INPUJIOKEHHUE 1

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOME/JJUIIUHCKUA ITPOAYKT

Fevaxyn Pentofel, nmkekunonHa cycrieH3usl 3a KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

B no3a ot 1 ml (enHOMO030Ba CITPHHIIOBKA):

AKTHBHH CyOCTAHIIUHN OTtHocutesHa epukacHocT (R.P.)
Wuaktusupad feline panleucopenia virus, strain CU4 >8.50
WnaxtuBupan feline calicivirus, strain 255 >1.26
WnaktuBupan feline rhinotracheitis virus, strain 605 >1.39
Wuaxtusupana Chlamydophila felis, strain Cello >1.69
WnakruBupad feline leukaemia virus, strain 61E >145
AKYyBAHTH
Ethylene/maleic anhydride (EMA-31) 1% (v/v)
Neocryl 3% (v/v)
Emulsigen SA 5% (v/v)
ExcuunueHnTu:

3a IBIHMUSA CIUCHK HA €KCIIMITUEHTHTE, BIK T. 0.1.

3. ODAPMALEBTUYHA ®OPMA

MNHxeKnoHHA CyCIIeH3HS.

Bakcunara npezcrapisia 0Jie10 po30Ba, 1oJo0Ha Ha MIISIKO TEYHOCT, KOSITO HE TPSIOBA J1a ChIbpKa
TBBPIU YaCTULIH.

4. KIMHUYHU JAHHU

4.1 Bupaose :KkMBOTHH, 32 KOUTO € NpeanasHayen BMII

Kotku.

4.2 TepaneBTHYHU MOKA3AHUS, ONIPEAeIEHH 32 OTAETHUTE BUI0BE KUBOTHU

3a aKTUBHA UMyHHU3alUs Ha 3[[paBy KOTKU Ha 9 ceqMULU WK [O-BB3PACTHU CPELly BUPYCUTE HA
KOTEITKAaTa aHIeBKOTICHHS, KOTEIIKAaTa JIEBKEMUS 1 CPEITy PECITUPATOPHH 3200 IIBaHNUA,
NPUYMHEHH OT BUPYCUTE HA KOTEIIKUS pUHOTPaXEUT, KoTelkus Kanuuusupyc u Chlamydophila
felis.

4.3 IIpoTuBOmOKA3aHUA

Hsama.



4.4 CroeuuaJiHU NpeAna3Hu MEPKH 32 BCEKU BH/I }KMBOTHH, 32 KOUTO e npeanasnayed BMII

Bakcunanusta He 3acara XoAa Ha MHEKIMs ¢ BUpyca Ha KoTtemkaTa jJeBkemus (FeLV) npu koTkw,
KOUTO ca Beue nH(ekTrpanu ¢ FeLV mo BpeMe Ha BakcHHaNusATa, KOETO 03HAYABa, Y€ TAKUBA
KOTKH 111e ekckpeTtupaT FeLV He3aBuCHMO OT BakCHHAIWATA, B PE3YNITAT HA KOETO, TE3W KUBOTHU
1Ie TIPE/ICTABIISIBAT OMIACHOCT 32 BH3MPUEMUUBUTE KOTKH B TAXHOTO O0KpBHkeHue. [lopaau ToBa ce
NpenopbYBa, KOTKH ChC 3HAUYUTEIICH PUCK OT MPEeIX0oKIallo BakCHHausITa n3narane Ha FeLV, na
Obaar n3cnenBany 3a FelLV anTureH npeau BakcuHanusATa. JKUBOTHH ¢ OTPHUIIATEHN PE3YITATH OT
TECTOBETE MOTarT Jia ObJIaT BAKCHHUPAHH, JIOKATO KOTKH C TIOJIOKUTEITHN PE3YJITATH OT
W3CIEBAHETO TPsAOBA Aa OBAAT U30JIMPAHHU OT IPYTUTE KOTKH U 1a ObJAT U3CIeJBaHU OTHOBO CJe]
1-2 mecena. KoTku ¢ monoxuTeaHu pe3yaTaT U OT BTOPOTO TECTBaHe TPsiOBa Ja ce CUMTAT 3a
TpaitHo 3apazenu ¢ FeLV u ¢ Tsax TpsOBa aa ce pabotu choOpa3Ho ToBa. KoTku, KouTo ca ganu
OTpHILIATEIICH PE3YJITaT PU BTOPOTO TECTBaHE, MOTaT Jia ObJ]aT BAKCHHUPAHU, Thii KaTO Hal-
BEPOATHO ca npeooienu nHdpeknusra ¢ FeLV.

4.5 ChenuajaHu npeana3Hu MepKHU NpH ynorpeda

CrenmanHay npeina3sHy MEPKY 3a )KUBOTHUTE IPpU yrnorpedaTa Ha IIPOIYKTA

B cayuaii Ha aHadunakTouIHA peakius 1a ce MPUIOKHU aJIPSHATNH HHTPAMYCKYJIHO.
Bakcunnpanero Ha FeLLV nonoxxurenHn KOTKU € 0e3moie3Ho. 3a JOMbIHUTEHA HHPOPMAaIIHS BUK
TOouKa 4.4.

CHCLII/IEIJ'IHI/I Opeanasiy MCpKH 3a Juiara, nmpujaaraiy BETCPUHAPDHOMCINIIMHCKHUS MMPOAYKT Ha
KHUBOTHHUTC

3a moTpeburenure:

To3u BeTeprHAPHOMEANIIMHCKY TIPOAYKT ChIIbpKa MHHEPAITHO Macyo. CirydalfHOTO
WH)XEKTHpaHe/CaMOMH)KEKTHPaHe MOJKe J1a IPeIU3BHKa CHITHA OOJIKa U TTOIyBaHe, 0COOCHO MpHU
WHXCKTHPAHE B CTaBa WK IPBCT, B PSJIKU CIIyYan € Bb3MOXHO JIa Ce 3aryOu 3acerHaTus NphCT,
aKo He € OKa3aHa HaBpeMe JIeKapcKa OMOIIl. AKO IO CIyYaifHOCT CTe HHKEKTUPAHHU C TO3U
BETEPHHAPHOMEIUIIMHCKN TPOAYKT, IOTHPCETE CHEITHO CHBET OT JIEKap M HOCETE JIMCTOBKATa C
Bac, mopu 1a € HH)KEKTHPAaHO CHBCEM MAaJIKO KOIHYeCTBO. AKO O0iKaTa mpoabiikaBa ropede oT 12
yaca clie]] MeIUIIMHCKUS TIperje/l, IOThPCETE OTHOBO CHBET OT JIEKApSI.

3a sekapure:
To3u BeTeprUHAPHOMEAMIIMHCKY IPOAYKT ChIIbpKa MHUHEPAITHO Maciio. JlopH J1a ca WHKEKTHPaHU

MAaJIKH KOJIMYECTBA, CIYYaHOTO HHKEKTUPAHE C TO3H BETEPUHAPHOMEIUITUHCKH MPOIYKT MOXKE Ja
MpeIN3BHKa MOsIBA Ha CHIJICH OTOK. [Ipn WHXKeKTupaHe B MPBHCTA € BH3MOKHO Pa3BUTHE Ha
HCXEMHUYHA HEKpOo3a | JA0opu 3aryba Ha npbera. HeoOxomuma e HezabaBHa, KOMIIETEHTHA
XHpyprudecka Hameca. Bp3MOKHO € 1a ce HaJlO)KU MHIM3HS U UPUTANHS HA HHKEKTUPAHOTO
MSICTO, 0COOEHO aKO ca 3aceTHaTH IyJnaTa Ha IPBhCTa WIH CyXOKUITHETO.

4.6 Heb0aaronpusiTHH peaknuy (4ecTOTa U BasKHOCT)

BakcuHupaHuTe KOTKH MOTaT Jja Pa3BUAT IOCTBAKCHHAIHYN PEAKLIUH, BKIIOYBAIIN IPEX0OAHA
Tpecka, MOBpbILlaHe, AHOPEKCHSI U/WIIN ACNpEecHsl, KONTO OOMKHOBEHO OTUIyMsIBAT 10 24 Jaca.

B MscTOTO Ha MHXKEKTHPaHE MOXKeE Jia ce HAaOJIF0IaBaT JOKAIHU peakiuy 1oj opmara Ha OTOK,
Oorka, chpOex mim 3arydoa Ha OKOCMSIBAHETO.



Ilo BPEMC Ha IIBbPBUTC YACOBC CJIC BAKCHUHALIUATA B MHOTO PEAKHU CJIydau Ca Ha6J'IIOZ[aBaHI/I
aHaq)I/IJ'IaKTI/I‘-IHI/I p€aKkmnu C OTOK, C'bp6e)l(, AuXaTejiHa U CbpA€YHA HEAOCTATBYHOCT, TEXKKHU
CTOMAIIHO-YPCBHU NIPOSABU (BK.TIIO‘II/ITCJ'IHO XeMaTeMe3a U XeMoparnyHa /:[Happm) WM 110K, Bk
Touka 4.5 3a YOBbTBAHEC OTHOCHO JICUCHHUCTO.

YecroraTa Ha HEOIATONPUATHUTE PEAKIIUH CE ONIPEAEIIs Upe3 CleIHaTa KIacu(UKAIH:

- MHOTO decTH (moBeue oT 1 Ha 10 TpeTupanu >KHBOTHH, MPOSBIBALIN HEOIATONPHUATHH PEAKIINH )

- yectu (oBeye oT 1, HO mo-mainko ot 10 xuBoTHU Ha 100 TpeTHUpaHU )KUBOTHH)

- He "ecTH (roBeue ot 1, Ho mo-Manko ot 10 xuBoTHH Ha 1,000 TpeTupaHu KUBOTHH)

- peaxu (noseue oT 1, HO mo-maiko ot 10 xuBoTHM Ha 10,000 TpeTHpaHu KUBOTHN)

- MHOTO peakH (ro-Manko ot 1 xuBotHO Ha 10,000 TpeTupaHu )KUBOTHH, BKIFOYUTETHO U30JIMPAHU
CHOOIIEHN).

4.7 Ynortpeda mo BpeMe Ha OPeMEHHOCT, JJAKTAIUS WM sIiiIleHOCeHe

BpemeHnHOCT:
BezonmacHocTTa Ha BakcHHATa HE € M3CIie[BaHa pu OpeMeHHu KoTku. He ce mpenophuBa

BAKCHMHHUPAHETO 10 BPpEMC Ha 6peMeHHOCT.

4.8 BzamMmopeiicTBHe ¢ IPYrd BeTePHHAPHOMEeIMIIHHCKHU NMPOAYKTH U APYyru (popmMu Ha
B3anMoJeiicTBHe

Hsma nanmyna uHbopManus 3a 6€30MacHOCTTa H ePUKACHOCTTa OT CbBMECTHOTO M3IOJI3BaHE Ha
Ta3W BaKCHHA C APYTHU BETCPUHAPHOMETUIIMHCKY MPOXyKTH. [lopaau Ta3u npuauHa, npuiaraneTo
Ha Ta3W BaKCHHA MPEIH WU Clie/l yIoTpedara Ha APYT BeTEPUHAPHOMEIUIIMHCKH MPOAYKT TPIOBa
Jla ce MPELEeH! CIIOpe ] MHINBUAYATHHAS CITyJIai.

4.9 lo3a ¥ HAYUH HA NPUJIOKEHHE

ChIbpKaHUETO HA €IHOJI030BaTa CIPUHIIOBKA TPsiOBa 10OPE J1a ce Pa3KIaTh U MPUIIOKU
acenTHYHO Ype3 MOJIKOKHO MHKeKTupaHe. [Ipu npunaranetro Ha Ta3u BakCHHA BHUMATEITHO
MOCTaBeTe MPUIIOKEHATa B OMTAKOBKATa CTEPHITHA WIJIa aCENITUIHO KbM HaKpaHUKa Ha
CIIPUHITOBKATA TIPEIN yIIOTpeoa.

Hauanna eaxcunayusa Ha KOTKU Ha 9 ceIMUIU U TO-BB3PACTHU: JABE 103U C UHTEpBaI OT 3 10 4
ceaMuI Mexy Tax. [IpenoppuBa ce mpuraraHeTo Ha JOIMBITHUTEHA 1032 33 KOTEHITa, )KUBECIH B
cpena ¢ BUCOK PUCK OT 3apa3siBaHe ¢ BUpyca Ha KoTerikaTa JieBkemus (FeLV), uusto mbpBa
BaKCHHAIUS € HAIIPaBEeHa Npe/i HaBbpIIBaHe Ha 12 ceMUYHA Bh3pacT.

Pesaxcunayus: enra BaKCHHAIUS TOTUIITHO.

4.10 Ilpeno3upaHe (CHMIOTOMM, CIIEIIHU MEPKH, AHTUA0TH), AKO € HEOOXOTUMO

He ca nabmogaBaHu qpyru HeOJAroNpUsATHH PEaKIUU OCBEH HAOI0IaBaHUTE U OTIMCAHU B TOYKA
4.6. "HebmaronpusaTHA peakiun”.

4.11 KapeHnreH cpox

He e npunoxumo.



5. UMYHOJIOIT'MYHHU OCOBEHOCTH

dapmakoTepaneBTHYHA IPyIa; IMYHOJOTHYHH TPOJTYKTH 32 KOTKH, MHAKTHBUPAHU BUPYCHU U
WHAKTUBUPAHU OAKTEPUAITHU BAaKCUHH 32 KOTKH.

Berepunapaomenuimackn Araromo-TepanestudeH Kom: QI06ALO01.

Fevaxyn Pentofel ctumynupa pa3BUTHETO Ha aKTUBEH UMYHHUTET CpEIly BUpyca Ha KOTEIIKaTa
TIAHJICBKOIIEHUS, BUPYyca Ha KOTEIIKHS PUHOTPAXEUT, KOTemkus Kanunusupyc, Chlamydophila felis
W KOTEIIKHUS JIECBKEMUSI BUPYC.

6. OAPMAIEBTUYHHU OCOBEHOCTH

6.1 Chnuchbk Ha eKCUMIIMEHTUTE

Cpena Eagles Earles ¢ Hepes

6.2 OCHOBHM HeCbBMECTHMOCTH

He cmecgaiite ¢ npyr BeTeEpMHAPHOMEAUIMHCKHU TPOJIYKT.

6.3 Cpok Ha roaHOCT

Cpok Ha FOZJHOCT Ha KpaiHUs BeTepUHAPHOMEANIMHCKH POIYKT: 2 TOAUHHU.

6.4 CnenuanaHu ycaoBHs 32 CbXpaHeHHe HA MPOAYKTA

Ja ce cexpansBa u Tpancroptupa B oxjiaaeHo ceerosiaue (2 °C — 8 °C).

[a He ce 3ampassBa.

Ja ce ma3u oT CBeTIMHA.

6.5 Bua u cbeTaB HA NIbPBUYHATA OIIAKOBKa

EnHOM030BY CTHKIIEHN CTIPUHIIOBKH THII | 32 eqHOKpaTHa yrmoTpeda, chappxamu eqHa go3a (1 ml)
OT BakcuHaTa. Te3u CIPUHIIOBKY ca 3aliedyaTaHy ¢ TYMEHU HAaKOHCYHHIIH.

OrmakoBKa:

Enna xapTonena kytus, chapprkamia 10, 20 unm 25 eqnomo3osu (1 ml) mpeaBaputenHo HATBIHEHN
CIIPUHIOBKY U ¢bOoTBETHO 10, 20 uu 25 CTepUITHUA UTIIH.

He Bcnukm pazMepu Ha OITakoBKaTa MOTaT Ja OBbAAT MpeiaraHy Ha ma3apa.

6.6 Cnemuajnu MEPKH 32 YHUIIOKABAHE HA HCU3ITOJ3BAH NMPOAYKT WJIH OCTATHIU OT HETro

Bcekn Hen3mos3BaH BETCPUHAPHOMEIUIIMHCKH TPOIYKT WJIM OCTATBLU OT Hero TpsOBa aa Obaat
YHUIIOKEHU B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATEIICTBO.



7. MNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEJIT A

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/96/002/001-003

9. JATA HA IbPBOTO U3JIABAHE/IIOTHOBSIBAHE HA JIMIIEH3A 3A
YINIOTPEBA

Jlata Ha MEPBOTO M3/1aBaHe Ha JUIICH3 3a ynorpeba: 05/02/ 1997

Jlata Ha MOCJIETHOTO MTOHOBSIBAHE HA JIMIIEH3 32 ynoTpeba: 27/02/2007

10. JATA HA TIOCJIEJHATA PEJAKIIUA HA TEKCTA

[MoapoOHa nHpOpMAIIUS 3a TO3H MPOIYKT MOXKE J]a HAMEPUTE HA UHTEPHET CTPpaHHUIIaTa Ha
EBponetickara Arennus no Jlekapcrara (http://www.ema.europa.eu/).

3ABPAHA 3A ITPOJAXKBA, CHABJSIBAHE U/NJIA YIIOTPEBA

He e npunoxumo.


http://www.ema.europa.eu/

HNPUJIOKEHHE I1
MNPOU3BOJAUTEJI HA BUOJIOT'MYHO AKTUBHUTE CYBCTAHILIUU N
MMPOU3BOJAUTEJL, OTT'OBOPEH 3A OCBOBOXKJIABAHE HA
IMAPTUJIATA

YCJIOBUSA NJIN OTPAHUYEHNSA B JIMIHEH3A 3A YIIOTPEGA HA
BMII, OTHACAIIU CE JO NPEJJATAHETO UJIA YIIOTPEBATA MY

CTATYC HA MJICOK



A. INMIPOU3BOIUTEJ HA BUOJIOI'MYHO AKTUBHUTE CYBCTAHIIMU U
IMPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOXJABAHE HA ITAPTU/IATA

Hme n aJgpeC HA MPOM3BOAUTECIIA HA OHOJIOTUYHO AKTHBHUTE CV6CTaHHI/II/I

Zoetis Belgium SA
Rue Laid Burniat 1

1348 Louvain-la-Neuve
BEJIT A

HMe ¥ aipec Ha MPOU3ZBOAUTEINS, OTTOBOPEH 32 OCBOOOKIABAHETO HA MAPTUATA 33 MPoaaxoa

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEJIT'UA

b. YCJIOBUA UWJIHN OTPAHUYEHUSA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE JO NIPEJJATAHETO NJINX YIIOTPEBATA MY

I[a C€ OTITyCKa CaMO II0 JICKAPCKO MMPEAITUCaHune.

B. CTATYC HA MJCOK

He e npunoxumo.



HNPUJIOKEHHME II1

ETUKET U JINCTOBKA



A.ETUKET



NHO®OPMAIUSA, KOATO CE U3IIMCBA BbPXY BHLHIIHATA OITAKOBKA

KYTUA C 10 x 1 ML EJHOA0O30BHU CIIPUHIIOBKMH, 20 x 1 ML EJJHOJ10O30BU
CITPUHIIOBKM, 25 x 1 ML EJHOJI0O30BU CIIPUHIIOBKH

1. HAUMEHOBAHUWE HA BETEPUHAPHOME/IUIIUHCKUS TPOAYKT

Fevaxyn Pentofel nrxexkunonHa cycreH3us 3a KOTKH

2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHLIUN

B noza or 1 ml:
WnaktuBupan FPV /FCV /FVR / Chlam / FeL V.

A,Z[)KyBaHT: MHHCPAJIHO MAcCJIo.

3. DOAPMAIEBTUYHA ®OPMA

HmxeknrmonHa CYyCIICH3UA.

4. PASMEP HA OITAKOBKATA

10 x 1 ml emHOTO30BH CIIPHHIIOBKU
20 x 1 ml eqHO030BH CIIPUHITOBKH
25 x 1 ml eTHOI030BH CIIPHHIIOBKH

5. BHUJIOBE JKMBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

Kotku.

‘ 6. TEPAIIEBTUYHU IOKA3AHUA

‘ 7. METOJ 1 HAYMUH HA ITPUJIOKEHUE

IToKOXXHO TIPUIIOKEHHE.

[Ipenu ynorpeda mpoveTy JIMCTOBKATA.



| 8. KAPEHTEH CPOK

‘ 9. CHELOUAJIHU NPEAYIPEXJIEHUS, AKO E HEOBXOJINMO

[Mpeau ymoTrpeba mpovYeTH JUCTOBKATA.

Cny4yaifHOTO MH)KEKTHpaHE € OIacHo.

10. CPOK HA T'OJHOCT

Toaen no {Mecery/roauna}

‘ 11. CHENUWAJIHHU YCJOBHUSA 3A CbXPAHEHUE

[la ce cbxpaHsiBa U TPAHCIIOPTHPA B OXJIAICHO ChCTOSHUE.
[a He ce 3ampassBa.
Ja ce mas3u OT CBETJIMHA.

12. CHEHOMWAJIHU MEPKH 3A YHUILLIO’)KABAHE HA HEMU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKUBA

VYHumoxaBaHe: IIPOYECTH JINCTOBKATA.

13. HAJAIIUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”
YCJIOBUSATA NN OT'PAHUYEHUATA OTHOCHO PA3IIPOCTPAHEHUETO U
YIHOTPEBA, AKO E ITPHJIOKUMO

Camo 3a BCTCPUHAPHOMEAUIIMHCKA yHOTpe6a. I[a CC OTITyCKa CaMO IIO JICKAapCKO MpEAINMCaHune.

14. HAJMUCHT “ JIA CE CbXPAHSIBA JIAJIEU OT HOTJIEJA M HA
HEJOCTBIIHU 3A JELIA MECTA”

I[a CC CbXpaHsBa Aajied OT 1orjicaAa U Ha HEAOCTBIIHU 3a IC1a MECTaA.

15. HME U IIOCTOSAHEH AJIPEC HA ITPUTEXXATEJISI HA JIMIHEH3A 3A
YIHOTPEBA

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEJITUS



16. HOMEPA HA JIMIEH3A 3A YIIOTPEBA HA BMII

EU/2/96/002/001 10x 1 ml
EU/2/96/002/002 20x 1 ml
EU/2/96/002/003 25x 1 ml

17. NMAPTHJIEH HOMEP

[TapTuma {HOMED}



MUHHMUMYM UHOOPMALIUA, KOATO TPABBA JIA BbJIE U3IIMCAHA BbPXY
MAJIKH OITAKOBKMH BMII, KOUTO CBABPXAT EAUHUYHA 1O03A

EJHO/1030BU CIIPUHIIOBKH

‘ 1. HAUMEHOBAHUWE HA BETEPUHAPHOME/IUIIUHCKUS TPOAYKT

Fevaxyn Pentofel 3a koTku

2. KOJINYECTBO HA AKTUBHUTE CYBCTAHLIMU

FPV /FCV /FVR /Chlam / FeLV

3. CbABbPXKAHUE CIIPSIMO MACA, OGEM WIH BPOM HA EJUHUYHUTE 103U ‘

1 ml

4. HAYUHM) HA ITPUJIOKEHUE

SC

| 5. KAPEHTEH CPOK |

| 6. NAPTUJEH HOMEP |

Lot {Homep}

| 7. CPOK HA TOJAHOCT

EXP {mecen/ronuna}

‘ 8. HAJIIUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMECANIIMHCKA yHOTpe6a.



B. INCTOBKA



JIUCTOBKA:
Fevaxyn Pentofel, nH:kekumoHHa cycneH3usi 32 KOTKH

1. UME N TTOCTOAHHUA AIPEC HA IIPUTEKATEJISA HA JIMIHEH3A 3A
YIHOTPEBA U HA IPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIputexaren Ha JIMIICH3A 3a VHOTD€6a 1 IPOU3BOAMUTECII OTTOBOPEH 34 OCBO60)KI[.’:1B3.HC Ha
napruaara:

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEJIT'US

2 HAUMMEHOBAHUME HA BETEPUHAPHOMEIUIIUHCKHASA NIPOAYKT

Fevaxyn Pentofel, nHxekmoHnHa cycrieH3us 3a KOTKH

3. CbABbPKXAHUE HA AKTUBHUTE CYBCTAHIIMA N EKCHUITUEHTUTE

B no03a ot 1 ml (enHO1030Ba CITPUHIIOBKA):

AKTHBHA cy0OCcTaHIMH OtHocuTesHa epuxacHoct (R.P.)
WnaxtuBupan feline panleucopenia virus, strain CU4 >8.50
Wnaktuupan feline calicivirus, strain 255 >1.26
WnaxruBupan feline rhinotracheitis virus, strain 605 >1.39
WnaxtuBupana Chlamydophila felis, strain Cello >1.69
Muaktusupad feline leukaemia virus, strain 61E >1.45

AUKYBaHTH

Ethylene/maleic anhydride (EMA-31) 1% (v/v)

Neocryl 3% (v/v)

Emulsigen SA 5% (v/v)

4. TEPAIIEBTUYHU IIOKA3AHUSA

3a aKTHBHA HMYHH3alUs Ha 3IpaBu KOTKU Ha 9 CCAMUILIN WA MO-Bb3PACTHHU CPCITYy BUPYCUTC Ha

KOTCIIKaTa IMMaHJICBKOIICHUA, KOTCIIKAaTa JICBKEMHA U CPECIYy PECIIUPATOPHU 3a6OJI$[BaHI/I$[,

MIPUYUHEHN OT BUPYCUTE Ha KOTEIIKUSA PUHOTPAXEUT, KOTEHIKUS KanuuuBupyc u Chlamydophila

felis.

S. INPOTHUBOITOKA3AHUSA

Hsama.



6. HEBJIATOITPUATHHU PEAKITUU

BakcuHrpanuTe KOTKH MOTAT Ja Pa3BUST MIOCTBAKCHHAIIHU PEaKI[MH, BKIIFOUBAIIH ITPEXO0IHA
TpecKa, MOBPBIIaHe, aHOPEKCHS W/WITH JeTIpecHsi, KONTO 0OMKHOBEHO OTITYMSBAT B paMKHTE Ha 24
qaca.

B MsCTOTO Ha HHXKEKTHpaHE MOXe J1a ce HAOIr01aBaT JOKAIHU peakivu 1o Gopmara Ha OTOK,
0oJKa, ChpOeK MK 3ary0a Ha OKOCMSIBAHETO.

Ilo BPEMC Ha IIbPBUTC YACOBC CJIC BAKCHUHALIUATA B MHOT'O PEAKHU ClIydau Ca Ha6J'IIO,Z[aBaHI/I
aHaq)I/IJ'IaKTI/I‘IHI/I p€aKknnu € OTOK, C'bp6e}l(, AuXaTejiHa U CbpA€YHA HEAOCTATBYHOCT, TCXKKHU
CTOMAaIIHO-YPEBHU MIPOSABU (BKJIIO‘II/ITGJIHO XeMaTreMe3a U XeMoparnyHa zmapm[) WJIN IIOK.

YecToTara Ha HEOIArONPUATHUTE PEAKIIMU CE ONIPENEIIs Ype3 cleqHaTa Kiacu(ukarus:

- MHOTO YecTH (moBeue oT 1 Ha 10 TpeTrpaHu )KUBOTHU, IPOSBSIBAIIY HEOIATONIPUIATHU PEAKIINH )

- yecTd (1oBeve oT 1, Ho nmo-mainko ot 10 xuBoTHU Ha 100 TpeTHpaHH )KUBOTHH)

- He "ecTH (roBeue ot 1, Ho mo-Manko ot 10 xuBoTHH Ha 1,000 TpeTupaHu KUBOTHH)

- peaxu (moseue oT 1, HO mo-mainko ot 10 xxuBoTHH Ha 10,000 TpeTupanu KUBOTHN)

- MHOTO pefkH (rmo-Manko ot 1 xuBotHO Ha 10,000 TpeTupaHu )KMBOTHH, BKIIOYUTETHO U30JIUPAHU
CHOOIIEHU ).

AKo 3a06enmexuTe HIKaKBU HEOIAaronpusTHU PEaKIIiy, BKIIOYUTEIHO 1 TAKMBA, KOUTO HE ca
OTKCAHU B Ta3W JUCTOBKA WJIM MUCIIUTE, Y€ BETCPUHAPHOMEIUIIMHCKHUAT IPOAYKT HE pabOTH, MOJIS
Jla yBeZIOMUTe Bamms BeTeprHapeH Jekap.

7. BUJIOBE JKUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Kotku.

8. JO3UPOBKA 3A BCEKU B/l ZKUBOTHO, METO/l U HAYHUH HA ITPUJIAT'AHE
1 ml. [ToakOXHO PUIIOKEHHE.

OcHoeHa saxcunayusi Ha KOTKU Ha 9 CEIMUIIM U MO-BB3PACTHU: JIBE IO3U C HHTEpBaJ oT 3 10 4
cenMUI Mexay TaX. [lpermoppuBa ce mpuiaraHeTo Ha AOMBIHUTENHA /1032 32 KOTEHI[A, )KUBEEIH B
cpena ¢ BUCOK PHCK OT 3apa3sBaHe C BUpyca Ha KoTemkara JieBkemus (FeLV), austo mepBa
BaKCHHAIIUS € HallpaBeHa Mpeau HaBbpIIBaHe Ha 12 ceMHUYHA BB3pacT.

Peeakcuﬂauuﬂ: €IHA BaKCHHAIHA I'OJUITHO.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

ChabppKaHUETO Ha €THOJI030BATA CIIPHHIIOBKA TPIOBa 100pe /1a ce pa3KiIaTH U MPHUI0KH
ACENTUYHO Ype3 MOAKOKHO HHKEKTHpaHe. [Ipy mpuiaraHeTo Ha Ta3d BAKCHHA BHUMATEITHO
MOCTaBeTe MPHUIOKEHATA B ONTAKOBKATa CTEPUITHA MIJIa aCCITHYHO KbM HaKpaiHUKa Ha
CIPUHIIOBKATA MPEIU yrnoTpeoa.



10. KAPEHTEH CPOK

He e npunoxumo.

11. CIEHNOHUAJIHU YCJIOBUS 3A CbXPAHEHUE HA ITIPOAYKTA
Jla ce cexpansaBa ganed OT MOTJe/Ia U Ha HEAOCTHITHY 3a JeTa MecTa.

[a ce cpxpansBa 1 TpaHCHIOPTHpA B 0XJ1ageHo cheTosHue (2 °C — 8 °C).
Ja ce ma3u ot cBernuHa. Jla He ce 3aMpassBa.

[a He ce u3noJ3Ba TO3M BETEPUHAPHOMEINLIMHCKY MIPOAYKT CJIE U3THYaHE CPOKa HA FOJIHOCT,
MOCOYEH BBPXY eTukeTa cien EXP.

12. CHEHUWAJIHM IPEAYHNPEXIEHUS

CrienmaliHy IpeAITa3sHd MEPKH 32 BCEKH BHJI YKMBOTHH, 32 KOUTO € mpenHasHaded BMIT:
BakcuHanusTa He 3acsara Xoaa Ha HH(EKIHs ¢ BUpyca Ha KoTtemkaTa jJeskemus (FeLV) mpu koTkw,
KOUTO ca Beue nH(ekTrpanu ¢ FeLV mo BpeMe Ha BakcHHaIUATa, KOETO 03HAUABA, Y€ TAKHBA
KOTKH I1ie ekckpeTtupaT FeLV He3aBUCHMO OT BakCHHAIMATA, B PE3YITAT Ha KOETO, TE3H JKUBOTHU
€ nNpeaACTaBIsIBAT OIMMACHOCT 3a BB3INPUEMUYNBUTE KOTKU B TAXHOTO O6KpB)I(eHI/Ie. Hopa;[pl TOBA CC
MPEnopbYBa, KOTKU ChC 3HAUUTEICH PUCK OT IPEIX0KIAII0 BaKCUHALIMITa u3narane Ha FeLV, na
Obaar n3cnenBanu 3a FelLV aHTureH npeau BakcuHanusATa. JKUBOTHH C OTPHUIIATEHN PE3YITAaTH OT
TECTOBETE MOraT Ja Ob/1aT BAaKCHHUPAHH, TIOKATO KOTKH C MOJIOKUTEITHN PE3yNTaTH OT
M3CJIeIBAHETO TPsIOBa Ja ObJIaT M30JIMPAHU OT APYTUTE KOTKHU U Jia ObJaT U3CJIeBaHN OTHOBO CIIE]
1-2 mecena. KoTku ¢ MonoXuTeTHA pe3yaTaT U OT BTOPOTO TECTBaHE TPsiOBa Ja ce CUMTAT 3a
TpaiitHo 3apazenu ¢ FeLV u ¢ Tsax TpsoBa ga ce padotu cro0pa3Ho ToBa. KoTku, KOUTO ca nanm
OTPHIIATEIICH PE3YNTAT MIPH BTOPOTO TECTBAHE, MOTAT J1a Oh/IaT BAKCUHUPAHU, Thil KaTO Hal-
BEPOSITHO ca npeoposieny napekuusita ¢ FeLV.

Crenuainy npeana3sii MEPKH 3a JKUBOTHHUTE MIPH VIIOTpeOaTa Ha IPOAYKTA:
B criyuaii Ha anadunakTouIHa peakiys, 1a e IPUI0KH a[PCHAINH HHTPaMyCKYJITHO.
Bakcunnpanero Ha FeL'V monoxxurenHn KOTKH € 0e3MoJe3HO.

Coenmansu OpeaAliasHu MCPKU 34 JIMIaTa, Ipujaramy BETCPUHAPHOMCANIIMHCKHUA ITPOAYKT Ha
KHUBOTHUTC!

3a moTpeduTennTe:

To3u BeTepHHAPHOMEAMIIMHCKY IPOAYKT ChIIbpKa MHUHEPAITHO Maco. CirydaliHOTO
WHXXEKTHPAHE/CAaMOWH)KEKTUPAHE MOXKE Jla MPEU3BHKa CHITHA OOJKa U TIOAyBaHe, 0COOCHO MpH
HMHXEKTHpaHE B CTaBa WK IPBCT, B PEIKU CIIydan ¢ Bb3MOXKHO Ja Ce 3aryOH 3aCerHaThs IphCT,
aKo HE € OKa3aHa HaBpPEeMe JICKapCKa MTOMOIII.

AKO M0 CIy4aifHOCT CTe WH)KEKTUPAHU C TO3U BETEPUHAPHOMEIUIIMHCKU TPOYKT, MOThPCETE
CICIIIHO CHBET OT JIEKap U HOCETE JIMCTOBKATa ¢ Bac, 1opu J1a € HHKEKTHPAHO ChBCEM MAJIKO
KOJIMYECTBO.

Ako 0okaTa MpoJIbiKaBa MmoBeue oT 12 Jaca ciiei MeJUIIMHCKHS MTPETIIe], IOThPCETe OTHOBO
CBBET OT JieKapsl.
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3a Jekapure:
To3u BeTepuHAPHOMEAUITMHCKY TTPOIYKT ChIBPiKa MUHEPATHO Macio. JlopH 1a ca MHKCKTHPAHH

MaJIKH KOJIMYECTBA, CIYYalHOTO WHKEKTUPAHE C TO3H BETCPUHAPHOMEIUIIUHCKY MPOYKT MOXKE Ja
MpeM3BHKA MOSIBA HA CUJICH OTOK. [Ipy HHXXEKTHpaHE B PHCTA € Bh3MOXKHO Pa3BUTHE HA
HCXEMHUYHA HEKpo3a U JopH 3aryda Ha npbhcra. HeoOxomuma ¢ HezabaBHA, KOMIIETCHTHA
XUPpYypruiucCKka Hameca. Bb3MoOkHO € Jla C€ HAJIOKN MHIU3UA U UpUrainysd Ha HHXKCKTUPAHOTO
MSICTO, 0COOCHO aKO Ca 3aCeTHATH IMyJInaTa Ha IPhCTa WIH CYXOKUITHETO.

BpemeHnHOCT:
BesomacHocTTa Ha BakcHHATa HE € M3Clie[BaHa pu OpeMeHHu koTku. He ce mpenopruBa

BAKCHMHHPAHETO 10 BPpEMC Ha 6p6MeHHOCT.

B3aHMOIIeI71CTBPIe C APYIru BETCPUHAPHOMCOANITMHCKHN IIPOAYKTHU U I1PYTU dJODMI/I Ha
B3aUMOJICHCTBUE:

Hsama mammara naoOpMartis 3a 6e30macHoCTTa U €UKACHOCTTA OT ChBMECTHOTO M3MOJI3BaHE HA
Ta3u BaKCHHA C APYTH BETEPUHAPHOMEIUIIMHCKA MPoRyKTU. [Topaau Ta3su npruyuHa, NpuiaraHeTo
Ha Ta3W BaKCHHA MIPEIU WM Clie] yIoTpedaTa Ha APYT BETePUHAPHOMETUIIMHCKH MTPOJYKT TpsiOBa
Jia ce MPELEeHH CIIope] MHMBHIYATHUS CIyJai.

IIpeno3upane (CI/IMHTOMI/I, CIICIIIHY MEPKH, aHTI/II[OTI/I)I
He ca Ha6J'IIO,Z[aBaHI/I Apyru H66J'Ial"0HpI/I$ITHI/I pcaKknnu OCBCH OIIMCAHU B TOYKa 6.

OCHOBHM HECHBMECTUMOCTH:
He cmecBaiite ¢ APYT BETCPUHAPHOMCAUIIMHCKU MIPOAYKT.

13. CHELUWAJIHU NPEAITA3HUA MEPKU ITPU YHUIIO’KABAHE HA
HEM3IIOJI3BAH TPOAYKT UJIN OCTATBIMU OT HET'O, AKO UMA TAKHUBA

ITonuraiite Bamus BeTepuHapeH Jiekap KakBo Ja mpasute ¢ HeHyxHute BMIIL. Te3u mepku e
MTOMOTHAT 32 OIla3BaHE Ha OKOJIHATA Cpeaa.

14. JATATA HA IIOCJIEJAHMSA ITPETVIEJ] HA TEKCTA

[MoapoOHa nHpOpMAIUS 3a TO3H BETCPUHAPHOMETUIIMHCKH MTPOAYKT MOXKE J1a HAMEPUTE Ha
WHTEpHET cTpaHuiara Ha EBporneiickara Arennus no Jlekapcrsara (http://www.ema.europa.eu/).

15. JAOHBJIHUTEJIHA UH®OPMALUSA

10 x 1 ml omakoBka: KyTus, ceabpikamia 10 nmpeIBapuTeIHO HATBIHEHN €QHOI030BU CIIPHHIIOBKH
1 10 cTepusIHU UIITH.
20 x 1 ml omakoska: KyTus, ceappskama 20 npeABapUTEIHO HAITBIHEHH €IHOI030BU CIIPHHIIOBKH
1 20 CTEpUIIHU UTJIN.
25 x 1 ml omakoBka: Kytus, cpaspikaia 25 mpeaBapruTETHO HATBIHCHH €THOI030BU CITPUHIIOBKH
1 25 CTepUSIHU UIJIH.

He Bcuukm pa3mepyr Ha omakoBKaTa MOTaT Ja ObJaT MpeajiaraHy Ha masapa.


http://www.ema.europa.eu/
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