
Ha BUPYCHOTO U3TBUYUTENICTBO, CBBP3aHHU C KyUEIIKU NapanH(IyeHna BUpyc.

Hauasio Ha umyHuTETA:
— 3 ceamunu cien mbpBara BakcuHanusa 3a CDV, CAV, CPV, u
— 3 cenMunu ciies NpUKIIIOUYBaHe Ha HaYaHuA Kypc 3a CPiV;

IIpoaABIKUTEIIHOCT HA UMYHHUTETA:

Haii-manko Tpu roauHu ciesl HayalHUS BAKCHHAIIMOHEH KypC 3a BUpyca Ha raHa 1o KyJeTara,
KYYEIIKH aJICHOBUPYC THII 1, Ky4elIKH aJecHOBUPYC TUM 2 U KyYEILIKHU MapBOBUPYC.
[IponsmxutennocTTa Ha UMyHHUTETa cperry CAV-2 He e u3cienBana uype3 NpoBOKalKs. Y CTAHOBEHO
e, ue 3 rogunu cnef BakcuHanug cpemry CAV-2, Bce omie ce oTkpuBaT anTuTena. [lpuema ce, ue
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MMyHOJOru4YHaTa nmpotekuus cpemy CAV-2, aconunpan ¢ pecnuparopHa CUMIITOMaTHKa, € C
MPOABIKUTEIHOCT NOoHe 3 roauHu. [IoHe eqHa ronuHa ciael HadalHHs BAKCUHALMOHEH Kype CpeLry
Ky4eIllIKy napanH(iyeHna BUpyc.

5. I[MporuBonoKka3zanus
Hsama.
6. CrenmnajiHu npeaynpexIeHus

CHCLII/IEU'IHI/I OpCAynpeKACHUA !

H06’Lp HUMYHCH OTTOBOD CC MOJiy4daBa IIpH 3paBa UMYHHA CUCTCMaA. I/IMYHHI/ISIT OTrOBOp IIpU
JKHBOTHHUTC MOXKE aa 6’])[[6 KOMITPOMETHPAH OT Pa3JINdYHU (baKTOpI/I KaTO HCII'BJIHOLICHHO XPAaHCHC,
BJIOIICHO 3ApaBC, TCHCTUYHU (baKTOpI/I, CbIIBTCTBAIIO MECAUKAMCHTO3HO JICUCHUC U CTPCC.

WUmynonorununust orrosop kbM CDV, CAV u CPV KOMIOHEHTUTE OT BaKCHHATa MOKe Jia ce 3a0aBu
Mopaay B3auMOJCHUCTBHE ¢ MAHUMHUTE aHTUTENA. BbIpeku ToBa BAaKCHHATA OCUTYPSBA MPOTEKIIUS
[IpY IPOBOKALIMSI C BUPYJICHTHU MPUYMHUTENM MPU HANMYKUE HA MalduHU aHTtutena cpemy CDV,
CAV u CPV B xoym4ecTBa paBHH WIH MTO-BUCOKHU OT TE€3H, KOUTO CE HAOIIIOIaBaT B TIOJICBH yCIOBUSL.
B cnyuaure, mpu KoUTO MalUYMHUTE aHTUTENA Ca B MHOTO MTO-TOJIEMU KOJMYECTBA OT OYAaKBAHUTE,
MporpamMara 3a BAKCHHHPAHE J]a ce TUTaHupa ChOOPa3Ho C TOBA.

I[a CC BAKCMHUPAT CaMO 31paBU JKUBOTHHU.

CroenuanHy npeAna3Hu MEpKH 3a 6e3omacHa ynoTpeda npu BUAOBETE KUBOTHHU, 38 KOUTO €
npenHaszHadyeH BJIIT:

[IlamoBeTe Ha >xuBHUTE aTeHIONpanu BupycHu Bakcuau CAV-2, CPiV u CPV-2b morar na ce
pa3npocTpaHsABaT OT BAKCHHUPAHUTE KyUeTa Cle]] BAKCHHAIMs, pasnpocTpaneHnero Ha CPV moxe na
npoasku 10 10 mau. Benpeku ToBa, OnarogapeHne Ha HUCKaTa aTOTEHHOCT Ha Te3H IIaMOBE, HE €
HEoO0XOIMMO BaKCHHUPAaHUTE Ky4yeTa 1a ce AbpiKaT Jajied OT HeBaKCHHUPaHHUTE KydeTa U KOTKH. He e
uscnenpan epexra Ha BupycHus mam CPV-2b npu apyru MecosagHu (OCBEH KydeTa U JOMAIlHU
KOTKH), 32 KOUTO C€ 3Hae, 4e ca YyBCTBUTEIHH Ha KyUYElIKH NTapBOBUPYC U MOPaAaN TOBA
BaKCHHHPAHUTE Ky4eTa TpsiOBa Jla ce OTAENAT OT TAX CJe] BAKCHHAIIHAL.

CHCLII/IEU'IHI/I Opeanasa MCpKH, KOUTO T‘[)SI6Ba Ja B3EME JTUIICTO, IpHIaramo BETCPUHAPHUA JICKAPCTBCH
OPOAYKT HA XXUBOTHHUTC:

HpI/I cnyqaﬁﬂo CaMOHNHKCKTHPAHC, HE3a0aBHO Ja CC NMOThbpPCHU MCAUIIMHCKHN CBHBCT, KATO Ha JICKapsA CC
npeaoCTaBu JIMCTOBKATA WX CTUKCTA Ha ITPOAYKTaA.

Crenmansy npeanasHy MEPKH 3a 3aIlliTa Ha OKOJHATAa cpefa:
He e npunoxxumo.

BpeMeHHOCT U J1aKTaIms:

Moske aa ce mpuiiara 1o BpeMe Ha BTopara u Tperata ¢as3a Ha OpeMeHHOCcTTa. besonmacHocTTa Ha
BETEPUHAPHUS JICKAPCTBEH NPOAYKT B paHHaTa (pa3a Ha OpEMEHHOCTTA U 110 BpeMe Ha JIaKTaIus He €
JOoKa3aHa.

BsauMoseiicTBrE ¢ APYrH BETCPUHAPHU JIEKAPCTBEHH NPOIYKTH U APYTU OPMHU Ha B3aUMOJICHCTBHE:
Hsma nannuna nadopmanus 3a 6€30mMacHOCTTa U epUKACHOCTTa OT CbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHa C IpYTH BETEPHHAPHU JIEKapCTBEHU NPOAYKTH ocBeH Versiguard Rabies u Versican Plus L4.
[lopanu Ta3u npuvrHa, IpUIIaraHeTo Ha Ta3u BaKCHHA IPEeAr WK ciel ynorpedara Ha ApyT
BETEpUHAPEH JIEKapCTBEH MPOAYKT TPsIOBa /1a ce MPEeLeH! CIIOpel HHIUBUILYTHHS CITyYai.




Leptospira:
B cnyuante, koraTo e HeoOxoMuMa MPOTEKIUS Cpenty Leptospira, Kyderarta ia ce BAKCHHHPAT C JIBE

no3u Versican Plus DHPPi, cmecenu ¢ Versican Plus L4, ¢ 3-4 ceqmMuIy HHTEpBall MEXIY TAX, CIIEH
6-cemMHUYHA BB3pacT.

CobabpxanueTo Ha enuHu4eH (rakoH Versican Plus DHPPi Tpsi6Ba na ce cMecu c¢be ChabpIKaHUETO
Ha equHUYeH ¢uiakon Versican Plus L4 (Bmecto pasrBoputen). Cien cMecBaHe ChABPKAHUETO Ha
(1akoHa M3IIIeKIa PO30OBEECIIO HITH KBITEHUKABO OLIBETEHO, Ci1abo onanecuupanio. CMeceHuTe
BaKCHHHM JIa c€ MHXEKTUPAT He3a0aBHO Upe3 TMOAKOKHO MPHIIOKEHHUE.

bsc:

Korato e HeoOxomuma mpoTekuus cpemry Osc:

[IppBa no3a: Versican Plus DHPPi Ha BB3pact 8-9 ceamuin

Bropa noza: Versican Plus DHPPi, cmecena ¢ Versiguard Rabies 3-4 ceqmuiu no-kbCHO, HO HE T1O-
paHo OT HaBbpLIBaHE HA 12-cemMHUYHA Bb3pacT.

CoabpxanueTo Ha enuH ¢uakon Versican Plus DHPPi na ce cmecu c¢be chabpikaHHETO HA EOUH
¢mnakon Versiguard Rabies (BmecTo pazrBoputen). Ciien cMecBaHe ChIbPKaHUETO Ha (IIakoHA
U3IJIeKIA PO30BO-YEPBEHO WM JKBJITEHUKABO OLBETEHO, ciado onanecuupaio. CMeceHuTe BaKCHHU
Jla ce MHKEKTHpAaT He3a0aBHO Ype3 MOIKOKHO IPUIIOKEHHE.

EdwukacHoctTa Ha pakiusaTa cpemnry 0sc € qoka3aHa mpu JT1ab0paTOpHU U3CIEABAHUS, CIIE]] PUIaraHe
Ha Bb3pacT Haj 12 cenmuuu. Beripeku ToBa npu nonesu uscienanust 10% ot cepoHeraTUBHUTE
Kydera He ca mokaszanu cepokonsepcus (> 0,1 [U/ml) 3—4 ceqmuiiu cien enMHUYHA HaYaTHa
BaKCHHAIUS Cpery Osic.

OcBeH TOBa IpU HIKOU >KUBOTHU aHTUTENATA CJIE]l HaYajJHa BaKCHHAIIUS MOKE a HE TOCTUTHAT
tuThp > 0,5 IU/ml. TuThpbT Ha aHTUTENATAa HAMAISABA 110 BpeMe Ha 3 TOIUIIHATA IPOIBIDKUTEITHOCT
Ha UMYHUTETA, BHIIPEKH TOBA XKUBOTHUTE Ca 3allIUTEHU MPH MpoBoKanus. [Ipy mpTyBaHe 10 30HU C
BHCOK PHCK WJIM H3BBH EBpomeiickara 0OIIHOCT, BETEpHUHAPHHST JIeKap MOKE J1a TIperodere aa
TIPIJIOXKHU JIOITBIIHUTENTHA BaKCHHA cpely Osic cnen 12-cemMudHa BB3pacT, 3a Jia € CUTypeH, ue
BaKCHHHUPAHHUTE )XKUBOTHH IIIe UMAaT TUTHP Ha aHTUTenara > 0,5 [U/ml, koiiTo ce cunrta 3a 10CTaTHIHO
MPOTEKTUBEH ¥ OTTOBAps HA M3MCKBAHUATA HA TECTOBETE IIPH ITbTYBaHe (TUTHP Ha aHTHTENara > (),5
1U/ml).

Bbnpekn ue ehpukacHOCTTa Ha BAKCHHATA CpelTy OsC € T0Ka3aHa Py NMPUIOKSHNE Ha Bh3pacT Haj 12
CEeIMHUIIH, TIPH HEOOXOMMOCT TI0 IpEleHKa Ha BETePHHAPHHS JIeKap KyJeTa Ha Bb3pacT 1moJ 8
ceMUII MoraT Jia ce BakcuHupar ¢ Versican Plus DHPPi cmecena ¢ Versiguard Rabies, Tpi kaTo
0e30IacHOCTTa Ha Ta3u KOMOMHAIMS € I0Ka3aHa IPH 6-CeIMUYHH KydeTa.

[Ipenosupane:
[Tpu npunarane Ha 103a, 10-1bTH MO-TOMSIMA OT MPEMOpHYAHATA, HE CE HAONIOIaBaT HEOIArOPUSTHH

peaKkuunu, pasjinddu OT ONMCAHUTC B TOYKaA ,,He6ﬂaFOHpI/I$ITHI/I peaKLII/II/I“. B’LHpeKI/I TOBa MaJIKka 4acCT
OT KMBOTHHUTC, HA KOUTO € ITPUJIOKCHA /1034, 10 obTH 1TO-TOJIIMA OT npernopbyaHara, Morar Ja
M3IUATBAT 00JKa B MSCTOTO Ha HUHXXCKTUPAHC CJICA MpuJjiaraie Ha MmpoayKTa.

CroenuanHy OrpaHHYEHHUs 32 YOOTpeba U clielMalHu YCIOBHS 3a yoTpeba:
He e npunoxxumo.

OCHOBHM HECHBMECTUMOCTH:
He cmecBaiite ¢ npyr BeTeprHapeH JEKapCTBEH NPOAYKT C U3KIIOUEHUE Ha CIOMEHATHS B TOUKA
,,B3aUMOeHCTBHE C IPyTH BETEpUHAPHU JICKAPCTBEHHU MPOAYKTH U APYTH GOPMH Ha B3aUMOJICHCTBHUE .

7. Heo0saronpusiTHu peakuuu

Kyuera:



Yectu (1 go 10 Ha 100 TpeTrpanu >KUBOTHH):

OTOK Ha MSICTOTO Ha MHKEKTHpaHe'

Penxu (1 no 10 Ha 10 000 TpeTupaHu >KUBOTHH):

PeakIys Ha CBPbXUyBCTBUTENHOCT” (aHA(HIAKCHS, AHTHOEIEM, IIMPKYJIATOPeH MoK, KOJaIIC,
IMapHsi, AUCIHES, TIOBPBIIAHE)

AQHOPEKCHsl, HaMaJIeHa AaKTHBHOCT

Mmuoro penku (mo-manko ot 1 Ha 10 000 TpeTupanu >KUBOTHH, BKIIIOUNTEITHO H30JIUPAHU
ChOOIICHUS):

XHIIEPTEPMHUSL, JIETAPTHsl, HEPa3MOoI0KEeHHE

'TIpexoen oTok (10 5 cm), KOHTO MOke Ja Objie 60JIe3HEH, TOIBI I 3auepBeH. Beeku mogoben
OTOK IIIe N34Ye3HE CIIOHTAHHO WJIH I1Ie Hamajiee 3HAYUTeNTHO A0 14 JHM cies BaKCHHALMTA.

2 HpI/I IosdBa Ha pCaKlusd Ha CBPbXYYBCTBHUTCIHOCT, HE3a0aBHO Ja CC MPUIIO0KHU NOAXOAAIIO JICYCHUC.
Te3n pcaKkunun Morat aa c€ pasBUAT A0 MO-TCKKO CbCTOAHUEC, KOCTO MOXKC J1d 6’1)}_'[6
JKMBOTO3acCTpaliaBamio.

C’LO6H_IaBaHeT0 Ha He6HaFOHpI/I$ITHI/I pcaKkuum € BaXXHO. ToBa no3BonsaBa HCIMIPCKBCHAT MOHUTOPUHI HA
0e30I1acHOCTTA Ha MMpOAYyKTa. Axo 3a0eneXnTe HIKaKBU HeGJ’IaFOHpI/ISITHI/I pCaKkunu, BKIITOYUTCIIHO 1
TaKWBa, KOUTO HC Ca OMMMUCAHN B Ta3W JIMCTOBKA UJIX MUCIIUTEC, Y€ BETCPUHAPHUA JICKAPCTBCH MMPOAYKT
HC HeﬁCTBa, CBBPIKETC CC IIBPBO C Bamms BCTCPUHAPCH JICKApP. Moxete ChIIO Aa c1>06maBaTe
HC6HaFOHpI/I${THI/I pCaKuru Ha MPUTECKATECIIA Ha PA3PCHICHUCTO 34 ThbProBUsa Wi MCCTHUA
NPEACTABUTCII Ha NPUTECIKATCIIA HA pa3pClICHUCTO 3a TbproBUs, KaTO U3IIOJI3BATC JAHHUTC 3da KOHTAKT
B Kpad Ha Ta3u JIMCTOBKA WJIN YPEC3 Bamara HalpoHaJIHa CUCTEMA 3a C’LO6H_IaBaHCZ {HO)_Ip06HOCTI/I 3a
HalpoHatHaTa CI/ICTeMa}

8. ,)103I/IPOBK3 34 BCCKHU BU/I )KUBOTHO, HAYMHHU U METO/ HA NNPUJIOKCHHUE
IMoaxoxHO MPUIIOKCHHUC.
CxeMa 3a HavaJIHA BaKCHHALIHS:

e no3u Versican Plus DHPPi npe3 naTepBan ot 3-4 ceaMuy, ciea HaBbpIIBaHe HA 6-CeAMUYHA
BB3pAacCT.

CxeMma 3a peBaKCHHAIIHS:

Enunanuna mo3a Versican Plus DHPPi na ce nmpunara Bceku 3 roaunu. ['oguinHa peBakcHHAIUS ce
n3uckBa 3a Parainfluenza. [lopaau Ta3u npuunHa eqUHUYHA /1032 OT ChBMECTUMAaTa BakcuHa Versican
Plus Pi Mo>e na ce nmpuiara BeIHBK TOAMIIHO, ChIIIACHO U3UCKBAHUSITA.

9. CbBeTH 32 IPABUJIHOTO MPWJIATAHE HA MPOIYKTA

Acentu4Ho cMeceTe THodUIN3aTa ¢ pa3TBOpUTEN. PaskiiaTere 1o0pe U NpHIIOKETE ISI0TO
ceappkanue (1 ml) oT cMeceHus IPOAYKT.

BrHIIEH BUIT Ha cCMeceHa BaKCHHA: TIPO3padHa, OeJie3HUKaBa A0 JKBJITEHUKABO OLIBETeHa, ci1abo
ofajecuupaa.
10. KapenTHu cpoxose

He e npunoxxumo.



11. CrhenmnaaHu ycJIOBHS 32 CbXpPaHeHHUe

Ja ce cbxpaHsiBa Jajied OT MOTJiela ¥ Ha HEJOCTHIIHM 3a JIella MecTa.

Ha ce cpxpaHsiBa U TpaHCIIOPTHpa B oxJaaeHo ceerosiaue (2 °C — 8 °C).

[a He ce 3ampazssa.

Jla ce ma3u oT cBeTIIMHA.

Jla He ce U3MoI3Ba TO3H BETEPHHAPEH JIEKAPCTBEH NPOAYKT CJIe/l U3THYaHE CPOKa Ha TOTHOCT,

IOCOYCH BbPXY CTUKETA CIIC EXp CpOK’bT Ha rOAHOCT OTTOBaps Ha NOCICAHUSA ACH OT TO3U MCCCLI.

CpOK Ha TOJAHOCT CJIC pa3TBApsAHE, CbIIaCHO YKAa3aHUATA: H3I10J13Bai He3a0aBHO.

12. CrhennajHu NpeAna3HA MEPKH NPH YHUINOKABAHE

BeTepI/IHapHI/ITe JICKAPCTBCHU MMPOAYKTHU HE TpSI6Ba Ja 6’[))_IaT HU3XBBPJIAHU YPE3 OTIIaAHU BOAU UJIN
OUTOBU OTImagbIiy.

W3nonsBaiiTe mporpamMu 3a BpbIllaHe IPU YHUIIOXKABAaHETO HAa HEM3IOI3BAHU BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH WM OCTAaTHLMU OT TSX B CHOTBETCTBUE C M3UCKBAHMATA HA MECTHOTO
3aKOHOZAATENICTBO M C BCHYKU MPHJIOKUMH HallMOHAIHU CUCTEMH 3a chOupane. Te3n MepKH 1ie
IIOMOTHAT 3a Olla3BaHe Ha OKOJHATA CPEAa.

[onuTaiite Bammst BeTepuHapeH jekap win ¢papManeBT Kak J1a YHUILOKHUTE HEHYKHH BETCPHUHAPHU
JIEKapCTBEHU MPOAYKTH.

13. Kiacupukanus Ha BeTepHUHAPHHUTE JIEKAPCTBEHH NMPOAYKTH

I[a CC OTITyCKa CaMO I10 JICKApPCKO MPEANUCAaHNEC.

14. Homepa Ha pa3penieHHeTO 32 TBPrOBUS H Pa3MepPH ONAKOBKH
EU/2/14/169/001-002

[ImacTmacoBa KyTusi, KoATO Cbabpka 25 ¢akona (1 goza) nmuodunusar u 25 ¢makona (1 ml)
Pa3TBOPHTEIL.

[TmacTmacoBa KyTus, KosaTo cbabpka 50 daakona (1 goza) muodunusar u 50 ¢rakona (1 ml)

pa3TBOPUTEIL.

He Bcuukn pa3MEpu Ha OIIaKOBKaTa MOTar aa 6’I>,Z[aT npeajiaranv Ha 1masapa.

15. /laTta Ha mocJjieAHATa peJaKIUs HA TeKCTa
{A/MM/ITIT}

[ToxgpoOHa nHpOpManys 3a TO3U BETCPHHAPEH JICKAPCTBEH MPOIYKT MOKE J1a HAMEpHUTE B OazaTa
nanHu Ha Cbio3a oTHOCHO npoaykrute (https://medicines.health.europa.eu/veterinary).

16. JlanHu 3a BpB3Ka

[IpuTexaTen Ha pa3pelIeHUETO 3a ThPrOBUSI:
Zoetis Belgium
Rue Laid Burniat 1
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1348 Louvain-La-Neuve
benrus

HDOHBBOZ{HTCJ’I, OTTOBapAII 3a 0CB060)KI[aBaHeT0 Ha NMapTHUau:

Bioveta a.s.

Komenskeho 212/12

683 23 Ivanovice Na Hane
Yexus

MecTHn OPCACTABUTCIN M JaHHHU 3a BPHh3Ka 3a C”bO6H.IaBaHe Ha npéanojaracMu He6J'IaF01T[)I/I$ITHI/I

PCAKIINN:

Belgié/Belgique/Belgien

Zoetis Belgium
Mercuriusstraat 20
BE-1930 Zaventem

Teél/Tel: +32 (0) 800 99 189

Peny6snka boarapus

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
benrus

Ten: +359 888 51 30 30

Ceska republika

Zoetis Ceska republika, s.r.0.

nameésti 14. fijna 642/17
CZ 150 00 Praha
Tel: +420 257 101 111

Danmark

Zoetis Animal Health ApS

Oster Alle 48
DK-2100 Kagbenhavn
TIf: +45 70 20 73 05

adr.scandinavia@zoetis.com

Deutschland

Zoetis Deutschland GmbH

Schellingstr. 1
DE-10785 Berlin
Tel: +49 30 2020 0049

tierarzneimittelsicherheit(@zoetis.com

Eesti

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgia

Tel: +370 610 05088

Lietuva

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

Luxembourg/Luxemburg
Zoetis Belgium
Mercuriusstraat 20

1930 Zaventem

Belsch

Tel/Tel: +32 (2) 746 80 11

Magyarorszag
Zoetis Hungary Kft.
Csorsz u. 41.
HU-1124 Budapest
Tel.: +36 1 224 5200

Malta

Agrimed Limited

Mdina Road, Zebbug ZBG 9016,
MT

Tel: +356 21 465 797

Nederland

Zoetis B.V.

Rivium Westlaan 74

NL-2909 LD Capelle aan den IJssel
Tel: +31 (0)10 714 0900

Norge

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kegbenhavn
Danmark

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

Zoetis Hellas S.A.
®payroxkAnocidg 7, Mapovot
EL-15125 Attum

TnAi: +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

Tel: +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

Italia

Zoetis Italia S.r.L.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111
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Osterreich

Zoetis Osterreich GmbH
Floridsdorfer Hauptstr. 1
AT-1210 Wien

Tel: +43 (0)1 2701100 100

Polska

Zoetis Polska Sp. z o.0.
ul. Postgpu 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.0.
nameésti 14. fijna 642/17

150 00 Praha

Ceska republika

Tel: +420 257 101 111

Suomi/Finland

Zoetis Finland Oy

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

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

Zoetis Hellas S.A.
®payrokkAnoidg 7, Moapovot
15125, Atticn

EALGSo

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

Sverige

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Képenhamn
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

17. JlonmbanuTesHAa HHGOpMANUS
Bakcunara e npegHa3HadeHa 3a akTHBHA MYHU3aIMs Ha 3paBU KyueHIa ¥ KydeTa cpelry OoJiecTH,

NPUYMHEHH OT BUpYyCa Ha raHaTa Mo KydeTara, Ky4elIKH [1apBOBHPYC, Ky4ellkHl afeHoBupyc Tum 1 u
2 ¥ Ky4elky napanH(IyeHna BUpyc.
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