INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Purevax RCPCh nuodunusar u pa3TBOpHUTEI 32 HHKEKIIMOHHA CYCIIEH3HUS

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

3a go3a ot 1 ml mam 0,5 ml:

AKTHBHH BellleCTBA:

ATeHIONpaH BUPYC Ha KOTEIIKH xeprieceH puHoTpaxeut (mam FHV F2) ...................
WHakTvBUpaHu aHTUTEHU Ha KOTeIKH Kanuiusupyc (mmamose FCV 431 u G1) ...........
Arentoupana Chlamydophila felis (mam 905)

ATeHonpaH BUpyc Ha KoTeuka namieBKOmeHUs (PLITV) ...,

! keThuHO Kynrypanua uadexuuosna no3a 50%

2 em6puo unpekunosna no3a 50%

IlomouiHu BemecTBa:

>10%° CCIDso1
> 2,0 ELISA U.
> 10°° EIDs?

> 10%° CCIDso!

KadecTBeH cLCTaB HA MOMOIIHNUTE BelleCTBa

U APYIruTe CHbCTaBKHU

KoanyecTBeH cbcTaB

Juogpunuzam:

3axaposa

Copbumon

Jlexcmpan 40

Kazeunos xuoponuzam

Konazen xuoponuzam

Juxanues gpocgham

Kanues ouxuopozen gpocgpam

Kanues xuopoxcuo

Hampues xnopuo

Jlunampues xuopozen opmodghocam

Monoxanues pocgpam be3600en

Booa 3a unscexyuu

Pazmeopumen:




Booa 3a unoicexyuu q.s. I mlunu 0,5 ml

JInodpunuzat: XOMOreHHa OeKOBa TeNeTa.

PaztBopuTen: 6uCTHp O6€31BETEH Pa3TBOP.

3. K/IMHUYHA UTH®OPMALIUA

3.1 Bupose *KUBOTHH, 32 KOUTO e mpexHasHadyeH BJIIT

Kotku.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/J JKMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTHT
AKTUBHA UMYHHU3AIMs Ha KOTKH CJIe]] HAaBbPIIBaHE HA 8-CEeAMHYHA BH3PACT:

- Cpelly KOTEIIKH BUPYCEH PHHOTPAXEHT, 3a pelylrupaHe Ha KIMHUYHUTE IpU3HAIIH,

- Cpelly KaJUIMBUPYCHA HH(EKIINA, 32 peAyILIUpaHe Ha KIMHUYHUTE MPU3HALIH,

- cpeuty undexuus ¢ Chlamydophila felis, 3a penyuypane Ha KITMHUYHUTE TIPU3HALIH,

- Cpeily KOTCIIKA IMaHJICBKOICHUS, 3a MPEAINIA3BaHC OT CMBbPTHOCT U KIIMHUYHU IIPHU3HALIH.

Hauano na umyHuteTa: 1 ceMuIa ciieji HaYaIHUsI BAKCHHAIIMOHEH KypC 32 PUHOTPAXEHT,
KanmumuBuposa, Chlamydophila felis v maHneBKOTICHUS.

HpOIL’bJ'DKI/ITeJ'IHOCT Ha UMYHUTCTA:

- PI/IHOTanCI/IT, KaJIMOMBUPO3a U IMTaHJICBKOIICHHA: 1 TroJuHa CJICA HaYaJIHUs BAKCUHAIITMOHCH
Kypc ¥ 3 TOOUHH CIIe/ IOCIEAHATa PeBAKCUHALIHSL.

- Chlamydophila felis: 1 roquHa ciies] mocieHaTa peBaKCHHALINS.

3.3 IIporuBomokazaHus

Hswma.

3.4 CneuuajHu mpexynpe:xaeHust

Ja ce BakcHHUpAT caMO 37paBH KUBOTHH.

3.5 ChneunuajHy NpeAnasHH MepPKH NPH ynoTpeda

CrenyajaHy IpeAna3Hu MEpKH 3a 6e3onacHa ynoTpeda Ipu BUIOBETE KUBOTHH, 32 KOUTO €

npennasHauen BJIIT:
Hsama.

CrielmajiHy IpeIna3Hi MEPKH 3a JIMIATa, IPHUJIaraiii BeTepHHAPHIS JICKaPCTBEH IPOAYKT Ha
JKUBOTHUTE:

IIpu cnyuaitHO caMOMH)KEKTHpaHe, He3a0aBHO /1a C€ TTOThPCH METUITMHCKH CHBET, KaTO Ha JIeKaps ce
MPEIOCTaBU JINCTOBKATA WM €TUKETAa Ha MPOAYKTA.

Jluma ¢ uMyHeH neUIUT WK PUeMaIld IMYHOCYIIPECUBHH MPOIYKTH CE ChBETBAT Ja N30sATBaT
KOHTaKT ¢ BakcuHaTa. [Ipu ciay4ailHo caMOMH)KeKTHpaHe, He3a0aBHO /1a Ce MOThPCH METUIIMHCKH
CHBET, KaTo Jiekaps Tps0Ba fga Ob/ie MHPOPMHUPAH, Y€ € HAIIPABEHO CAMOMHIKEKTUPAHE C JKUBa
XJIAMUJINIHA BaKCHHA.

CrenuaiaHy NpeAna3Hy MEpKHU 3a 3alllUTa Ha OKOJIHATa cpeja:
He e npunoxxumo.




3.6 HeOnaronpusiTHU peaKkuuu

Kotku:
Uectu IIpexonHu anaTusi, aHOPEKCUS U
1
(1 7o 10 Ha 100 TpeTHpaHH }KHUBOTHH): xuneprepmust (HabJII0AaBaHuU 110 BpeMe Ha
MIPOyYBaHUsATA 32 0€30IaCHOCT U TePEHHUTE
MIPOYYBAHUS).
Peakuus B MSICTOTO Ha HHXKeKTHpaHe (ciaaba 6oJka
NP Mananys, CbpOeX MM OIPaHUYEH OTOK )
(mabirroTaBaHM 1O BpeMe Ha MPOYYBAHUATA 32
0e30IacHOCT U TEPCHHUTE MTPOYIBAHUA)
Heuectn Peakuys Ha CBPBXYYBCTBUTEIHOCT (HabIro1aBaHa
(1 mo 10 ma 1 000 TpeTHpaHN KUBOTHH): PU TEPEHHUTE NPOYIBAHNS)
MHoro penku [MoBpbIuane*, MPeXoHN XUIIEPTEPMHUS U JIETAPTHS,
(mo-manko ot 1 Ha 10 000 Tpetnpanu TOHSKOTa CBBP3aHHU C KyI0Ta® (OCHOBAHU Ha
YKUBOTHH, BKIIOUHTEIHO U30IMPaHU NpOYYBAHMATA CJIE]I yCKAHE Ha HPOJIYKTa Ha N1a3apa)
CHOOIIICHUS):

!¢ IpoaBIKUTETHOCT OOUKHOBEHO | ity 2 1HK
2 y34e3Ba HAll-MHOTO B paMKUTe Ha 1 mim 2 ceqMunu

3 MO’KE 12 M3UCKBA JIa CE MPUIIOKH TTOAXOAINA CUMIITOMATHYHA TEPATIHSL.

4 mpeuMHO B pamkuTe Ha 24 110 48 yaca

3 mabmronaBanu 1 10 3 ceMUIM ClIe] pEBAKCHHALIMS HA BH3PACTHU KOTKU

CpoOmmaBaneTo Ha HEOIAroMPHUATHH PEAKLUH € BaKHO. ToBa 1M03BOJIsIBA HEMPEKbCHAT MOHUTOPHHT Ha
0e3omacHOCTTa Ha BETEpUHAPHUS JIeKapcTBEeH NpoAyKT. ChoOIieHusTa TpsiOBa Aa ce n3Ipauiar, 3a
HpEeANoYnTaHe Ype3 BETEPUHAPEH JIEKap, WK Ha IPUTEXATeN sl Ha pa3pelleHUeTo 3a ThProBUs WK Ha
MECTHUS My IIpEJCTaBUTEN, WIX HAa WIN HAa HAIIUOHAIHUS KOMIIETEHTEH OpraH 4pe3 HallMOHaJIHATa
cucTema 3a cbobuiaBaHe. 3a CbOTBETHUTE JaHHH 33 Bpb3Ka BUXKTE ChILO MMOCTIEIHATA TOUKA OT
JUCTOBKATA.

3.7 Ynorpe6a mo BpeMe Ha OpeMEeHHOCT, JJAKTAIUS WIH sTiileHOCeHe
He ce mpunara no Bpeme Ha 1eHs HEPHOJ] OT OPEMEHHOCTTA M [0 BpeMe Ha JIaKTaIlHs.

3.8 BzammopeiicTBHe ¢ IPYTH BeTepPHHAPHH JIEKAPCTBEHHN NMPOAYKTH U Apyru (popmu Ha
B3auMoOJeHcTBHE

Hanunu ca gaHHUM 3a 6€301MacHOCT M €pUKACHOCT, KOMTO JI0Ka3BaT, 4e Ta3n BAKCHHA MOXKeE J1a Obie
CMeCBaHa M TpujiaraHa ¢ BakcuHa Ha Boehringer Ingelheim 6e3 apkyBaHT cpenny KOTEIIKa JIEBKEMHUS
u/unu nia ObJle mpuiiaraHa B ChIIMA JIeH, HO 0e3 J1a ObJie cMecBaHa C aJ)KyBaHTHA BAKCUHA Ha
Boehringer Ingelheim cperry 6sic.

Hannunau ca gaHHUM 3a 6€301MacHOCT M €pUKACHOCT, KOMTO JI0Ka3BaT, 4e Ta3n BAKCHHA MOXKe J1a Obe
CMeCBaHa M IpujiaraHa ¢ BakcuHa Ha Boehringer Ingelheim 6e3 amxkyBaHT cpenty Osic.

Hsma nannuna nadopmanms 3a 6e30macHOCTTa ¥ €pUKACHOCTTA OT ChbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C JIpYTH BEeTEpUHAPHHU JIEKApCTBEHU MPOTYKTH, OCBEH ITOCOYeHUTE 1o-rope. [lopaau Ta3u
NpUYKHA, TPUIAraHeTO Ha Ta3u BaKCHUHA MPeIH WIH clie] ynoTpedaTa Ha JpyT BeTepUHApEH
JIEKapCTBEH NPOIYKT TPsIOBaA Aa ce MPEeLeHH CIOpe] HHANBUAYAIHUS CIydai.

3.9 HayuH Ha NpUJIOKEeHNe W J03MPOBKA

IToakoxHO MpUIIOKEHUE.




Pa3TBOpeTe BHUMATEIIHO BAKCUHATA, 34 JIa CE TIOJIYYH eTHOPOJIHA CYCIICH3HUs C OTpaHuyeH Opoit
MeXypUeTa.
BusyasieH BBHIIICH BU/I CJIe]] pa3TBapsAHE: OMCTPa CBETIOXKBIITA CYCIICH3HU.

Cren pastBapsHe Ha quoduiauzata ¢ 0,5 ml min 1 ml oT pa3rBopuTes (B 3aBUCUMOCT OT M30paHaTa
Mpe3eHTAINs ), HEDKEKTHpaiTe 1 103a OT BaKCHHATA, ChIITACHO CIICHATA BAKCUHATHA CXEMa:

Hauanen BakcMHaIMOHEH KypC:
- I'bPBO UHXKEKTHUPAHE: Clell 8-ceIMUYHa Bb3PacT,
- BTOPO MHXEKTUpaHE: 3 10 4 ceIMUIIM MO-KBCHO.

Koraro ce ouakBa Hajgnue Ha BUCOKHM HUBA HA MAaHYWHK aHTHTEJA CPEIly PUHOTPAXCHT,
KaJMLMBUPO3a, Nanieskonenus unu Chlamydophila xomnonentute (T.e. Ipu KoTeHa Ha 9 o 12-
CeIMUYHA Bb3pacT, POJICHH OT MallKu, KOUTO ca BAKCHHUPAHU MpeIu OpeMEHHOCTTa WINH/1
NpeABapUTEIHO ca OMIIM B KOHTAKT WM CE MPEAToiara, ye ca OWin B KOHTAKT € Te€3U MaToreH(un)),
HAaYaJTHAST BaKCHHAITMOHEH Kypc TpsiOBa 1a Obe 3a0aBeH 10 12-ceqMUIHa BB3pacT.

PeBakcunamus:

- IbpBaTa PEBaKCHHAITUS 32 BCHUKH KOMIIOHCHTH: €{Ha TOIMHA CJIe HadaTHHs
BaKCHHAIMOHEH KypC,

- CJIe/IBAIlINTE PEBAKCUHAIINY TPSOBA J1a CE HAIIPABSIT:
- XJaMuauo3a: BCsSKa TOguHa
- PunoTpaxeut, KanuUMBHPO3a U MAHJICBKONCHUS: HA HHTEPBAJIU 0 TPU FOJIUHU.

3.10 CumnTomMu Ha mpeao3upaHe (M KOraTo e MPUJIOKUMO — MPOLEAYPH HA JelicTBHe MPHU
CIIEIIHH CIYyYau ¥ AaHTHI0TH)

He ca naGiromaBanu ApyTy peakilny, OCBEH TE3H, OTOEIsI3aHu B ToUKa 3.6 "Hebmaronpusatau
peaxiun’’ ¢ U3KII0YCHNE Ha XUTIEPTEPMHUS, KOSITO MOXeE J1a TIPOIBIDKHU 5 THU.

3.11 CneunuajHM OTpaHUYEHHUS 32 YNOTpeda U CIeHAJIHA yCJIOBHUS 32 YNOTpe0da, BKJIIOYHATETHO
OrpaHNYeHMs 3a ynorpefaTa Ha AHTMMHMKPOOHM M TNPOTHBONAPA3UTHH BeTEPUHAPHU
JIEKapCTBEHH NMPOAYKTH, C LeJI A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

3a IpUIOXKEHHUE CaMO OT BETEpUHAPEH JIeKap.

3.12 KapeHTHH CpOKOBe

He e mpuioxumo.

4. NMYHOJIOT'HYHA UTHO®OPMALMA

4.1 BerepuHapeH JiekapcTBeH aHaToMo-TepaneBTu4eH kol (ATCvet Code): QI06AJ03 (>xuB
KOTEILIKU PUHOTPAXEUTEH BUPYC + MHAKTUBUPAH KOTEIIKH KAIUIUBUPYCEH aHTUTEH + )KUB
KOTEIKH MaHJICBKOTICHUS BUPYC/TIAPBOBUPYC + KHUBA XJTaAMULIHSA).

Bakcuna cpelty BUpyceH pHHOTPaxeHT, KaTHIIMBAPO3a, XJIaMH/IH03a U TAHJICBKOIEHHS IPH KOTKH.
Ctumynupa u3rpaxaHe Ha akTUBEH UMYHHUTET CpEIly XeplecBUpyca Ha KOTEIIKH PUHOTPAXEUT,
KoTemkus Kanuusupyc, Chlamydophila felis n Bupyca Ha KOTEIIKa MTaHIEBKOIICHUSI.

[TpoayKThT € moKa3aH 3a peIylnupaHe Ha eKCKpelysaTa Ha KOTEIIKHS KaJTMIUBUPYC CIIe Ha4aJoTo Ha
MMYHHTETA U 32 | ToJIMHA cliel BAKCHHALIUATA.

S. OAPMAIEBTUYHU JAHHU



5.1 OcHOBHHM HeCbBMECTHMOCTH
He cmecBaiite ¢ amxyBanTHata BakcuHa Ha Boehringer Ingelheim cpeuty Osic.
5.2 Cpoxk Ha roaHoCT

Cpok Ha TOJHOCT Ha KpailHHs BETEpUHAPEH JEKapCTBEH NMPOIYyKT: 18 Mecena
Cpoxk Ha roZIHOCT CJIefl pa3TBapsiHE B CbOTBETCTBUE C MHCTPYKIMUTE: U3I10JI3BATE HE3a0aBHO

5.3 CrhenuanaHm ycia0BHA 32 CbXpaHeHHe

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

Jla ce ma3u OT CBETJIMHA.

[a He ce 3ampa3siBa.

5.4 Bwuau cbcTaB HAa MBPBHYHATA ONIAKOBKA

CrpkaneH ¢makoH tun I, ceappxkai 1 q03a arodunmsar u cTbkieH GuakoH tui [, chabpxkant 1 ml wm
0,5 ml pa3TBOpHUTEN, 3aTBOPEH C Tarna OT OYTHUIJIOB €1aCTOMEP U IMOKPUT C allyMUHHEBA MU
TIacTMacoBa Karayka.

[InactmacoBa kytus, ceappkama 10 ¢makona ¢ 1 go3a muodmmmsar u 10 gmakona ¢ 1 ml
pa3TBOpPHUTEIL.

[Tnactmacora kyTus, ceappikaiia S0 daakona ¢ 1 go3a muodummsar u 50 ¢uakona ¢ 1 ml
pa3TBOpHUTEIL.

[InactmacoBa kyTus, ceappkamnia 10 dmakona ¢ 1 go3za muodpwmmmsar u 10 grnakona ¢ 0,5 ml
pa3TBOpPHUTEIL.

[InactmacoBa kyTus, ceappkamnia 50 ¢gmakona ¢ 1 go3a muodpwmmmsar u 50 gruakona ¢ 0,5 ml
PasTBOPHUTEIL.

He Bcuuku pazmepu Ha omakoBKaTa MOTaT Ja ObJaT MpeAsaraHy Ha masapa.

5.5 ChenuajaHu MepKH 32 YHHUIIOKABAHE HA HEM3MO0JI3BaH MPOAYKT WJIH OCTATHIU OT HEro
Wznon3BaiiTe nporpaMu 3a BpblIaHe NPH YHUII0KABAHETO Ha HEU3IIOJI3BaHU BETCPUHAPHU
JIEKapCTBEHHU NMPOIYKTH UM OCTaTBIM OT TSIX B ChOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKM HALIMOHAHU CUCTEMH 32 ChOUpaHe, MPUIOKUMH 38 ChbOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MIPOAYKT.

6. NME HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSA

Boehringer Ingelheim Vetmedica GmbH

7. HOMEP HA PAZPEHIEHHUETO 3A ThbPI'OBUS

EU/2/04/050/001-004

8. JATA HA TbPBOTO U3JABAHE HA PAZPEHIEHUETO 3A ThPI'OBUSA

JlaTa Ha TBPBOTO M3/1aBaHEe Ha pa3pelieHUeTo 3a Thpropus: 23/02/2005

9. JATA HA TIOCJIEAHATA PEJAKLIUSA HA KPATKATA XAPAKTEPUCTUKA HA
NNPOAYKTA



JUYMM/TTIT

10. KJIACH®UKAIIMSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
[a ce oTmycka caMo 1o JIEKapcKo MpeIucaHue.

Ho;[p06Ha I/IH(i)OpMaLII/ISI 3a TO3U BCTCPUHAPCH JICKAPCTBCH MPOAYKT MOXKC 1a HAMCPUTC B bazata
JaHHHU Ha Cpb103a OTHOCHO IMPOAYKTHUTEC.



INPUJIOKEHHUE 11
JAPYT'U YCJIIOBUA U UBUCKBAHUSA KbM PASPELHIEHUETO 3A ThbPI'OBUA

Hsawma.



INPUJIOKEHHUE II1

ETUKET U JINCTOBKA



A.ETUKETH

10



NHOPOPMAILIUA, KOATO CE U3IIUCBA BbPXY BBHIIIHATA OITAKOBKA

IInactmacoBa kytus ¢ 10 praxona muopunusar u 10 ¢prakona pasrsopurten
IlnacTmacoBa kyTus ¢ 50 guaakona guopuauzat u 50 giiakoHa pa3TBOpPUTEN

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Purevax RCPCh nuodunusar u pa3TBOpHUTEI 32 HHKEKIIMOHHA CYCTICH3HUS

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

3a po3a ot 1 ml wiu 0,5 ml:
FHYV (TIAM F2) ...ttt sttt et st esstessbeesseesaesseesssesnseenseensens

> 10*? CCIDso

FCV (IAMOBE 431 T G1 ) oottt ettt e e et e e eeaeae e > 2,0 ELISA U.

Chlamydophila felis (THAM 905).......cccuiiiiiiiiiiecieecee ettt e e eree e seveeeaaeeeenes
FPV (PLITV) ettt ettt ettt e st et et e e st ese e st ensesseeneeneens

.. 2 10*°EIDso

> 10*3 CCIDso

‘ 3. PABMEP HA OITAKOBKATA

JInodpunuzat (10 x 1 no3a) + pazrBopuren ( 10 x 1 ml)
JImodpumuzat (50 x 1 no3a) + pazrBopuren ( 50 x 1 ml)
JInodmmmzar (10 x 1 mo3a) + pazrBoputen ( 10 x 0,5 ml)
JInodummuzar (50 x 1 mo3a) + pasteopuren ( 50 x 0,5 ml)

‘ 4. BUJOBE )KUBOTHWU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Kotkmn.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHU HA TPUJIIOKEHUE

TToIKO’KHO HUHXKEKTHUPaHE.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}
Cren pa3TBapsHe: U3IM0JI3Bai He3a0aBHO.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Jla ce cpXpaHsiBa M TPAHCIIOPTHPA B OXJIAJICHO ChCTOSIHHUE.

1"




Jla ce ma3u oT CBETJIHHA.
a He ce 3ampa3sspa.

‘ 10. HAJAINMUCHT ,,JIPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[penu ynotpebda npoyereTe JIMCTOBKATA.

‘ 11. HAJAIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJAIUCHT “JA CE CbXPAHSABA JAJIEY OT IIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

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

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

Boehringer Ingelheim Vetmedica GmbH

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

EU/2/04/050/001 JInodummzar (10 x 1 goza) + pasrBoputen (10 x 1 ml)
EU/2/04/050/002 JInodummzar (50 x 1 goza) + pasrBoputen (50 x 1 ml)
EU/2/04/050/003 JInodummzar (10 x 1 go3a) + pazrBoputen (10 x 0,5 ml)
EU/2/04/050/004 JInodumuzat (50 x 1 mo3a) + pasreoputen (50 x 0,5 ml)

‘ 15. NMAPTHUJAEH HOMEP

Lot {Homep}

12



MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKMU BJIII, KOUTO CbABPKAT EAMHUYHA JO3A

DjakoH ¢ anoPpuiiuzar

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Purevax RCPCh

d

‘ 2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

1 mo3a

3. INAPTUJAEH HOMEP

Lot

|4 CPOK HA FOJIHOCT

Exp. {mMm/rTT}

13



MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKMU BJIII, KOUTO CbABPKAT EAMHUYHA JO3A

DJIaKOH ¢ pa3TBOPHUTEI

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Purevax RCPCh pa3rBopuTten

7]

‘ 2. KOJMNYECTBO HA AKTUBHUTE BEIIECTBA

1 ml mmm 0,5 ml

3. INAPTUJAEH HOMEP

Lot

‘ 4. CPOK HA I'OJHOCT

Exp. {mm/rrrIT}
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B. JMCTOBKA

15



JIUCTOBKA
1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Purevax RCPCh nmuodunu3at u pa3TBOPUTEIT 32 HH)KEKIIMOHHA CYCIICH3HS

2. CncTas
3a mo3a ot 1 ml wiu 0,5 ml:

AKTHBHM BellleCcTBa:

ATeHIOMpPaH BUPYC Ha KOTEIKH XepreceH punorpaxent (mam FHV F2) .........cccoc...... > 10*° CCIDso!
WnaktuBupan koremku kamuuusupyc (mamose FCV 431 u G1) antureH........... ......... >2,0 ELISA U.
Arenroupana Chlamydophila felis (IAM 905) .........coceevevereieeereeeeeeeeeeeeeeeeeeeeeese e > 103 EIDs?
Arenronpan Bupyc Ha Koremka namieBKOMEHU (PLITV) ..o.ocoviviviniieieieeeeieeeeee > 10*> CCIDso'

! keThuHO Kynrypanua uadexuuosna no3a 50%
2 em6puo unpekunosna no3a 50%

PaztBopuren:
BOa 38 MHIKEKIIHH, JIO......ccuvveeeeureeeeeiaeeeeeianeeeensreseenssesensreseensresesnsesssnssnessnssressennnns 1 ml nim 0,5 ml

JInodunmszaT: xoMoreHHa O0exoBa TeeTa.
PaztBopuTen: 6uCTHp O6€31BETEH Pa3TBOP.

3. Bunose :XnBOTHH, 32 KONTO e npegHazHayed BJIII
Kotku.
4. IToxa3anus 3a ynorpeoda

AKTHBHA UMYHH3aIlHsI HA KOTKH CJIe/] HAaBbpPIIBaHE HAa 8-CEIMUYHA Bh3PACT:

- Cpelily KOTEIIKH BUPYCEH PUHOTPAXCHT, 33 pelyllUpaHe Ha KIMHUIHUTE TIPU3HAIIH,

- Cpelly KaTUIMBUPYCHA UH(DEKIINS, 32 peylupaHe Ha KIMHNYHUTE TPU3HALIY,

- cpemy undexuus ¢ Chlamydophila felis 3a penyypaHe Ha KIMHHYHUTE MTPU3HALIA,

- Cpelily KOTellka MaHJIeBKONEHHUs, 3a TIPe/Ia3BaHe OT CMbPTHOCT U KIIMHUYHU MTPU3HAILIH.

Havano Ha umyHuTeTa: 1 ceqmuIa ciel HadaTHUS BaKCHHAIMOHEH KypC 32 pPUHOTPaXEuT,
kanuiuposa, Chlamydophila felis n maHICBKOTICHHUSI.

[IpoabIKUTETHOCT HA UMYHUTETA!

- PuHOTpaxent, KaTMUIMBUPO3a U MAHJICBKONICHUS: | TOANHA cie]] HaYa HHUs BaKCHHALIOHEH
KypcC U 3 TOAMHHU CIIel TOCTIeJHAaTa PeBaKCUHALIUSL.

- Chlamydophila felis: 1 ronuna ciiex nocineqHaTa peBaKCHHALHS

5. IIporuBonokazanus
Hsama.
6. CrnenmaJHu npexynpexIeHus

I[a CC BAKCHHHPAT CaMO 3paBu JKUBOTHH.
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CrieluaiHy Ipena3Hi MEPKH, KOUTO TPsiOBa Ja B3eMe JIUIIETO, MPUIIATAIIO BEeTEPUHAPHHUS
JIeKapCTBEH NPOAYKT Ha KUBOTHUTE:

[Ipu cnyuaitHO caMOMH)KEKTHpaHe, He3a0aBHO /1a C€ MMOThPCH METUIIMHCKH CHBET, KaTO Ha JIeKaps ce
MPEIOCTaBU JINCTOBKATA WM €TUKETAa Ha MPOIYKTA.

Jluna ¢ UMyHeH NeQUIUT WIK TpUeMalii UMYHOCYTIPECUBHH MIPOJIYKTH Ce ChBETBAT J1a M30sTBaT
KOHTaKT ¢ BakcuHaTa. [Ipu cioyyaitHo caMonH)XeKTHpaHe TpsiOBa HE3a0aBHO /1a Ce MMOTHPCH
MEIMIIMHCKH CHhBET U JIeKaps 1a ObJie nHpOpMHpaH, Ye € HAPAaBEHO CAMOWHKCKTHPAHE C KUBA
XJIAMUJINIHA BaKCHHA.

bpeMeHHOCT 1 JIaKTallHs:
He ce mputara o BpemMe Ha 1eJis IEPUO OT OPEMEHHOCTTA U TI0 BpeMe Ha JIaKTaIusl.

BsauMoielicTBre ¢ APYTH BeTepUHAPHH JIEKAPCTBEHH MPOJAYKTH U IPYTH GOPMHU HA B3aUMOJICHCTBUE:
Hanmnunu ca gaHHUM 3a 6€30MacHOCT M €pUKACHOCT, KOMTO JI0Ka3BaT, 4e Ta3u BAKCUHA MOXKE J1a Oblie
CMecBaHa M Ipuiiarana ¢ BakcuHa Ha Boehringer Ingelheim 0e3 ajkyBaHT cpelry KOTeIKa JEBKEMHUs
W/WK TIpUJIarala B ChIIHUS JIcH, HO O3 Ja Oblie CMECBaHa C aJXKyBaTHTaTa BakcuHa Ha Boehringer
Ingelheim cpemry Osic.

Hanmnunu ca gaHHUM 3a 6€30MacHOCT M €pUKACHOCT, KOMTO JI0Ka3BaT, 4e Ta3u BAKCUHA MOXKE J1a Oble
CMECBaHa M IpujaraHa ¢ BakcuHa Ha Boehringer Ingelheim 0e3 amkyBaHT cperiry Osc.

Hsma nannuna nadopmanms 3a 6e30macHOCTTa M €UKACHOCTTA OT ChbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPHHAPHHM JIEKapCTBEHU MPOIYKTH, OCBEH IocodeHnuTe no-rope. Ilopanu Tasu
NpUYHHA, TPUIATAHETO Ha Ta3u BaKCHUHA MPEIH WIH Clie] yroTpedaTa Ha JpyT BeTepUHApEH
JIeKapCTBEH NPOIYKT TPsIOBaA Ja ce MpeLeHH CIope] MHANBUAYIHUS CIyqai.

IIpenosupane:
Cren mpuiiarane Ha HAKOJIKO JIO3H HE ca HaOJII0JaBaHU JIPYTH HEOJIArONPUATHU PEaKIUU OCBEH TE3H,

ot0ensi3aHu B TOYKa ,,HeOmaronpusaTHU peakiium,” ¢ M3KIIOYCHUE Ha XUTIEPTEPMUS, KOSITO MOXKE Jia
NPOABIDKUA S5 THHU.

CrierMaaHy OrpaHUYCHHUS 3a YIOTpeOa U CIeIMaIHU YCIOBHS 33 yrnoTpeba:
3a mpUIIOKEHHE CaMo OT BETEpUHAPEH JieKap.

OCHOBHH HECHBMECTHMOCTH:
He cmecBaiite ¢ amxyBanTHaTa BakcuHa Ha Boehringer Ingelheim cperry Osic.

7. He0naronpusiTHu peakuuu

KoTtku:

Yectu (1 1o 10 Ha 100 TpeTupanu >KMBOTHH):

I[Ipexo/Hu anatus, aHOPEKCHUs M XUTIEpTEPMHEs ' (Ha0II0[aBaHK 110 BPEME Ha POYYBAHUATA 38
0e30macHOCT ¥ TEPEHHUTE MIPOYYBAHHUSA).

Peakuus B MACTOTO HA MEYKEKTUpaHe (cada 6oJka Py Majnanys, ChbpOeK HIIM OTPaHUYEH OTOK )
(mabirro1aBaHy 1O BpeMe Ha MPOYYBAHUATA 32 0€30MTaCHOCT M TEPEHHUTE MPOYYBAHNS)

Heuectn (1 10 10 Ha 1 000 TpeTupaHu KUBOTHH):

Peakiys Ha CBPBXYYBCTBUTEIHOCT® (HA0II0OIaBaHA TIPU TEPEHHHUTE TIPOYYBAHMS)

Mmuoro peaxu (mo-manko ot 1 Ha 10 000 TpeTrpaHu KUBOTHH, BKIIOUYUTETHO H30JIUPAHU
CHOOIIECHUS):
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IMoBpbIane*, MPEXOIHK XUIIEPTEPMHUS U JIETAPTHs, IOHAKOIa CBP3aHM ¢ KyloTa’ (OCHOBaHH Ha
MPOyYBaHUATA CJIel TyCKaHe Ha MPOIyKTa Ha ma3apa)

!¢ IpoaBIDKUTEHOCT OOUKHOBEHO | ity 2 1HK
2 y34e3Ba HAll-MHOTO B paMKUTe Ha 1 mim 2 ceqMunu

3 MOKe J1a M3UCKBA [1a C€ TIPUIIOKH MOIXO/AMIA CUMITOMATUYHA TEPATTHS.

4 mpeuMHO B pamkuTe Ha 24 10 48 yaca

3 mabmronaBanu 1 10 3 ceIMUIM ClIel pEBAKCHHAIIMS HA BH3PACTHU KOTKU

Cpo01maBaneTo Ha HEONAroMPHUATHH PEAKLUH € BaKHO. ToBa MM03BOJIsIBA HEMPEKbCHAT MOHUTOPHHT Ha
Oe3omacHOCTTa HA MPOAYKTa. AKO 3a0eNeKnuTe HAKAKBU HEOJIArONpHUsITHU PEakiiy, BKIIOYUTEIHO U
TaKWBa, KOUTO HE Ca OMMCAHH B Ta3W JINCTOBKA MJIM MUCITUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
HE JIeliCTBa, CBBPIKETE Ce MbPBO ¢ Baius BeTepuHapeH jiekap. MoKeTe ChIIO 1a ChOOIIaBaTe
HEONArONPUSATHYU PEaKIMU Ha MECTHHS MTPEJICTABUTEI HA MTPUTEKATEIS Ha Pa3pelieHHEeTo 3a
TBHProBuUs, KaTO U3I0JI3BATC JAaHHHUTEC 3a KOHTAKT B Kpasd Ha Ta3u JINCTOBKA WJIN YPE3 Bamara
HAI[MOHATHA CUCTEMa 33 CHOOIIaBaHe.

8. I[o:mpomca 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHUE
HOI[KO)KHO MMPUIIOKCHUC.

Cnen pastBapsHe Ha Juoduiauzata ¢ 0,5 ml miu 1ml ot pa3tBoputens (B 3aBUCHMOCT OT U30paHaTa
MPE3eHTAaINs) ce MHXKEKTUpa | 1032 OT BaKCHHATA, ChITIACHO ClIeJIHATA BAKCHHAITHA CXeMa!

Hauanen BakCcMHaIIMOHEH KypC:
- IEPBO HHXKEKTHPAHE: CIIeN 8-ceIMUYIHA BH3PacT,
- BTOPO MHXEKTUpaHE: 3 10 4 ceIMUILIM MO-KBCHO.

Koraro ce ouakBa HajaMuyie Ha BUCOKH HUBA HA MAHYMHHU aHTHUTEJA CPEIly PUHOTPAXEHT,
KaJULMBUPO3a, Nanieskonenus unu Chlamydophila xomnonentute (T.€. Ipu KoTeHa Ha 9 o 12-
CeIMUYHA BH3pAcT, POJICHH OT MallKi, KOUTO ca BAKCHHUPAHU Mped OpeMEHHOCTTA WITH/1
MIPEIBAPUTETHO ca OMIIM B KOHTAKT WIIH C€ TIPEAToara, e ca OMii B KOHTaKT C Te€3W MaToreH(mn)),
HAYaJTHUAT BaKCHHAIIMOHEH Kypc TpAOBa 1a 6b1e 3a0aBeH 10 12-ceqMudHa Bb3pacT.

PeBakcunanus:

- IbpBaTa peBaKCHHAIUS TpsiOBa Jla ce HaIpaBH 3a BCUYKHA KOMITOHEHTH: €IHA TOJNHA CJIC]T
HAYyaJIHUs BAKCUHALIMOHEH KYypC,

- CJIC/IBAIINTE PEBAKCHHAIIMK TPSOBA JIa CE HAIIPABSIT:
- XnaMuamo3a: BCsIKa TOgUHA
- PunoTtpaxeut, KanuuBHUpPO3a U MAHJIECBKOIICHUS: HA UHTEPBAIH 10 TPU TOJIUHHU.

9. CbBeTH 32 IPAaBUJIHOTO NPUJIATAHE HA MPOAYKTA

Pa3TBOpeTe BHUMATEIIHO BaKCUHATA, 33 1a ce 00pa3yBa eJHOPOJIHA CYCIIEH3HUs ¢ OTpaHUueH Opoii
MeXypUerTa.

BusyasieH BpHILIEH BU/ cJie]] pa3TBapsiHe: OMCTpa CBETIOXKBIITA CYCIICH3HUSI.

10. KapenTHu cpokoBe

He e npunoxumo.
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11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

Jla ce chxpaHsiBa Jjajied OT MOTJIe/ia U Ha HEAOCTHITHY 3a Jiella MecTa.

Ja ce cexpansaBa u TpaHCIIOpTHpa B oxianeHo ceerosaue (2 °C — 8 °C).

Jla ce ma3u oT CBETIIMHA.

[a He ce 3ampassiBa.

[la He ce M3Moa3Ba TO3HM BETEPUHAPEH JIEKAPCTBEHIPOAYKT Clie] U3THYaHe CPOKa Ha TOHOCT, TIOCOUEH
BBPXY €THKETa.

Cpok Ha TOJHOCT CIie/l pa3TBapsHe, ChIVIACHO yKa3aHUATA: H3MOI3BaliTe He3a0aBHO.

12. ChenunaJIHu NpeANa3HA MePKH NPH YHUINOKABAHE

W3znon3BaiiTe nporpaMu 3a BpbliaHe IPH YHUII0)KaBaHETO HA HEU3IIOI3BaHU BETEPUHAPHHU JIEKAPCTBECHU
MPOAYKTH WJIM OCTATBIH OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO U C
BCUYKH HNPUJIOKUMH HallHOHATHU CHCTEMH 3a chOupane. Te3u MepKH IIe TOMOTHAT 3a Ola3BaHe Ha
OKOJIHaTa cpeja.

13. Kuaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH MPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMUCaHNnC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMAKOBKHU
EU/2/04/050/001-004

[InactmacoBa KyTHs, ChABpIKAILA:

10 x 1 mo3a nmuoduauzat u 10 X 1 ml pasrBopuTen wiu
50 x 1 no3a muodpmiauszat u 50 x 1 ml pa3TBopuTeN WK
10 x 1 mo3a nuodumnuzat u 10 x 0,5 ml pazrBopuTen nnn
50 x 1 no3a auoduiusar u 50 x 0,5 ml pasTBopuTe.

He Bcuukn pa3MEpu Ha OIMMAKOBKATa MOrarT aa 6’B,Z[aT npeajiaranv Ha masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA
MM/ITIT

Ho;[p06Ha I/IH(i)OpMaLII/IH 3a TO3U BCTCPUHAPCH JICKAPCTBCH MPOAYKT MOXKCE 1a HAMCPHUTC B bazata
JaHHHU Ha Cpb103a OTHOCHO MMPOAYKTHUTE.

16. /lanHu 3a Bpb3Ka

INputexaren Ha pa3pelICHUETO 32 THPIOBHS:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

T'epmanus

[IpowusBoauTeN, OTrOBapSII 32 OCBOO0KIABAHETO HA MAPTUIH:
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de I'Aviation

69800 Saint Priest
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®paHuus

MectHHI OpEACTAaBUTCIIN M JAHHHW 34 BPH3Ka 34 c1>06maBaHe Ha nmpéanojgaracMmn H€6J'IaFOHDI/ISITHI/I

pCaKIUu:

Belgié/Belgique/Belgien
Boehringer Ingelheim Animal Health Belgium SA
Tél/Tel: +322 773 34 56

Peny06smka boarapus
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +359 2 958 79 98

Ceska republika
Boehringer Ingelheim spol. s r.o.
Tel: +420 234 655 111

Danmark

Boehringer Ingelheim Animal Health Nordics A/S
TIf: + 453915 8888

Deutschland

Boehringer Ingelheim Vetmedica GmbH

Tel: 0800 290 0 270

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Tel: +372 612 8000

EALGoo

Boehringer Ingelheim Vetmedica GmbH
TnA: +30 2108906300

Espaiia

Boehringer Ingelheim Animal Health Espaiia, S.A.U.

Tel: +34 93 404 51 00
France

Boehringer Ingelheim Animal Health France, SCS
Tél: +33 472 72 30 00

Hrvatska
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +385 1 2444 600

Ireland
Boehringer Ingelheim Animal Health UK Limited
Tel: +353 1 291 3985

island

Vistor hf.

Simi: + 354 535 7000

Italia

Boehringer Ingelheim Animal Health Italia S.p.A.
Tel: +39 02 53551

Kvnpog
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Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Tel: +370 5 2595942

Luxembourg/Luxemburg

Boehringer Ingelheim Animal Health Belgium SA
Tél/Tel: +322 773 34 56

Magyarorszag

Boehringer Ingelheim RCV GmbH & CoKG
Magyarorszagi Fioktelep

Tel: +36 1 299 8900

Malta

Boehringer Ingelheim Animal Health UK Limited
Tel: +44 1344 746957

Nederland

Boehringer Ingelheim Animal Health Netherlands bv
Tel: +31 20 799 6950

Norge

Boehringer Ingelheim Animal Health Nordics A/S
TIf: +47 66 85 05 70

Osterreich

Boehringer Ingelheim RCV GmbH & Co KG
Tel: +43 1 80105-6880

Polska

Boehringer Ingelheim Sp. z 0.0.

Tel: + 48 22 699 0 699

Portugal

Boehringer Ingelheim Animal Health Portugal,
Unipessoal, Lda.

Tel: +351 21 313 5300

Romania

Boehringer Ingelheim RCV GmbH & Co KG
Viena - Sucursala Bucuresti

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
Podruznica Ljubljana

Tel: +386 1 586 40 00

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG, o.z.
Tel: +421 2 5810 1211

Suomi/Finland

Vetcare Oy

Puh/Tel: + 358 201443360

Sverige


https://www.google.pt/search?q=boehringer+ingelheim+animal+health+portugal+unipessoal+lda&sxsrf=ALeKk01F6l1gD1nNvYVLjzxkx9rSVWJ4-w%3A1627398363457&source=hp&ei=2yAAYdjuGICg1fAPj8iFuA0&iflsig=AINFCbYAAAAAYQAu6xTBs-ONMsvdGa9AS7MgD7S5Oz7o&gs_ssp=eJwVx00OgyAQQOG41UuwcC8_NSBH6C2GzhRIECxiyvFrNy_fG6fFL6K9P2v_Kj7YmXcUm5JyWw06o7WzvINApxRJQ9pIfD2e1hUKNWZPlf2bAsWdQY47JBYIUgvsKLVd_v4rx4POs9xMCD97tiUT&oq=boehringer+ingelheim+a&gs_lcp=Cgdnd3Mtd2l6EAEYATICCAAyCAguEMcBEK8BMgIIADICCAAyAggAMgIIADICCAAyAggAMgIIADICCAA6BwguECcQkwI6BAgjECc6BAgAEEM6BwguELEDEEM6CAgAELEDEIMBOgoIABCxAxCDARBDOgQILhBDOggILhCxAxCTAjoCCC46CgguEMcBEK8BEAo6BAgAEAo6BwguEEMQkwI6BwgAELEDEEM6BQguELEDOgoILhDHARCvARBDOgsILhDHARCvARCTAjoNCC4QxwEQrwEQQxCTAlChBlj6KmDWOmgBcAB4AoABtQOIAcgnkgEKMC4xNi43LjAuMpgBAKABAaoBB2d3cy13aXo&sclient=gws-wiz

Boehringer Ingelheim Vetmedica GmbH Boehringer Ingelheim Animal Health Nordics A/S

TnA: +30 2108906300 TIf: +46 (0)40-23 34 00

Latvija United Kingdom (Northern Ireland)
Boehringer Ingelheim RCV GmbH & Co KG Boehringer Ingelheim Animal Health UK Limited
Latvijas filiale Tel: + 44 1344 746957

Tel: +371 67 240 011

17. JlombanuTeana nHGopManus

IIpoayKThT € moKa3aH 3a peaynrupaHe Ha eKCKPEeIHATa Ha KOTEIIKH KATUIIMBUPYC CIel Ha4aioTo Ha
MMYHHTETA U 32 €Ha TOAMHA CJIe]] BAKCUHAIIHATA.
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