INPUJIOKEHHE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/JMIITMHCKUA ITPOAYKT

Purevax FeLV uHxeKIMOHHA CyCIICH3US

2. KAUYECTBEH U KOJIMMECTBEH U CbCTAB
Besika go3a ot 1 ml wam 0.5 ml ceaspixa:

AKTHBHA CyOCTaHIUA:

FeLV pexomOunanTen Canarypox supyc (VCP97) Ha KOTELIKA JTEBKEMHUSL. ................ > 10 "2 CCIDso*

lkneTbuHO KynTypatHa MHpEKIMOo3Ha 103a 50%

ExcuunuenTu:

3a IBJIHUA CHMCHK Ha EKCLMIUEHTUTE, BHXK T. 6.1.

3. DAPMAIEBTUYHA ®OPMA

HHxeKIMoHHa CyCTIeH3U .

Buctpa Ge3nBeTHA TEUHOCT C HATMYUE HA KIETHYHHU OCTATHIN B CYCIICH3USITA.

4, KJIMHUYHU JAHHUA

4.1 BupaoBe :KMBOTHH, 32 KOUTO € npeanasnayes BMII

Kotkmn.

4.2 TepaneBTUYHHU MOKA3AHUS, ONIPEIEJICHH 32 OTIEJTHUTE BHI0BE }KHBOTHH

AKTHBHA UMYHH3AIMS HA KOTKH Ha 8 ceIMUYHA BH3PACT WIIU TIO-TOJIEMH CPEIILy JIEBKEMUS 32
npe/na3BaHe OT NePCUCTHpPAIlla BUPEMHUS U KIIMHUYHH MTPU3HAIM Ha 3a00JISIBAHETO.

Hauano na HUMYHHUTECTA: 2 CCAMUIIU CJICA HaAYaJITHUA BaKCMHAIUOHCH KYpPC.
HpO,Z[’BJ'DKI/ITCJ'IHOCT Ha UMYHUTCTA!: 1 roavHa CJIC IocCjI€aHaTa BaKCUHaIMsA.

4.3 IIpoTHBONOKA3aHUS

Hsma.

4.4 ChoeumuajHM MpeANa3sHU MEPKH 32 BCEKM BUJ *KUBOTHHU, 32 KOUTO e mpeaHasnayed BMII
Jla ce BakcHHUpAT caMO 3[IpaBH KUBOTHHU.

4.5 CrheuuaJiHu mpeANa3HU MepPKH NpH ynotpeda

CrienmanHy Ipeina3Hi MEPKH 3a )KMBOTHHUTE MPHU YIIOTpebaTa Ha MPOIyKTa

[IpenopbuBa ce mpeau BaKCHHAIMA J1a C€ HANpaBU KPHBEH TECT 332 YCTAHOBSBAaHE Ha HAIMYHETO HA

AHTUI'CHU CPCIIY BUPYCa Ha KOTCIUIKATAa JICBKCMMUH.
BaKCI/IHaLII/IHTa Ha KOTKH, MMTO3UTUBHU 3a BUPYyCa HAa KOTCIIKAaTa JICBKECMHU, HC € C(l)I/IKaCHa.

CrielmaiHy Ipena3Hi MEPKH 3a JIMIATa, IPHUIaraiiy BeTePUHAPHOMEIUIIMHCKYS TPOJAYKT Ha
JKUBOTHUTE

[Ipu cyvaifHO caMOMHXEKTHpaHe, He3a0aBHO Jla ce MOThPCH MEIUIIMHCKH CHBET, KAaTO Ha JIeKaps ce
MIPEIOCTAaBU JINCTOBKATA WIJIM €THKETa Ha MPOAYKTa.




4.6 HeOnaronpusiTHH peakuuu (4eCTOTAa U BA)KHOCT)

Bpemenen manbk (< 2 CM) OTOK, KOWTO ce pe3opOupa 3a 1 10 4 ceqmuiy € HaOI0JaBaH MHOTO PSIKO
B MSICTOTO Ha HHXXEKTHPAHETO, 110 BpeMe Ha MPOYUBaHHUATA 32 0€30IaCHOCT M TEPEHHUTE MPOYUBAHUSI.
[MpexomHu neTaprus U XUIepTepMus ca HabJII0JaBaHH MHOTO YECTO IO BpeMe Ha MPOyIBAHUATA 32
0€301acHOCT M TEPEHHHUTE IPOYYBAHUS, KOUTO OOMKHOBEHO ITPOIBIDKABAT 1 JIeH, 110 N3KITIOYCHHUE 32

2 nHU.

AHOpeKcHs ¥ OBpBINAHEe ca HaOII01aBaHU MHOTO PSIIKO TI0 BpeMe Ha NIPOYYBAaHMATA 3a 0€3011aCHOCT
ClIe/l IyCKaHeTo Ha MPOAyKTa Ha mas3apa. B MHoro penxu cirydan e HaOmo1aBaHa peaknuus Ha
CBPBXUYBCTBUTEIHOCT. TakuBa peakuy MOraT J1a 10BeJaT A0 MHOTO MO-TE€XKKH ChCTOSHHUS
(anadumnakcus). AKo ce MOSIBIT TaKMBa PEAKIMHU CE MPETOPBHYBA JIa Ce MPUIIOKH MOAXOISIIO JICYCHHE.

YecroTaTa Ha HEOIArONPUATHUTE PEaKIMU CE ONPEeIis Upe3 cileqHaTa Kiacu(pukanus:

- MHOTO YecTr (TioBeue oT 1 Ha 10 TpeTupaHu )KUBOTHH, TIPOSBABAIIM HEOIATOMPUATHU PEAKIINN)

- yectH (oseue ot 1, Ho mo-manko oT 10 xuBoTHU Ha 100 TpeTupaHu KUBOTHH)

- He yecTH (moBeye oT 1, Ho mo-Manko oT 10 sxuBoTHH Ha 1,000 TpeTHpaHu KUBOTHH)

- penku (moseue ot 1, Ho mo-mainko ot 10 sxuBoTHH Ha 10,000 TpeTHpaHu KUBOTHH)

- MHOTO peak# (mo-manko ot 1 xuBotHO Ha 10,000 TpeTupany KUBOTHH, BKIIOUYUTEIHO U30JIUPAHU
CHOOIICHU).

4.7 Ynorpeda mo BpeMe Ha OpeMeHHOCT, JIAKTAlUsl WIH sliilleHOCeHe

He ce npenoppyBa npuiiaraHeTo My 1o Bpeme Ha IeNusl IepHoJT OT OpeMEHHOCTTA U TI0 BpeMe Ha
JIaKTaIHsL.

4.8 B3aumoneiicTBHE ¢ APYTH BeTePUHAPHOMEINLIMHCKH NMPOAYKTH U APYru (popmu Ha
B3auMoJielicTBHE

Hannunu ca gaHHU 3a 6€30MaCHOCT M epUKACHOCT, KOMTO JI0Ka3BarT, Y€ Ta3u BaKCHHA MOKE J1a Obi1e
cMmecBaHa ¢ Bakcunu Ha Boehringer Ingelheim 6e3 ampkyBaHT (pa3nuuHu KOMOWHAIIUK HAa KOTCIIKA
BUPYCEH PUHOTPAXENT, KAIIMBUPO3a, ITAHIEBKOIICHNS U XJIAMHIH03a) W/WIK Jia ObJie IpUIaraHa B
€/IMH U ChIIH JIeH, HO Jia He ObJIe CMeCBaHa ¢ a/DKyBaHTHa BakcuHa Ha Boehringer Ingelheim cperry
osic.

Hsma nannyna nadopmanms 3a 6e30macHOCTTa M €pUKACHOCTTA OT ChbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C IPYT'Y BETEPUHAPHOMEANIIMHCKH MPOAYKTH. [lopaay Ta3u npuunHa, MIPUIaraHeTo Ha Ta3u
BaKCHHa MPEAH WK cliell ynorpebara Ha APYT BeTepUHAPHOMEAUIIMHCKY POIYKT TPsiOBa Aa ce
MIPELEHHU CIIOPE MHIUBUIYAJIHHSI CITy4dai.

4.9 Jlo3a M HAYMH HA MPHUJIOKEHUE
[ToaKOXXHO NPUITOKEHHE.

IMpunarane Ha 1 exna go3a ot 1 ml wnm 0.5 ml (B 3aBrcHMOCT OT M30paHaTa MPE3SHTAIHS), ChITIACHO
clieTHaTa BAKCHHAJIHA CXEMA.

OcHOBHA BaKCHHAIIMS:  IThPBO WH)KEKTHpAHE: ce/ 8 CeIMIUYHA Bb3PAcT,
BTOpPO MHXXEKTUpPaHe: 3 70 5 ceAMHUIIN TO-KBCHO.
PeBakcunanus: BCsIKa TOJTUHA

4.10 Ilpeno3upaHe (CHMITOMH, CIIEIIHA MEPKH, AHTHI0TH), AKO € HE00X0IHMO

He ca maGnronaBanu Ipyru HEOJIarONMPHUATHU PEaKIlvi, OCBEH Te3u 0TOesI3aHu B T.4.6
”HeOnmaronpusaTHA peakitim’”.



4.11 KapeHTeH CpPOK

He e mpunoxumo.

5. DOAPMAKOJIOI'MYHU/UMYHOJIOI'MYHU OCOBEHOCTHU

dapmakoTepaneBTHYHA IPyIIa: KUBU, BAPYCHH BAKCUHH, KOTEIIKA JIEBKEMUs, PEKOMOMHAHTEH JKUB
canarypox Bupyc.
Berepunapuomenunuackn Anatomo-Tepanesrnyer Koy : QIO6ADO7

BakcunanHusT mam e pekoMOWHaHTEH KaHAPUIIOKC BUPYC, eKcpecupar enV u gag reaute Ha FeL V-
A. Tlpu TepeHHH ycnoBusl, camo noArpyna A e HHQEKIMOo3Ha 1 UMyHH3alusATa Cpeuly noarpyma A
ocurypsiBa mesiHa npotekims cpenty A, B u C. Crien nHOKyIHpaHe, BUPYyChT €KCIIPECHpa 3allUTHU
IPOTEUHH, HO HE ce periuuupa B Kotkute. KaTo pe3ynTar, BakcMHaTa MHIyLUpPa UMyHEH CTaTyC
Cpelly BUpyca Ha KOTEIKAaTa JIEBKEMHU.

6. OPAPMAIIEBTUYHU OCOBEHOCTH

6.1 Cnucbk HA eKCHUMIIHEHTHTE

Potassium chloride

Sodium chloride

Potassium dihydrogen phosphate
Disodium phosphate dihydrate
Magnesium chloride hexahydrate
Calcium chloride dihydrate
Water for injections

6.2 OCcHOBHM HECbBMECTHMOCTH

He cmecBaiite ¢ 1pyr BeTepHHApHOMEIUIIMHCKH TIPOAYKT ¢ M3kiroueHue Ha Boehringer Ingelheim 6e3
aJUKYBaHT (pa3IMYHU KOMOMHAIIMY HA KOTEHIKH BUPYCCH PUHOTPAXEHT, KAIIIMBHAPO3a,
NaHJICBKOTICHHS M XJTAMHUIN03).

6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHus BeTepUHAPHOMEIULWHCKHU MPOIYKT: 2 TOAUHU.
CpoK Ha rOJIHOCT CJIe/l TbPBO OTBApsSiHE HA ITbPBUYHATA OMAKOBKA: U3IOJ3BaliTe He3a0aBHO.

6.4 CrneuuajJHM ycJI0BHS 32 CbXpPaHeHUE HA NPOAYKTA

Jla ce chXpaHsBa U TPAHCIIOPTUPA B 0XJIageHO cherosiHue (2°C — 8°C),
Jla ce ma3u OT CBETJIMHA.

[a He ce 3ampa3siBa.

6.5 BH}I U CbCTAaB HA IbPBHYHATA OIIAKOBKA

Crexier duakon Tur |, csasprkant 1ml wmm 0.5 ml T BakcuHara, 3aTBOpeH ¢ OYTHII €1aCTOMED Tara v
3arevaraH ¢ alfyMUHHEBa Karmayka.

[TnactmacoBa kyTust, ceabpxama 10, 20 wim 50 ¢akona x 1 ml BakcuHa.
[TnactmacoBa kyTtust, ceabpxamia 10, 20 wiu 50 ¢uakona x 0.5 ml Bakcuna.

He Bcuukn pa3MEpu Ha OIMMAKOBKATa MOTratT aa 6’L,I[aT npeajlaranv Ha masapa.



6.6 Cnelma.mm MEPKH 32 YHUIIOKABAHE HA HEU3IT0JI3BAH NMPOAYKT WJIH OCTATBIH OT HEIro
Bceku Hensnon3BaH BCTCPUHAPHOMCIAUIIMHCKU MMPOAYKT WJIN OCTATbIIU OT HECTO Tp$I6Ba Ja 6T>I[aT
YHUIIOKCHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOJAATECIICTBO.

7. IMPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein

TEPMAHUSA

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/00/019/005-010

9. JATA HA ITbPBOTO U3JJABAHE / IIOJJHOBSBAHE HA JIMIIEH3A 3A

YIHOTPEBA

Jlata Ha TBPBOTO M3JaBaHe Ha JIMIeH3a 3a yrmorpeba: 13/04/2000
JlaTa Ha TOJHOBSIBAHE Ha JMIIEH3a 3a yroTpeda: 22/03/2010

10. [JATA HA MNOCJEJHATA PEJAKLUS HA TEKCTA

IMoapoOHa uHpOpMALKS 32 TO3HM BETCPUHAPHOMETUIIMHCKHU MPOAYKT MOXKE J1a HAMEPUTE HA HHTEPHET
cTpanunata Ha EBponeiickata Areniust mo Jlekapctsata http://www.ema.europa.eu/.

3ABPAHA 3A ITIPOJAXBA, CHABJSIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.


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

IPUJIOKEHHUE 11
MNPOU3BOJUTEJ/IN HA BUOJIOI'MYHO AKTUBHATA CYBCTAHIIMA U
MNPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOXJIABAHE HA ITIAPTUIAUTE 3A
IMPOJAXKBA

YCJIOBUA NI OTPAHUYEHUS B JIMIIEH3A 3A YIIOTPEGA HA BMII,
OTHACHIIHA CE 10O NTPEJJIATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MJICOK



A.  NIPOU3BOIUTEJIN HA BUOJIOIT'MYHO AKTUBHATA CYBCTAHIIUA U
NPIIPOU3BOAUTEJI, OTTOBOPEH 3A OCBOBOX/IABAHE HA ITAPTU/IUTE 3A
MNPOJAXKBA

HNme n aapeC Ha MPOU3SBOJUTCIIUTC HA OMOJIOTMYHO aKTHUBHATA Cy6CTaH!!I/IH
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes
Rue de I’ Aviation

F-69800 SAINT PRIEST
OPAHINMA

Hwme 1 agpec Ha MPpOM3BOANTESA, OTTOBOPEH 32 OCB060)KI[aBaHeT0 Ha IIapTHUANUTEC 3a npozxa;x6a
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de I’ Aviation

F-69800 SAINT PRIEST

OPAHINA

b. YCJIOBHUsA WU OI'PAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIMU CE 10 NIPEJJIATAHETO NN YIHOTPEBATA MY

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMCAaHNnC.

B. CTATYC HA MJICOK

He e npunoxumo.



INPUJIOKEHHUE III

ETUKET U JINCTOBKA



A. ETUKET



HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITIAKOBKA

IlnactmacoBa kyTus x 10 ¢iakoHa BakcuHa
IlnactmacoBa kyTus x 20 ¢iakoHa BakCHHA
IlnacTmacoBa kyTus X 50 ¢guiakoHa BakCHHA

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJINLHWHCKUA IIPOAYKT

Purevax FeLV umkeknuoHHa CyCIICH3US

2. CBbAbP/KAHUE HA AKTUBHATA CYBCTAHIIMA

3a Besika mo3a ot 1 ml wmm 0.5 ml:
FeLV pexomOunanTen CanarypoX BUPYC (VCPIT)......ccccvvvvveevvvererceeieievene, >10 " CCIDso

3. DOAPMAINIEBTUYHA ®OPMA

MHXeKIIMOHHA CyCIIEH3US.

4, PABMEP HA OITAKOBKATA

10 x 1 ml (10 mo3m)
20 x 1 ml (20 mo3m)
50 x 1 ml (50 mo3m)
10 x 0.5 ml (10 mo3m)
20 x 0.5 ml (20 no3m )
50 x 0.5 ml (50 no3u )

5. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

KoTtkn.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHUE

IToakoxxHO MpUIIOKEHHE.
[Ipenu ynoTtpeba nmpoyeTn IUCTOBKATA.

8. KAPEHTEH CPOK

He e mpuioxumo.
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9. CHEHUAJIHU NPEAYHPEXIEHNS, AKO E HEOBXOIUMO

[Mpexn ynotpeba mpoyeTH IUCTOBKATA.

10. CPOK HATOJHOCT

EXP (mm/yy)
Crien oTBapsiHE: M3MOJI3BalTE HE3a0aBHO.

11. CHELHWAJIHU YCJIOBUS 3A CbXPAHEHHUE

Ja ce cpxpaHsiBa U TPAHCTIOPTUPA B OXJIAJEHO CHCTOSHHE.
a ce masu ot cBeT/IMHA.
[la He ce 3ampa3ssBa.

12. CHELHUAJIHU MEPKHU 3A YHUILOXABAHE HA HEU3IIOJI3BAH NIPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

yHI/IH_IO)KaBaHe . IPpOYCTH JIMCTOBKATA.

13. HAIANUCBHT “CAMO 3A BETEPUHAPHOMEJINIIMUHCKA YIIOTPEBA” 1
YCJI0OBUA NN OTPAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E NPHJIOKNMO

Camo 3a BeTeprHapHOMEMIIMHCKA yrioTpeda. [la ce oTiycka caMo 10 JIEKapCKO Mpe IrcaHue.

14. HAIMNUCDHT “IJA CE CbXPAHSBA JAJIEY OT NNOTJIEJA U HA HEAOCTBITHA
3A JEIIA MECTA”

I[a CC ChbXpaHsBa Aajicd OT 1orjicaa 1 Ha HCAOCTBITHU 3a [IC1a MCCTaA.

15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
T'EPMAHUIA

16. HOMEPA HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/00/019/005 10x 1 ml (10 xo3n)
EU/2/00/019/006 20 x 1 ml (20 xo03n)
EU/2/00/019/007 50 x 1 ml (50 xo3u)
EU/2/00/019/008 10 x 0.5 ml (10 x03m)
EU/2/00/019/009 20 x 0.5 ml (20 x03u)
EU/2/00/019/010 50 x 0.5 ml (50 x03u)
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17.

NAPTUJAEH HOMEP

Lot
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MHUHUMYM NUHO®OPMALUA, KOATO TPABBA JA BbJAE U3IIMCAHA BbPXY
MAJIKH OITAKOBKH BMII, KOUTO CbABPKAT EAUHUYHA JO3A

DJ1aKoH CbC CyCIICH3UA

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJIULHMWHCKUA ITIPOAYKT

Purevax FeLV

‘ 2. KOJMYECTBO HA AKTUBHATA CYCTAHIUA

‘ 3. CBIBP)KAHUE CITPSIMO MACA, OBEM WX PO HA EJUHUYHUTE 103U

0.5 ml wm 1 ml

4. HAYYH HA ITPNJIOKEHHNE

SC.

5. KAPEHTEH CPOK

He e mpunoxxumo.

6. ITAPTUJIEH HOMEP

Lot

7. CPOK HA I'OJJHOCT

EXP

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMEIULIMHCKA yIIOTpeoa.

d

13



B. IUCTOBKA
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JINCTOBKA:
Purevax FeLV un:keknmoHHa cycneH3us

1. NME N ITIOCTOSHEH AJIPEC HA IPUTEXATEJIS HA JIMIIEH3A 3A YIIOTPEBA
N HA ITIPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeII Ha JIMIICH3a 3a VHOTDe6a:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

TEPMAHUA

IIpon3BoANTEN, OTTOBOPEH 3a 0c306o>1<z[aBaHe Ha napruaara.
Boehringer Ingelheim Animal Health France SCS
Laboratoire Porte des Alpes

Rue de I’ Aviation

F-69800 SAINT PRIEST

OPAHLIUA

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUHCKUA IIPOAYKT

Purevax FeLV umkeknpoHHa CyCIICH3USI.

3. CBABPKAHUE HA AKTUBHATA CYBCTAHIIUSA U EKCIIMIIUEHTUTE
Beska 103a ot 1 ml wu 0.5 ml csaspika:

AKTHBHA cyGCTAHIHS:
FeLV pexomOunanten Canarypox supyc (VCP97) Ha KOTEIIKA JEBKEMUSL................. >10 "2 CCIDso?

lkneTpunO KynTypanHa uapexurosna nosza 50%)

BI/ICTpa, 663LIBCTHEI TCYHOCT C HAJIMYUC HA KJICTBbYHU OCTAThLU B CYyCIICH3UATA.

4. TEPAIIEBTUYHHU ITIOKA3AHUA

AKTHBHA UMYHHM3allMs Ha KOTKH Ha 8 CeIMUYHA BB3PACT WJIH MTO-TOJIEMH CPEIIly JICBKEMUS 3a
Mpe/na3BaHe OT NePCUCTHpAIla BUPEMHUS U KIIMHUYHH MTPU3HAIN Ha 3a00JISIBAHETO.

Hauano na umynurera: 2 ceAMUIM Clie] MbPBUS BAKCUHAIMOHEH KYyPC.

IIpoAbMKUTENIHOCT HA UMYHUTETA: | TOJIMHA Cle]l TOCIEHATA BAKCUHALIUS.

5. MMPOTUBOITIOKA3AHUA

Hsama.

6. HEBJIATOIIPUATHU PEAKIIMN

Bpemenen manbk (< 2 CM) OTOK, KOWTO ce pe3opOupa 3a 1 10 4 ceaMuny € HabI0AaBaH MHOTO PSIIKO
B MACTOTO Ha MH)KEKTHPAHETO, TI0 BpeMe Ha ITPOYYBAHMATA 32 O€30MACHOCT U TEPEHHUTE MPOYIBAHMS.
[Ipexonuu neraprus ¥ XuneprepMus ca HalnojaBaHU MHOTO YECTO 10 BpeMe Ha IPOyUYBaHUATA 3a
0e30MacHOCT ¥ TEPEHHHUTE MIPOYUBAHUS, KOUTO OOMKHOBEHO MPOABIIKABAT | JeH, 10 U3KII0YECHHUE 3a

2 IHU.

AHopekcHs 1 TIOBphIaHe ca HaOJIroJaBaHU MHOTO PSIIKO TI0 BpEME Ha MPOyYBaHMATA 32 6€301MacHOCT
ClJIe]] yCKaHeTo Ha MPOJyKTa Ha na3apa. B MHOro peaku ciryyau e HaOlltoaBaHa peakius Ha

15



CBPBXYYBCTBUTEIHOCT. TakuBa peakiiui MOTaT Ja JOBEJAT IO MHOTO MO-TEXKH ChCTOSHUS
(anadmmakcus). AKO ce TOSIBIT TAKUBA PEAKIMU CE TPEMOPBHYUBa J1d CC MPUIIOKH MOAXOISIIIO JCUCHHUE.

YecToTara Ha HEOIArONPUATHATE PEAKIMU CE OTIPEEIIs upe3 cileJHaTa Kiachu(pukaus:

- MHOTO uecTH (mmoBeue oT 1 Ha 10 TpeTHpaHu KUBOTHH, TIPOSIBSIBAIIY HEOIATOMIPUATHH PEAKIIAH)

- gectu (moBede oT 1, HO mo-Mamko ot 10 xuBoTHU Ha 100 TpeTHpaHU KUBOTHH )

- He yecTH (moBeue oT 1, Ho mo-manko ot 10 xuBoTHH Ha 1,000 TpeTHpaHH )KUBOTHH)

- penku (moseue ot 1, HO mo-mainko ot 10 xuBoTHM Ha 10,000 TpeTHpaHu KUBOTHN)

- MHOTO peakH (rmo-manko ot 1 xxuBotHO Ha 10,000 TpeTupaHu )KMBOTHH, BKIIFOUYUTEITHO N30JIUPAHH
CHOOIICHHS).

AKo 3a0€e1e)KNTE HAKAKBU He6JIaI‘OHpI/I$[THI/I pC€aKnnu, BKIIFOYUTCIIHO U TaKMBa, KOUTO HE Ca OITMCaHU B
Ta3u JIUCTOBKA UJIKX MUCJIUTEC, Y€ BETCPUHAPHOMCAUIUHCKUS IIPOAYKT HE pa6OTI/I, MOJIA fa YBEAOMUTC
Bamms BCTCPUHAPCH JICKAP.

7. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

KoTtkmn.

8. JO3UPOBKA 3A BCEKHU BU/JI ZKUBOTHO, METO/l 1 HAYUH HA IIPUJIAT'AHE
[ToaxoxHO MpUIOKEHHE.

Ipunarane Ha 1 eana mo3a ot 1 ml wm 0.5 ml ot Bakcunara, (B 3aBHCHMOCT OT n306paHaTa
NPE3CHTAIINS, ChIIACHO CJIEJHATa BAKCHHAIHA CXEMa.

OcHOBHA BaKCUHAIMS:  IIbPBO MHXEKTHUPAHE: Cle]l 8 ceAMUYHA Bb3pacT,
BTOPO WHXKEKTHUPaHE: 3 10 5 CEIMMUIIH MTO-KBCHO.
PeBakcuHarus: BCsSKa TOAMHA

9. CBBET 3A IIPABUJIHO ITPUJIOKEHUE

Ja ce paskiaru 100pe npeau ynotpeoda.

10. KAPEHTEH CPOK

He e npunoxumo.

11. CIENUAJIHM YCJIOBUS 3A CbXPAHEHUE HA ITPOAYKTA

Ja ce cpxpansBa janed OT MOTJieAa U Ha HEAOCTHITHH 32 JIeTla MECTa.

Jla ce chxpaHsBa ¥ TPAHCIIOPTHPA B oXxJaaeHo cherosaue (2 °C — 8 °C).

Jla ce ma3u OT CBETJIMHA.

Ja He ce 3ampassiBa.

Cpok Ha TOZHOCT ciie/I MbPBOTO OTBAapsTHE HA OITAKOBKATa M3IOJNI3BaiTe He3a0aBHO

Jla He ce m3Moa3Ba TO3HM BETEPUHAPHOMETUIIMHCKY POAYKT Clle] N3THYaHe CPOKa Ha TOTHOCT,
MOCOYEH BHPXY €THUKETA.
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12. CIEHOUAJIHA NPEAYHNPEXIEHUA

CHCLII/IaJ'IHI/I OpeAynpeXKIACHHUA 34 BCCKH BU/JI J)KNBOTHH, 34 KOWTO € IPCAHA3HAYCH BMII:
I[a CC BAKCHHHPAT CaMO 3paBu JKUBOTHHU.

CrielmaiHy IpeIna3Hy MEPKH 3a )KMBOTHHUTE IPU YIIOTpebaTa Ha MPOIYKTA:

[IpenopbuBa ce mpeau BaKCHHAIMA J]a C€ HAIPaBU KPHBEH TECT 32 YCTAHOBSIBAaHE HA HAIMYHMETO HA
AHTUTCHU HA BUPYCa Ha KOTEIIKATa JICBKEMHUSL.

BakcuHanusTa Ha KOTKH, TIO3UTUBHU 32 KOTEIIKA JICBKEMHUS He € eprkacHa.

CrielmaiHy Ipena3Hi MEPKH 3a JIMIATa, TPHUIaraiiy BeTePUHAPHOMEIUIIMHCKUS TPOJAYKT Ha
JKUBOTHUTE!

[Ipu cnyyaitHO caMOMH)XEeKTHpaHe, He3a0aBHO /1a C€ TTOThPCH METUIIMHCKH CHBET, KaTO Ha JIeKaps ce
MIPEIOCTAaBU JINCTOBKATA UJIHM €TUKETAa Ha MPOAYKTA.

BpeMenHoOCT U akranus:
He ce npenopbuBa npuiaraHeTo Mo BpeMe Ha [eIus Meproj] OT OPEeMEHHOCTTA U 110 BpeMe Ha
JIAKTaLM.

B3aumoaeicTBrE ¢ APYrd BETEPUHAPHOMEIUIIMHCKH IIPOAYKTH U APYrH GOPMH Ha B3aUMOIEHCTBHE:
Hanuunu ca ganau 3a 6€301aCHOCT ¥ e(hUKACHOCT, KOUTO COYAT e Ta3H BaKCHHA MOXKE J1a Oble
cMecBana ¢ Bakcuam Ha Boehringer Ingelheim 6e3 amxysanT (pasinuan KOMOMHAIIAN HA KOTEIIKH
BUPYCCH PUHOTPAXEHT, KAIIMBUPO3a, ITAHICBKOIICHNS U XJIAMHU/IM03a) M/WIK J1a Obje IpuIaraHa B
€/IVH ¥ CHIIH JICH, HO J1a He O'bJIe CMeCBaHa ¢ a/DKyBaHTHA BakcruHa Ha Boehringer Ingelheim cpery
(8

Hsama nHannyna uadopMarms 3a 6€30mMacHOCTTa U eUKACHOCTTA OT ChBMECTHOTO M3MOJI3BAHE HA Ta3H
BaKCHHA C IPyrd BETEPUHAPHOMEIMIIHHCKHU MPOXYKTH. [Topaan Ta3u mpuunHa, MPUIaraHeTo Ha Ta3H
BaKCHHA TIPEAM WK ClIe] yroTpebara Ha APYT BeTEpUHAPHOMEIUIIMHCKH TIPOIYKT TPSAOBA 1a ce
NPEIEHN CIIOPE HHANBUAYATHIS CITydai.

H[gegosnpaHe (CHMMIITOMH, COETITHA MEPKU, aHTUIOTH).

He ca naGmromaBanu Apyry HEOIATONPUATHN PEAKITAN, OCBEH TE3H IMIOCOYCHH B T.”HeOmaronpustau
peakun’.

OCHOBHHU HECHBMECTUMOCTH:

He cmecBaiite ¢ 1pyr BeTepHHApHOMEIUIIMHCKH POAYKT ¢ M3KiroueHue Ha Boehringer Ingelheim 6e3
aJUKYBaHT (pa3IMYHU KOMOMHAIIMU HA KOTEHIKH BUPYCCH PUHOTPAXCHUT, KAIIIMBUPO3a,
HaHJICBKOIICHUS U XJIAMHUJIHO034).

13. CHELHAJIHU MEPKHU 3A YHULHIO)KABAHE HA HEU3IIOJI3BAH IMTPOAYKT WJIN
OCTATHIM OT HEI'O, AKO UMA TAKHUBA

[TonuraiiTe Bamus BeTepuHapeH ekap KakBo Aa paBuTe ¢ HeHyxHUTe BMII. Te3n Mepku 1ie noMorsar
3a Olla3BaHE Ha OKOJIHATa Cpesa.

14, JATATA HA IIOCJIEAHATA PEJAKIUA HA TEKCTA

IMoapoOHa uH(pOpMaIKs 3a TO3H BETEPUHAPHOMEIUITHHCKY TPOTYKT MOXKE Ja HAMEPUTE Ha HHTEPHET
cTpanunata Ha EBponeiickata Arenius mo Jlekapctsata http://www.ema.europa.eu/.
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15. JOI'BJHUTEIHA NTHO®OPMALUA
Baxkcuna cpeny 1eBkeMus Ipu KOTKH.

BakcuHamHUAT I1aM € peKOMOMHAHTEH KaHAPHUITOKC BHPYC, EKCIpecupar env u gag reaure Ha FelLV-
A. Ilpu TepeHHHn yCIIoBHs, camMo moArpyma A e nHGEKINo3Ha 1 UMYHU3aMKATa CPENry moarpymna A
ocHrypsiBa mbiiHa npoteknus cpenty A, B u C. Cinen nHoKynupaHe, BUPYCHT €KCIIpecHpa 3alllUuTHU
MIPOTEUHHM, HO HE CE PEIUTUIMpa B KoTkuTe. KaTo pe3yirar, BakcuHaTa MHAYIUpPa UMYHEH CTaTyC
Cpelly BUpyca Ha KOTEIIKATa JICBKEMHUSL.

ITnacTMacoBa KyTHsI ChIbpIKallla:
10, 20 uau 50 x 1 ml Bakcuna uiu

10, 20 mmm 50 x 0.5 ml Bakcuna.

He Bcuukm pasMepn Ha ormakoBKaTa Morar fia Ob/IaT NpeAsiaraHy Ha masapa.
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