<
Q
&
X\
,,)’b
&
&
g
(%
Q
<
Q;zgj
HP@)KEHI/IE I
KPATKA XAPSC?EPFICTI/IKA HA IMPOAYKTA
H> &
&
\%
N
%
O
&
&
L
Q(J
&



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 OTtHocuzesrHa 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
Wuaktusupas feline leukaemia virus, strain 61E 4 >1.45
AKYyBAHTH
Ethylene/maleic anhydride (EMA-31) 1% (v/v)
Neocryl 3% (v/v)
Emulsigen SA 5% (v/v)
ExcuunueHnTu:

3a IBIHMUSA CIUCHK HA EKCIIUITNEHTHTE, BIDX F7 6.1.

3. DOAPMAIIEBTUYHA ®OFMA

MNHxeKnoHHA CyCIIeH3HS.

Bakcunara npencrasinsiBa Oneno po3oBa, moo0Ha Ha MISIKO TEYHOCT, KOSITO He TpsOBa 1a Chabpika
TBBPJIN YaCTHUIIH.

4. KJIMHUYHI iAHHU

4.1 Bupaose #%30THH, 32 KOUTO € NpeanasHayen BMII

Kotku.

4.2 |, 4epaneBTUYHU MOKA3aHUsI, ONPeeJeHH 32 OTAeJTHUTE BUI0BE ;KUBOTHH

3a-awTUBHA UMYHHU3AIUS Ha 3IpaBH KOTKH Ha 9 CeIMUITH WITH ITO-BH3PACTHH CPEIIly BUPYCHUTE HA
J#OYeIIKaTa TaHIeBKOIICHNUSI, KOTEIIKaTa JIEBKEMUS M CPEILy PECIMPAaTOPHH 3a00JIIBaHMS,
I{pPUYMHEHH OT BUPYCUTE Ha KOTEIIKUS pUHOTPAXEUT, KoTelKus Kanuuusupyc u Chlamydophila
felis.

4.3 IIpoTuBOmOKA3aHUA

Hsama.



4.4 CroeuuaJiHy NpeANna3Hu MePKH 32 BCEKU BH/I }KMBOTHH, 32 KOUTO € NpeaHa3HayeH BVLI

BakcuHanusita He 3acara XoAa Ha MHEKIHs ¢ BUpyca Ha KoTtemkaTa jJeBkemus (FeLV) mpwm kOTKH,
KOUTO ca Beue nH(ekTrpanu ¢ FeLV mo BpeMe Ha BakcHHaNusATa, KOETO 03HAYABA, Y€ TaKUEL
KOTKH 111e ekckpeTtupaT FeLV He3aBuCHMO OT BakCHHAIWATA, B PE3YNITaT Ha KOETO, Te{H YKHBOTHH
1€ TIPE/ICTABIISIBAT OMIACHOCT 32 BH3MPUEMUUBUTE KOTKH B TAXHOTO OOKpBHkeHHe. [1épanm ToBa ce
NpenopbYBa, KOTKH ChC 3HAUYUTEIICH PUCK OT MPEeIX0oKIallo BaKkCHHAIMITa n3naraxs Ha FeLV, na
Obaar n3cnenBany 3a FelLV anTureH npeau BakcuHanusATa. JKUBOTHH ¢ OTPHULITRTHA PE3YITATH OT
TECTOBETE MOTaT Jia ObJIaT BAKCHHUPAHH, JIOKATO KOTKH C TIOJIOKUTEITHH Pe3yiEdTH OT
W3CIEBAHETO TPsAOBA Aa OBAAT H30JIMPAHHU OT IPYTUTE KOTKH U 1a ObIAT KRCIEBAHU OTHOBO CJE]
1-2 mecena. KoTku ¢ monoxuTeaHu pe3yaTaT U OT BTOPOTO TECTBaHE THAUBA Ja Ce CUUTAT 3a
TpaitHo 3apazenu ¢ FeLV u ¢ Tax TpsOBa ga ce paboTi choOpa3HO TOBEWIKOTKH, KOUTO ca Jalln
OTpHILIATEIICH PE3YJITaT PU BTOPOTO TECTBaHE, MOTAT Jia ObJIaT BaKCHW/IpaHH, Thii KaTO Hal-
BEPOATHO ca npeooienu nHdpeknusra ¢ FeLV.

4.5 ChenuajaHu npeana3Hu MepKHU NpH ynorpeda

CrenyaaHy npeana3sHi MEPKH 3a )KMBOTHHUTE IIPU yIIOTpeOaTa Ha MPOAYKTA

B ciyuaii Ha aHadunakTouIHA peakius 1a ce MPUIOKY aipeHATNH HHTPAMYCKYJIHO.
Bakcunnpanero Ha FeLV nonoxxurenHn KOTKY € 6g3i101e3H0. 3a JOMBIHUTEHA HHPOPMAIIHS BUXK
TOouKa 4.4.

CHCLII/IEIJ'IHI/I Opeanasiy MCpKH 3a JuIara, rmpdiaarainy BETCPUHAPDHOMEINIIMHCKHUSA MMPOAYKT Ha
KHUBOTHHUTC

3a moTpeburenure:

To3u BeTeprHHAPHOMEANIIMHCKY TINUAYKT ChIIbpKa MHHEPAITHO Macyo. CirydaifHOTO
WH)XEKTHpaHe/CaMOMH)KEKTHPAHES MOJKe /1a IPeIU3BHUKa CHITHA OOJIKa U TTOIyBaHe, 0COOCHO MpHU
WHXCKTHPAHE B CTaBa WK NPEET; B PEIIKU CIIyYad € Bb3MOXHO J1a Ce 3aryOu 3acerHaTus NphCT,
aKo He € OKa3aHa HaBpeMe JieKapcKa OMOIIl. AKO IO CIyYaiiHOCT CTe HHKEKTUPAHHU C TO3U
BETEPHHAPHOMEIUIINHCKHK 1¥DOAYKT, IMOTHPCETE CHEITHO ChBET OT JIEKap M HOCETE JIMCTOBKATa C
Bac, mopu 1a € MHXKEKTHUPPAHO ChBCEM MAaJIKO KOJIHYeCTBO. AKO O0iKaTa mpoabiikaBa opede oT 12
yaca clie]] MeIUIIMHCKUA\IPErye 1, TOThPCETE OTHOBO CHBET OT JIEKAPSL.

3a sekapure:
To3u BeTepuHAPHOMEIUIIMHCKY TPOAYKT ChIIbpKa MHHEPAITHO Maciio. JlopH J1a ca WHKEKTHpaHU

MAaJIKH KOJIMYECTBA, CIYYaHOTO HHKEKTUPAHE C TO3H BETEPUHAPHOMEIUITUHCKH MPOIYKT MOXKE Ja
MpeIn3BYKE, M105IBA HA CHIIEH OTOK. [Ipn WHXKeKTupaHe B MPBHCTa € BH3MOKHO Pa3BUTHE Ha
ucxeMpH 2 HeKpo3a u 1opu 3aryba Ha npbera. HeoOxomuma e HezabaBHa, KOMIIETEHTHA
XUpyHriiecka Hameca. Bp3MOKHO € 1a ce HaJlO)KU MHIM3HS U UPUTANHS HA HHKEKTUPAHOTO
Ms¢TO, 0COOEHO aKO ca 3aceTHaTH MyJnaTa Ha IPBHCTa WIH CyXOKUIHETO.

46" HeOaaronpusaTHN peaknuu (4eCTOTA M BaKHOCT)

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.]'IIO‘II/ITCJ'IHO XeMaTeMe3a U XeMoparnyHa /:[Hapm[) WM ITOK /R VK
Touka 4.5 3a YOBbTBAHEC OTHOCHO JICUCHHUCTO.

YecroraTa Ha HEOIATONPUATHUTE PEAKIIUH CE ONIPEAEIIs Upe3 CleiHaTa KiacupuKarus:

- MHOTO decTH (moBeue oT 1 Ha 10 TpeTupanu >KHBOTHH, MPOSBIBALIN HEOIATONPHANHE PEaKIIUH )

- yectu (oBeye oT 1, HO mo-mainko oT 10 xuBoTHU Ha 100 TpeTHpaHH KUBOTHI)

- He "ecTH (roBeue ot 1, Ho mo-Manko ot 10 xuBoTHH Ha 1,000 TpeTupanu xAz0THN)

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

- MHOTO pekH (ro-Manko ot 1 xxuBotHO Ha 10,000 TpeTUpaHu KUBOTHHsSBIITIOYUTETHO U30JIMPAHU
CHOOIIEHN).

4.7 Ynortpeda mo BpeMe Ha OPeMEHHOCT, JJAKTAIIUS WM slifperoceHe

BpemeHnHOCT:
BezonmacHocTTa Ha BakcHHAaTa He € M3Clie[BaHa mpu OpeMerHy kotku. He ce mpenopbusa

BAKCHMHHUPAHETO 10 BPpEMC Ha 6peMeHHOCT.

4.8 BzamMmopeiicTBHe ¢ IPYrH BeTepHHAPHOMeI IMHCKHU NMPOAYKTH U APYyru (popmMu Ha
B3anMoJeiicTBHe

Hsima nanmaHa uHbopManus 3a 6€30MaCHOCTTé M ePUKACHOCTTa OT CbBMECTHOTO M3IOJI3BaHE Ha
Ta3W BaKCHHA C APYTHU BETEPUHAPHOMETUIVPCKU MPoXyKTH. [lopaau Ta3u npuynHa, npuiaraneTo
Ha Ta3W BaKCHHA MIPEI WU CIIe/ yIoTpediya Ha IPYT BETEPHHAPHOMEIUIIMHCKH MPOAYKT TPIOBa
Jla ce MPELEeH! CIIOpe] MHINBUAYATHHI-CITYJai.

4.9 lo3a M HAYHUH HA NPUJIOKEITE

ChIbpKaHUETO HA €THOI030BAFe CIIPUHIIOBKA TPsiOBa 10OPE J1a ce Pa3KIaTh U MPUIIOKU
acenTHYHO Ype3 MOJIKOXKHO MHKeKTupaHe. [Ipu npunaranero Ha Ta3u BakCHHA BHUMATEITHO
MOCTaBeTe MPUIIOKEHATA B SITdKOBKATa CTEPIITHA WIJIa aCEITUIHO KbM HaKpaHUKa Ha
CIIPUHITIOBKATA TIPENIN yIleTpeoa.

Hauanna saxcunayusdia KoTK Ha 9 ceIMUIM U TO-BB3PACTHU: JBE 103U C UHTEpBaJ OT 3 10 4
ceamuI Mexay ax. [IpenoppuBa ce mpuraraHeTo Ha JOIMBITHUTEHA 71032 33 KOTEHITa, )KHBECIH B
cpena ¢ BUCOK/PUCK OT 3apa3siBaHe ¢ BUpyca Ha KoTerikaTa JieBkemus (FeLV), uusto mbpBa
BaKCHHAIUS € HAIIPaBeHa Npe/i HaBbpIIBaHe Ha 12 ceMUYHA Bh3pacT.

Pesakcrrayus: enqra BaKCHHAIUS TOTUIITHO.

4.10 , Ilpeno3upane (CHMNTOMM, CIEIIHU MEPKH, AHTUAOTH), AKO € He00X0ANMO

Hle Ca HAOMIOJaBaHK IPYTH HEOJArONPUATHH PEaKIUU OCBEH HAOI0IaBaHUTE U OTIMCAHU B TOYKA
4.6. "HebmaronpusaTHA peakun”.

4.11 KapeHnreH cpox

He e npunoxumo.



5. UMYHOJIOIT'MYHHU OCOBEHOCTH

dapmakoTepaneBTHYHA IPyTa: IMyHOJIOTUYHHU MPOAYKTH 38 KOTKH, HHAKTUBUPAHH BUDPYCHi
WHAKTUBUPAHU OAKTEPUAITHU BAaKCUHH 32 KOTKH.

Berepunapaomenuimackn Araromo-TepanestudeH Kom: QI06ALO01.

Fevaxyn Pentofel ctumynupa pa3BUTHETO Ha aKTHBEH MMYHUTET CpEIly BUpyca Ha-ROTeIKaTa
TIAHJICBKOIIEHUS, BUPYyCca Ha KOTEIIKHS PUHOTPAXEUT, KOTSIIKUS KaTUIUBHUPYC,Shlamydophila felis
W KOTEIIKHUS JIECBKEMUSI BUPYC.

6. OAPMAIEBTUYHHU OCOBEHOCTH

6.1 Chnuchbk Ha eKCUMIIMEHTUTE

Cpena Eagles Earles ¢ Hepes

6.2 OCHOBHM HeCbBMECTHMOCTH

He cMmecBaiite ¢ Apyr BeTEpUHAPHOMEIULIUHCKH IPOFYKT.

6.3 Cpok Ha roaHOCT

Cpok Ha FOZJHOCT Ha KpaiHUs BeTepUHAPHOMENUIMHCKH POIYKT: 2 TOAUHHU.

6.4 CnenuanaHu ycaoBHs 32 ChbXpaieHHe HA MPOAYKTA

Ja ce cexpansBa u TpaHCIIOPTHPAB exiaaeHo cberosiaue (2 °C — 8 °C).

[a He ce 3ampassBa.

Ja ce ma3u oT CBeTIMHA.

6.5 Bua u cbeTaB HA AWbPBUYHATA OIIAKOBKa

EnHOm030BY cTHKIIEHY CIPUHIIOBKH THII | 32 eqHOKpaTHa ymoTpeda, chabppxammu eqHa go3a (1 ml)
OT BakcuHata. Te3nCHPUHIIOBKY ca 3ariedyaTaHy ¢ TYMEHU HAaKOHCYHHIIH.

OrmakoBKa:

Enna xapTonena kytus, chapprkamia 10, 20 unm 25 eqnomo3osu (1 ml) npeaBaputerHo HATBIHEHN
CIPUHIORKY 1 cboTBETHO 10, 20 My 25 CTEepUITHUA UTIIH.

He Bartxkn pa3zMepu Ha OITakoBKaTa MOTaT Ja OBbAAT MpeiaraHy Ha ma3apa.

6.6) Cnenuajanu MEPKH 32 YHUIIOKABAHE HA HCU3ITOJ3BAH NMPOAYKT WJIH OCTATHIU OT HETro

Bcekn HEeHM3INoJI3BaH BETCPUHAPHOMEUIIMHCKH TPOIYKT WIM OCTATBLU OT Hero TpsOBa aa Obaar
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-\iA IMIIEH3A 3A
YINIOTPEBA

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

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

10. JATA HA TIOCJIEJHATA PEJAKIX S HA TEKCTA

[MoapobHa nHpOpMALIUS 3a TO3H MPOAYKT MOKR, J{a HAMEPUTE Ha UHTEPHET CTPaHHUIIaTa Ha
EBponeiickara Arennus no Jlekapcrsata (h@p:/ www.ema.europa.ceu/).

3ABPAHA 3A ITPOJAXKBA, CHABASBAHE U/NJIA YIIOTPEBA

He e npunoxumo.


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

HPIZTOKEHUE 11
NNPOU3BOJAUTEJI FA BUOJIOTMYHO AKTUBHUTE CYBCTAHLIUU N
MNPOU3BOAUTEJYX, STT'OBOPEH 3A OCBOBOXKJIABAHE HA
IMAPTUJIATA

YCJIOBUA I OT'PAHUYEHNSA B JIMIIEH3A 3A YIIOTPEBA HA
BMII, OTHACHAIIU CE JO NPEJJATAHETO UJIA YIIOTPEBATA MY

CTATYCHA MIICOK



A. INMIPOU3BOIUTEJ HA BUOJIOI'MYHO AKTUBHUTE CYBCTAHIIMU U
IMPOU3BOAUTEJI, OTTOBOPEH 3A OCBOBOKJABAHE HA ITAPTUJIAT A

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 u aipec Ha MPOU3BOAUTEINS, OTTOBOPEH 32 OCBOOOXKIABAHETO HA naviuaara 3a nmpoaaxoa

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

b. YCJIOBUA UWJIHN OTPAHUYEHUSA B JIMIAEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE JO NPEJJATAHETO AJIA YIIOTPEBATA MY

Ja ce oTmrycka caMo 1o JIEKapcKo MPeIITUCaHU

B. CTATYC HA MJCOK

He e npunoxumo.
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NHO®OPMAIUSA, KOATO CE U3IIMCBA BbPXY BHLHIIHATA OITAKOBKA

KYTHS C 10 x 1 ML EJHOA030BU CIIPUHIIOBKH, 20 x 1 ML EJHO/I030BK
CIIPMHIIOBKH, 25 x 1 ML EJJHOI030BH1 CIIPUHIIOBKH

1. HAUMEHOBAHUE HA BETEPUHAPHOME /JINIINHCKUSA HPOI[ZK_T

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: MUHCPAJIHO MACJIO.

3. DOAPMAIEBTUYHA ®OPMA

I/IH)KCKI_II/IOHHa CYyCIICH3UA.

4. PASMEP HA OITAKOBKATA

10 x 1 ml emHOTO30BH CIIPHUHIIOBKH
20 x 1 ml eqHO030BH CIIPUHITOBKA
25 x 1 ml eTHOT030BH CIIPHHIIOLKE

5. BHUJIOBE )KI/IBC_TEI/I, 3A KOUTO E MTPEJHA3HAYEH BMII

Kotku.

‘ 6. TEPAIIEBTUYHHU [HOKA3AHMSI

‘ 7. _?IETOI[ N HAYHMH HA ITPUJIOKEHUE

'T0IKO’)KHO TIPUIIOKEHHE.

[Ipenu ynorpeda mpoveTy JIMCTOBKATA.



| 8. KAPEHTEH CPOK O]

| 9. CIEUMAJIHM NPEJYTIPEXKEHUSI, AKO E HEOBXOJAMMO : |

[Mpeau ymoTrpeba mpovYeTH JUCTOBKATA.

Cny4yaifHOTO MH)KEKTHpaHE € OIacHo.

10. CPOK HA T'OJHOCT

Toaen no {Mecery/roauna}

‘ 11. CHENUAJIHHA YCJOBUSA 3A CbXPAHEHUE N

[la ce cbxpaHsiBa U TPAHCIIOPTHpPA B OXJIAIECHO ChCTOHM}IE.
[a He ce 3ampassBa.
Ja ce mas3u OT CBETJIMHA.

12. CHELMWAJIHU MEPKH 3A YHF/’JI__[O}KABAHE HA HEM3IIOJI3BAH INTPOAYKT
NI OCTATBIHA OT HEI'Q; AKO UMA TAKHUBA

VYHumoxaBaHe: IIPOYETH JIUCTOBKATax

13. HAJAIUCBHT “CAMQ 3A BETEPUHAPHOMEJIUNIIMHCKA YIIOTPEBA”
YCJIOBUATA Wlvi O'PAHUYEHUSATA OTHOCHO PA3IIPOCTPAHEHUETO U
YIHOTPEBA, AXO E ITPHJIOKUMO

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

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

I[a 2¢ UbXpaHsBa Aajied OT 1orjicaa U Ha HEAOCTHIIHU 3a IC1a MECTaA.

!—1_5. HUME U ITOCTOSAHEH AJIPEC HA IPUTEXATEJIS HA JIMIIEH3A 3A
| YINOTPEBA
Zoetis Belgium SA

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



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. HAUMEHOBAHUE HA BETEPUHAPHOME /JINIINHCKUSA HPOI[SLK_T

Fevaxyn Pentofel 3a koTku

2. KOJINYECTBO HA AKTUBHUTE CYBCTAHLIMU

FPV /FCV /FVR /Chlam / FeLV

3. CHIBPKAHHE CIIPSIMO MACA, OBEM WIK-6P0il HA EJUHUYHUTE JIO3M |

1 ml

4. HAYUHM) HA ITPUJIOKEHUE

SC

| 5.  KAPEHTEH CPOK | |

| 6. MAPTUJEH HOMER |

Lot {Homep}

[ 7. CPOK HA4OTHOCT

EXP {mecer/ronuna}

\i ( ) HAJIIUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

(amo 3a BCTCPUHAPHOMECANIIMHCKA y1'[OTp66a.
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JIUCTOBKA:
Fevaxyn Pentofel, nH:kekumoHHa cycneH3usi 32 KOTKH

1. NUME N TTOCTOAHHUA AIPEC HA IIPUTEKATEJISA HA JIMIEH3A ZA
YIHOTPEBA U HA IPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIputexaren Ha JIMIICH3A 3a VHOTD€6a 1 IPOU3BOAMUTECII OTTOBOPEH 34 OCBO60)K,E[aBZl}'C Ha
napruaara:

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

2 HAUMMEHOBAHUME HA BETEPUHAPHOMEGIIHCKASA TPOAYKT

Fevaxyn Pentofel, nHxekmoHnHa cycrieH3us 3a KOTKH

3. CbABbPKXAHUE HA AKTUBHUTE CYECTAHIIMA N EKCHUITUEHTUTE

B no03a ot 1 ml (enHO1030Ba CITPUHIIOBKA):

AKTHBHA cy0OCcTaHIMH OtHocuTesHa epuxacHoct (R.P.)
WnaxtuBupan feline panleucopenia™arus, strain CU4 >8.50
Wnaktuupan feline calicivirus, stigin 255 >1.26
WnaxruBupan feline rhinotracheifis virus, strain 605 >1.39
WnaxtuBupana Chlamydophiiijelis, strain Cello >1.69
Wuaktusupan feline leukaemia virus, strain 61E >1.45

AUKYBaHTH

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

Neocryl 3% (v/v)

Emulsigen SA 5% (v/v)

4. TEPAIIEBTUYHU ITIOKA3ZAHUSA

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

KeTCHIKaTa IMMaHJICBKOIICHUA, KOTCIIKAaTa JICBKEMHA U CPEIYy PECIIUPATOPHU 3a6OJI$[BaHI/I$[,

FOWUMHEHN OT BUPYCUTE Ha KOTEIIKUSA PUHOTPAXEUT, KOTEeHIKUsS KanuuuBupyc u Chlamydophila

Jelis.

S. INPOTHUBOITOKA3AHUSA

Hsama.



6. HEBJIATOITPUATHHU PEAKITUU

BakcuHrpanuTe KOTKH MOTAT Ja Pa3BUST MIOCTBAKCHHAIIHHU PEaKI[UH, BKIIFOUBAIIH MTPEXQTHE
TpecKa, MOBPBIIaHe, aHOPEKCHS W/WIIH JeTIpecHsi, KONTO 0OMKHOBEHO OTITYMSBAT B paMKuTe Ha 24
qaca.

B MsCTOTO Ha HHXKEKTHpaHE MOXe J1a ce HAOJIr01aBaT JOKAIHU peakiuu noj Gopmara Ha OTOK,
0oJKa, ChpOeK MK 3ary0a Ha OKOCMSIBAHETO.

Ilo BPEMC Ha IIBbPBUTC YACOBC CJIC BAKCUHALIUATA B MHOTO PEAKHU CIIydas,a Ha6J'IIO,Z[aBaHI/I
aHaq)I/IJ'IaKTI/I‘IHI/I p€aKknnu € OTOK, C'bp6e}l(, AuXaTejiHa U CbpA€YHA HECCTATBYHOCT, TEXKKHU
CTOMAaIIHO-YPEBHU MIPOSABU (BKJIIO‘II/ITGJIHO XeMaTeMe3a U XeMoparmya zmapml) WJIN IIOK.

YecToTara Ha HEOIArONPUATHUTE PEAKIIMU CE ONIPENEIIs Upe3 Chglidara Kiacudukaus:

- MHOTO YecTH (moBeue oT 1 Ha 10 TpeTrpaHu )KUBOTHU, IPOFBABAIIN HEOIArOIPUIATHN PEAKIINH )

- yecTH (1oBeve oT 1, Ho no-manko oT 10 xuBoTHU Ha 100 LPeTHUpPaHH )KUBOTHH)

- He YecTH (roBeue ot 1, Ho mo-Manko ot 10 xuBoTHH H2. 1,080 TpeTupaHu KUBOTHH)

- peaxu (moseue oT 1, HO mo-mainko ot 10 xxuBoTHH Ha 18,000 TpeTupanu KUBOTHN)

- MHOTO pefkH (rmo-Manko ot 1 xuBotHO Ha 10,000 TOSFMpany )KMBOTHH, BKIIOYUTETHO U30JIMPAHU
CHOOIIEHU ).

AKo 3a06enexuTe HIKaKBU HEOIAronpusSTHU PEAKITIY, BKIIOYUTEIIHO U TAKMBA, KOUTO HE ca
OTKCAHU B Ta3W JUCTOBKA WM MUCIIUTE, Ye(PSTePUHAPHOMEIUIIMHCKHUAT IPOAYKT HE pabOTH, MOJIS
Jla yBeZloMuTe Bamms BeTepuHapeH Jekay

7. BUJOBE JKUBOTHMU, 3ATKKXOUTO E IPEJJHA3HAYEH BMII

Kotku.

8. JO3UPOBKA 2A'BCEKU BUJI ZKUBOTHO, METO/l U HAYNH HA ITPUJIAT'AHE
1 ml. [ToakoXHO NpHROKEHHE.

Ocnoena saxcindyusa Ha KOTKU Ha 9 ceIMHUIM U TIO-BB3PACTHU: JIBE 03U C MHTEpBaI oT 3 110 4
cenMuI MexKay Tax. [lpermoppuBa ce mpuiaraHeTo Ha AOMBIHUTENHA /1032 32 KOTEHI[A, )KUBEEIIH B
cpena ¢ BUSOK PHCK OT 3apa3sBaHe C BUpyca Ha KoTemkara JieBkemus (FeLV), austo mepBa
BaKCHHALI# € HallpaBeHa IIpeu HaBbpIIBaHe Ha 12 ceMUYHA BB3pacT.

Pee aKkcuHayus. €aHa BaKCUHAIUA I'OJUIITHO.

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 NPOAYKT CIENA57MYaHe CPOKa Ha FOJTHOCT,
MOCOYEH BBPXY eTukeTa cien EXP.

12. CHEHUWAJIHM IPEAYHNPEXIEHUS

CrienmaliHy IpeArTa3sHd MEPKH 32 BCEKH BHJI YKMBOTH, 32 KOUTO € mpenHasHaded BMIT:
BakcuHanusTa He 3acsra Xoaa Ha WHEKIHs ¢ BUpYCa Ha KoTemkaTa jJeskemus (FeLV) nmpu koTkw,
KOUTO ca Beue nH(ekTrpanu ¢ FeLV mo BpeMe @a BakcHHaIUATA, KOETO 03HAUABA, Y€ TAKHBA
KOTKH I1ie ekckpetupaT FeLV He3aBuCHMO 0T BaKCHHAIMATA, B pE3YITaT Ha KOETO, TE3H JKUBOTHU
€ NpeaACTaBIsABAT OMMACHOCT 3a BB3NPUEMYBUTE KOTKU B TAXHOTO O6KpB)I(eHI/Ie. Hopa;[pl TOBA CC
MPEnopbYBa, KOTKU ChC 3HAUUTEICH pUCKUr IPEIX0KIAII0 BaKCUHALIMITa u3narane Ha FeLV, na
Obaar n3cnenBanu 3a FelLV aHTUTeH njpeau BakcuHanusATa. JKUBOTHH C OTPHUIIATEHN PE3YITATH OT
TECTOBETE MOraT Ja Ob/1aT BAKCHHUPAHH, TOKATO KOTKH C MOJIOKUTEITHN PE3yNTaTH OT
M3CJIeIBAHETO TPsIOBa Ja ObJIAaT HEOIHMPAHU OT IPYTUTE KOTKHU U Jia ObJaT U3CIIEeBAaHN OTHOBO CIIE]
1-2 mecena. KoTku ¢ monoxxutes(Hil pe3yaTaTd ¥ OT BTOPOTO TECTBaHE TPsiOBa Ja ce CUMTAT 3a
TpaiiHo 3apazenu ¢ FeLV u ¢ 7z 1psoBa ga ce padotu cro0pa3Ho ToBa. KoTku, KOUTo ca nanm
OTPHIIATEIICH PE3YNITAT MIPY BTOPOTO TECTBAHE, MOTAT J1a Oh/IaT BAKCUHUPAHHU, Thil KaTO Hal-
BEPOSITHO ca npeoposeny; Hisdexuusita c FeLV.

CroenuanHy npeina3sy MEpKy 3a )KUBOTHUTE NIPH yIoTpedaTa Ha NPOYKTa:
B ciryuaii Ha aHad@RAKTOMAHA peaKkys, 1a e IPUIIOKHU aJpeHATUH HHTPaMYCKYJIHO.
Bakcunupaneroia telV monoxxurenHn KOTKU € 0e3MoJe3HO.

CroenmaiaHu. Ipeana3sHd MEPKHU 3a JIULaTa, Ipuaraiy BETepUHAPHOMEIMIIMHCKHS IPOAYKT Ha
JKHUBOTHUTCS

3a nefpeonTenure:

Todu peTeprHAPHOMEAUIIMHCKY IPOAYKT ChIIbpikKa MHUHEPAITHO Macyio. CirydaliHOTO
KEDieKTHpaHe/CaMOMH)KEKTUPAHE MOXKE Jla MPeU3BHKa CHITHA OOJIKa U TIOAyBaHe, 0COOCHO MpH
{MKeKTHpaHe B CTaBa WK IPBCT, B PEIKU CIIydan ¢ Bb3MOXKHO Ja Ce 3aryOH 3aCerHaThs IphCT,
aKo HE € OKa3aHa HaBpPEeMe JICKapCKa MOMOIII.

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

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 MHKCKTHBANM

MAaJIKH KOJIMYECTBA, CIYYalHOTO WHKEKTUPAHE C TO3H BETCPUHAPHOMEIUITUHCKY MPOYKTMOKE 1a
MpeM3BHKA MOSIBA HA CUJICH OTOK. [Ipy HHXKEKTHpaHe B TIPHCTa € Bh3MOXKHO pa3BUTHE B
HCXEMHUYHA HEKpo3a U JopH 3aryda Ha npbhcra. HeoOxomuma ¢ HezabaBHA, KOMIIETECHTIA
XUPpYypruiucCKka Hameca. Bb3MoOkHO € Jla C€ HAJIOKN MHIU3UA U UpUrainysa Ha HHKCKTAPAHOTO
MSICTO, 0COOCHO aKO Ca 3aCeTHATH IMyJInaTa Ha IPhCTa WIH CYXOKUITHETO.

BpemeHnHOCT:
BesonmacHocTTa Ha BakcHHATa HE € M3Clie[BaHa pu OpeMeHHu koTku. He ce mpenopbusa

BAKCHMHHPAHETO 10 BPpEMC Ha 6p6MeHHOCT.

B3aHMOIIeI71CTBPIe C APYTU BETCPUHAPHOMCIUNIMHCKH IMTPOAYKTH U ANVETL dJODMI/I Ha
B3aUMOJICHCTBUE:

Hsama mammara naGOpMaItis 3a 6€30macHOCTTa U €hUKACHOCTTS, 0T, ChBMECTHOTO HM3TOJI3BaHE HA
Ta3u BaKCHHA C APYTH BETEPUHAPHOMEIULIMHCKH TPOIYKTHU. Jieraau Ta3u NpUYuHa, IPUIaraHeTo
Ha Ta3W BaKCUHA MIPEIU WM Clie]l yIoTpedara Ha APYT BeTepBHAPHOMETUIIMHCKH MTPOJIYKT TpsiOBa
Jia ce MPELEeHH CIIope] MHMBHIYATHUS CIyJai.

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

OCHOBHU HECHBMECTUMOCTH:
He cmecaiite ¢ 1pyr BeTepuHapHOMEAMIHUAZKN IPOAYKT.

13. CHEHOUAJIHU NPEAIIA3ZF-VIEPKU ITPU YHUIIO’KABAHE HA
HEM3IIOJI3BAH TPOLYRT UJIM OCTATBIM OT HET'O, AKO UMA TAKHUBA

ITonuraiite Bamus BeTepuHapes-iiekap KakBo Ja mpasute ¢ HeHyxHute BMIIL. Te3u mepku e
MTOMOTHAT 32 OIla3BaHEe Ha QKOJIHATA CPEeaa.

14. JATATA HAAUQCJIEJAHUMSA ITPETVIE] HA TEKCTA

[MoapoOHa nHpQpEUS 3a TO3H BETCPHHAPHOMETUIIMHCKH MTPOAYKT MOXKE J1a HAMEPUTE Ha
WHTEpHET cTpatidizata Ha EBporneiickara Arennus mo Jlekapcrsara (http://www.ema.europa.eu/).

15. JCUWDBJHUTEJIHA UHOOPMALUSA

10 ¥ 1, ml omakoBka: KyTus, ceabpikamia 10 nmpeaIBapuTeTHO HATBJIHCHN €QHOI030BU CIIPHHIIOBKH
vl crepusHu Uru.
2% X 1 ml onakoBka: Kytus, ceappxkama 20 npeABapUTEIIHO HAITBIHEHH €IHOI030BU CIIPHHIIOBKH
© 20 CTEpUJIHU 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/

