MHCTPYKIUS
I1I0 BETCPHHAPHOMY IMPUMCHEHHIO JEKApCTBCHHOTO Ipernapara
KOTJIATTUKC®

(Opranusanus-paspaborunx: Ceva-Phylaxia Veterinary Biologicals Company 1107, Budapest
Szallas 5, Hungary/ CeBa-®uakcus Berepunapu buonomkukans Komnanu 1107 Bynamernt,
Czannac, 5, Benrpus)

Homep perucrpanmonnoro yaocrosepenus: 348-1-13.14-3185NelIBU-1-6.9/02934

I. Obume crenenus

1. 1. HamMeHOBaHMe J€KapCTBEHHOTO Ipenapara il BETCPUHAPHOIO IPUMEHEHHS
(MeXIyHapOJHOE HENATCHTOBAHHOE, MM TPYNIIHPOBOYHOE, WIH XHUMHUYECKOE M TOPrOBOE
HauMEHOBaHHS):

- Toprosoe Haumenosanue: KOTJIAIIUKC® (COGLAPIX®).

- MEXJyHApOJHOe HENATEHTOBAHHOE, WM I'PYNIHUPOBOYHOE, HIIH XHMHUYECKOE HAHMEHO-
BaHHME JICKAPCTBEHHOTO IIpElapara: BaKIMHA IPOTHB aKTHHOOAIMIIIC3HOH IICBPOITHEBMOHHH
CBUHEH HHAKTUBUPOBAHHAS.

2. JlexapcrBeHHas opma: CycCleH3us! [UTst HHBEKITHA.

Onna n03a BakiHEL (2,0 M) B KadecTBe NEHCTBYIOIIETO BEIIECTBA COIEPKUT HHAKTHBH-
poBaHHEIe KIeTKH Actinobacillus pleuropneumoniae, mrammer NT3, PO, U3, B4, SZ-II -
20 x 10° KOE u BCIIOMOTATEbLHBIC BELIECTBA: I'ejlb THJIPOKCH/IA AFOMHHUSI B KA4ECTBE aJ1b-
IOBaHTa, (pOpManbIerul, THOMEPCAI B KauecTBE KOHCEPBAHTa W W30TOHHYECKHH PAcTBOP XJIO-
puna narpus (0,85%).

3. Ilo BHemmeMy BHIy BakIHHA ITPEJICTABIAET COOOM CyCIIEH3UIO VISl HHBEKIHH cepoBa-
To-0enoro nsera. Ilpy JUIMTEIBHOM XpaHEHUHU JOIYCKAETCS PacciioeHHe ¢ 00pa3oBaHueM 0ca/l-
Ka, KOTOPBIH IIpH BCTPAXUBAHUK 00pa3yeT paBHOMEPHYIO B3BECh.

CpoK roIHOCTH BAKLKHBI - 24 Mecsla ¢ JaThl BBITYCKa IPH COOJIIOJICHUH YCIIOBHI XpaHe-
HUS U TpaHcIopTHpoBaHHs. CPOK OJHOCTH BaKIMHbI TTOCE BCKphITHS (uiakoHa — 10 uacos. 1o
HCTEYEHHH CPOKa I'OJIHOCTH BaKIMHA K IIPUMEHEHUIO HE IIPHTO/IHA.

4. Bakuuna pacdacopana o 50 mi (25 no3), 100 m (50 mo3), 250 v (125 no3) u 500 mn
(250 103) B IIACTUKOBBIE (DIAKOHBI COOTBETCTBYIONIEH BMECTUMOCTH, YKYIIOPEHHBIE PE3UHOBEI-
MH IIPOOKaMH, YKPEIIJIEHHbIMH QJIFOMUHUEBBIME KOJIITAYKAMHE C TUIACTHKOBBIME KPBIIITKAMH.

@®nakoHbI ¢ BAKIIMHOH yIaKOBaHbl B KAPTOHHEBIE KOPOOKH. B KaXkayio KopoOKy ¢ BaKIIMHOM
BJIOYKEHA MHCTPYKIIHS 10 IPUMEHEHHUIO.

5. BakiuHy XpaHsT U TPaHCIOPTUPYIOT pH Temieparype oT 2 °C o 8 °C B 3almdIneHHOM
OT CBeTa MecTe. 3aMOpakKMBaHHe BAKIIMHBI HE JIOITYCKAeTCsl.

6. BakuuHy cieyer XpaHuTh B MECTaxX, HEJAOCTYIHBIX JUTS JCTEH.

7. ®nakoHBI ¢ BAKIIMHOM 0€3 THKETOK, ¢ HApyIICHHWEM LEIOCTHOCTH M I'epPMETHYHOCTH
YKYIIOPKH, ¢ M3MCHEHHLIM I[BETOM W KOHCUCTEHIUEH COJEPIKMMOro, ¢ HATMYHEM MOCTOPOHHUX
MPUMECEH, ¢ pacCIOMBIIEHCS CYCIIEH3HEH, HE BOCCTAHABIMUBAIOIIEH OJHOPOAHOCTE IIPU BCTPA-
XHBAaHHH, IIOABEPIIIHECH 3aMOPaAXKUBAHHIO, 4 TAKXKE BAKIIHHA, HEHCIIOJIB30BaHHAA B TCUCHHE




10 uacoB mocie BCKpPBITUs (IIAKOHOB MOJIEXKAT BHIOPAKOBKE H 06e33apaKMBAHMIO IIYTEM KHIIS-
ueHus B TeueHue 30 MUHYT Wik 06paboTKK pacTBOpPOM IIeno4H 2% il PacTBOPOM XJIOPaMHHA
5% (1:1) B Teyenue 30 MHHYT.

Yrunusaws 06e33apakeHHol BaKIMHBI He TpeOyeT CHelHaNbHbIX MEp NPeJoCTOPOIKHO-
CTH.

8. BakuuHa oTrmyckaeTcs 0e3 pelenta BeTEpUHAPHOTO Bpaya.

II. ®apmakonoruueckue (OHOJIOTHYECKHIE) CBOMCTRA

9. ®apmaxoTepaneBTHYECKas TpPyMIa JIEKapCTBEHHOrO INpenapara IS BETEPHHAPHOTO
IPUMEHEHHUS: KIMMYHOOHOIOTMYECKHH JIeKapCTBEHHBII 1Ipenapar JU1s CRHHEH.

10. Baxuuna COfepXHT COMAaTHYeCKHe AHTHIEHBl M aHartokcmusl Apx I, I, III
Actinobacillus pleuropneumoniae.

Bakuuna BeI3bIBaeT GOpPMHPOBAaHHE HMMYHHOTO OTBETA y CBHHEH, 3alMINAIONIEIO B OT-
Homenun TokcuHOB Apx I, II, III, BRIpabGaThIBaeMBIX BCEMHM H3BECTHBIMH CEPOTHIIAMH
Actinobacillus pleuropneumoniae, 4epes 14-21 cyTku mocie JIBYKPAaTHOTO HPUMEHEHHMS IIPO-
TNODKUTEIHLHOCTBIO 6 MECSIIER.

Bakuuna Oe3speina, JieueOHBIME CBOMCTBAMH He 00J1a1aeT.

III. Iopsanok npuMeHeH st

I1. Bakiuna npennasnadena st npoHIaKTHKH aKTHHOOAIMIUIE3HON IIIEBPOIIHEB-
MOHHH CBUHEH, BbI3bIBAeMOM Actinobacillus pleuropneumoniae, B X03siicTBaX, He6GIArONONYY-
HBIX 110 JaHHOH OO0JEe3HH.

12. 3anpeIneHo BaKIMHHPOBATh KIMHUYECKH OONBHBIX /UM OCIAOJEHHBIX JKHBOT-
HBIX.

13. ITpu paGote ¢ BaKIMHOHK cleayeT cod/oarh 00LMe IpaByila JHIHON THTHEHBI H TeX-
HUKH 0€30MIaCHOCTH, IPEJyCMOTPEHHBIE IIPH paboTe ¢ JIEeKAPCTBCHHBIMH CPEJICTBAMH BETEPH-
HapHOTO Ha3HAYEHHS.

Bee nmiia, yyacTsyronue B IPOBEICHUN BaKIIMHALUH JODKHBI OBITh OJIETHI B CIIEIIOEIKILY
(pEe3MHOBBIE CaIlOTH, XajlaT, OPIOKH, TOJIOBHOM yOOp, pe3HHOBBIE MEPUYATKH) U 0OecIeUeHbl 0Y-
KaMH 3aKpBITOro TUIA. B MecTax pabGoTsl 1oiokHa ObITh anTevka J0BpadeOHOM TOMOIIH.

[Tpu nonaaHUy BaKIUHBI HA KOXKY W/MJIM CIU3UCTBIE 000I0YKH HX HEOOXOIHMO IIPOMbITH
OOJBIINM KOJTMYIECTBOM BOJOIPOBOAHOH BoJibl. [Tocie paGoThI ¢ BAKIIMHOMN BHIMBITH PYKH C MBI-
JIOM.

ITpu cimydaifHOM BBeJIEHWH BaKIMHBI YEJIOBEKY MECTO BBEJICHHS HeoOXoammMo obpaboraTh
pacTBopoM 3THIIOBOTO cnupra 70%, 00paTUThCA B MEIHIMHCKOE yUpeXJIeHHe U COODIIUTE 00
9TOM Bpauy.

14. He npuMEHATH BaKIIMHY CBUHOMATKaM B IIEPHOJI CYIIOPOCHOCTH M JIAKTALIHH |

15.  BakuuHanuu  10JUleXar  KIMHHYECKH  3IOPOBBIE  CBUHBHM, HauMHas ¢
7-HeNIeIbHOTO BO3PACTa.

Ilepen npuMeHEHHMEM BaKIMHY BBIIEPXKMBAIOT B TeUeHHE 2-3 YacOB IPU TeMIeparype
15°% ~25°%

BakuuHy BBOIAT JKHBOTHBIM BHYTPHMBIILIEYHO B 00JIACTh IEH JIBYKPATHO C HHTEPBAIOM
2-3 "HejienH B o0beMe 2 MII ¢ cODIIIOICHHEM TIPABUIT ACEIITHKH.

16. Oyens yacTo (0/1HO XKHUBOTHOE M3 10 BaKIIMHUPOBAHHEIX XHBOTHBIX) HA MECTE HHBEK-
I[MM BO3MOXXKHO 00pa30BaHUE YMEPEHHOI'O OTEeKa, CaMOIPOM3BOJBHO HCUE3AIOUIeTO uepes 2-3
nenenu. Yacto (ot 1 mo 10 xuBoTHBEIX U3 100 BaKIMHHPOBAHHBIX JKMBOTHBIX) BO3MOMKHO Bpe-
MEHHOE NOBBIIIEHHE TeMIiepaTypsl Tena Ha 1,8 °C B Teyenue nepBhIX CyTOK [TOCIIC BAaKI[MHALIMH.
Heuacto (ot 1 mo 10 xuBoTHBIX 13 1000 BaKIIMHUPOBAHHBIX KHBOTHBIX) Y BaKIIMHUPOBAHHBIX
MOPOCAT B TEYCHHUE IIEPBBIX YACOB MOKET HAOMIOIATHCS MPOCTpanus. B oueHb pelKuX Cirydasx
(1 xuBoTHOE M3 10000 BaKIIMHUPOBAHHBIX XKUBOTHBIX) HAOIIOMAKOTCS PEaKUMK aHa(HUIIaKTHIe-
CKOTO THIIA, TPEOYIOMIHE CHMIITOMATHYECKOTO JIEYEHUSL.




17. Ilpu niepen03upoBKe BAKIMHEL B /Ba pa3a HAOMIOAAIOTCS GoJlee BEIPAKEHHEIC PeaKIHH,
XapakTepHbIe i1 MOOOYHOro JeHCTBHS JIGKAPCTBEHHOIO Ipernapara, nepeducieHnbe B 11.16,
TEMIIepPaTypa Tejla BPeMEHHO IOBbIaeTcs Ha 2,6 °C B TeUeHHE MEPBIX CYTOK I10CIIE BAKIIMHA-
[[UH. N

18. BsaumozeHcTBHE ¢ JPYrMMH JICKapCTBEHHBIME CPeJCTBAMHM H/(MIIM) KOPMaMH He
YCTaHOBJICHO. He pekoMeH/1yeTcsl BBOMMTh BaKIMHY B OJHOM IHIPUIE ¢ APYTHMH JIEKAPCTBEH-
HBIMH TIpenapaTaMy WK OJHOBPEMEHHO C IPYTHMHE BAKI[HHAMH.

19. OcobennocTel MOCTBAKIMHATBHOM PEaKIMK TIPH MEPBOM H HOCIIEYIOIINX BB ICHUSX
HE YCTaHOBJIEHO.

20. Cuenryer usberath HapyIIeHHH PEKOMEH/YEMOH CXEMBI (CPOKOR) NPOBE/ICHHS BAKIH-~
HAlMH, MOCKOJIBKY 3TO MOXKET IMPUBECTH K CHIKEHUIO 3((OEKTHRHOCTH UMMYHOIIPODHIAKTUKH
’KMBOTHBIX IIPOTHB aKTWHOOAIMIUIE3HOH 117IeBPOIIHEBMOHKE CBHHEN. B ciyuae mpomycka oue-
PEIHOr0 BBEJICHUSI BAKIUHEI HCOOXOMMO IPOBECTH HMMYHH3AIMIO KAaK MOYKHO CKOpee.

21. [IpomykThl y6osi BaKUMHMPOBAHHBIX JKHBOTHBIX PEATM3YIOT 0€3 OrpaHHYCHHUS
HE3aBHCHMO OT CPOKOB BaKI[MHAITHH.

HawumenoBanust u anpeca 1. Ceva-Phylaxia Veterinary Biologicals Com-
IIPOU3BOJICTBEHHBIX IIOIAT0K pany, 1107, Budapest Szallas 5, Hungary/ Ce-
IIPOMU3BOIUTENS JIEKAPCTBEHHOTO IIpenapara Ba-Ounakcus Berepunapu  Buonomkukans
JUIsl BETEPHHAPHOTO IPHMEHEHUSI. Komnanu 1107 Bynanewrr, Csawiac, 5, Ben-

rpus  (IPOM3BOJCTBO, KOHTPOJb KauecTBa,
[IEPBUYHAsI U BTOPHYHAS YIAKOBKA, BBINMYCK
CEPHH).

2. Ceva Sante Animale 10 avenue de la Ballas-
tiere, 33500, Libourne, France/Cesa Cante
Anumais, 10 apenro ne ya bannacteep, 33500,
JInGypH, @pannus (BTOpUUHAS YITAKOBKA).

HaumenoBanue, agpec opranuzaii, 000 «Cesa Cante AHIMATEY,
YIIOJTHOMOYEHHOH JIepIKaTeNIeM HITH 109428, Poccust, r. Mocksa, Psizanckuii mpo-
BIIA/IETIBIIEM PErHCTPAIlHOHHOTO CIIEKT, 1. 16, Tei.: (495) 729-59-90.

yJIOCTOBEPEHH S JIEKAPCTBEHHOI'O IIperapaTa
Ha [IPHHSATHE PETEH3UH OT NOTPeOUTEIsI

Hpe,IICTaBHTeJ'H: KOMIIaHHH

«Cea Canre AHuMAaJIbY H.H. Comoga




