110 BETEPUHAPHOMY NPUMEHEHHIO JIEKAPCTBEHHOTO Mpenapara
Hoo6upax® L4

(Opranuzanus-paspadoruuk: Marepser UuTepremnn b.B., Bum Jle
Képsepcrpaar 35, a/s 31 5830 AA bokemeep, Hunepnanasi / Intervet International
B.V., Wim de Korverstraat 35, P.O. Box 31 5830 AA Boxmeer, The Netherlands)

Howmep peructpanunonsoro yocroBeperus: 528-1-10.19-4596Nel IBU-1-1.15/04469

I. O6mue cBeneHus

1. HaumMeHOBaHHME JIEKApPCTBEHHOIO TIpemapara /Uisi BETEPUHAPHOTO
NIPUMEHEHUS:

ToproBoe HaumeHoBanue: Ho6usak® L4 (Nobivac® L4)

MEXIYHApOJAHOE HEMaTeHTOBAHHOEC HAWMEHOBAHME. BaKIMHA MPOTHB
JENTOCTHPO3a cOOaK HHAKTUBUPOBAHHAS.

2. JlekapcTBeHHast opMa: CyCHEH3HS IJIsI HHBEKIIAH.

BaknuHa coepUT HHaKTUBHPOBAHHBIE KYJIBTYPHI JIEITOCITHP:

Leptospira Canicola (cepoBap Portland-vere mramm Ca-12-000),

Leptospira Icterohaemorrhagiae (cepoBap Copenhageni mramm Ic-02-001),

Leptospira Australis (cepoBap Bratislava mramm As-05-073),

Leptospira  Grippotyphosa  (cepoBap Dadas wramm  Gr-01-005)
KOHCEpBAHT THOMepcan W OydepHble KOMIIOHEHTHI: HATPUS XJIOPWMO, KaJIHs
xJiopuJ, Kanus mguruapodocdar, nuHatpus ruapodocdara quruapatr u BOLy IS
WHBEKLIHM.

3. Ilo BHemHEMY BHy BaKLMHA MpPEACTaBIisAeT co00i OECHBETHYIO Clierka
OMaJIECIMPYIOIIYIO KUAKOCTb.

Cpok romnoctd Ho6usak® L4 B 3aKphITOM YNakoBKE NPOM3BOIUTENS —
21 wMecall ¢ Jarel BBIIyCKa NpU COONIOJICHWH YCIIOBHM XpaHCHHS W
TpaHcnopTupoBaHus. [locie BCKpbITHsA  (IakOHA BaKIUMHY HEOOXOIUMO
MCnosb30BaTh B Teuenue 10 gacos. 3anpemaerca npumenenne Ho6usax®™ L4 mo
UCTEYCHHUH CPOKA F'OTHOCTH.

4. Bakuuny BbinmyckaroT pacdacoBanHod mo 1 mu (1 mo3a) B CTeKIsHHBIE
(bnakoHBI ~ COOTBETCTBYIOHICH  BMECTHMOCTH, TEPMETHYHO  YKYIOPEHHBIE
PE3MHOBBIMH NMPOOKAMH, YKPEIUICHHBIMH AIOMHHHUEBBIMH Koymaukamu. [lo 10
wm 50 ¢nakoHOB MOMEMEAIOT B KApTOHHBIE WJIM IUIACTHKOBBIE KOPOOKH,
o0ecreynBaomue UX NETOCTHOCT. K KaXkIoi KOpoOKe NMpHiiaraeTcsi HHCTPYKIUS
10 MPUMEHEHHUIO BAKIIMHBI HA PYCCKOM SI3BIKE.

5. BakuuHy XpaHAT U TPAaHCNIIOPTUPYIOT NpH Temmneparype ot 2 1o 8 °C.
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6. BakuuHy ciiefyeT XpaHUTh B HEJOCTYITHOM JJIs IETEH MECTE.

7. BakuuHy BO ¢uiakoHax 0e3 3THKETOK, ¢ HCTEKIIMM CPOKOM T'OJIHOCTH, C
HapYHICHUEM IEJIOCTHOCTH W/WIM TEPMETHUYHOCTH YKYHNOPKH, C HM3MEHEHHBIM
I[BETOM H/MJIM KOHCUCTEHUMEH COJEPKHMOro, a TaKXKE, HE HMCIOJb30BAaHHYIO B
teueHne 10 yacoB mociie BCKpbITHA (uiakoHa, OpakyioT, 00e33apa)KMBarOT
KHIISTYEHUEM B T€YEHHUE 15 MUHYT C MOCIEAYIOMEH YTUITA3AIUEH.

Yrunuzammsa o0e33apaxeHHOW BakIMHBI He Tpeldyer coOmoaeHus
CIIEIUATIBHBIX MEP MPEJOCTOPOKHOCTH.

8. Ornyckaercs 6e3 perenTta BETEPUHAPHOTO Bpaya.

II. buonoruueckue CBONCTBA

9. Ho6uBak® L4 — BeTepMHapHBIA HMMMYHOOHMOJIOTHYECKHMH mNpenapar
(BakLMHA).

10. Bakumna BbI3bIBaeT (DOPMHUPOBAHME HMMYHHOTO OTBETa y co0aK K
jgenrtocnupoly  4epe3 21 geHp  mociie ABYKpPaTHOTO  NPUMEHEHUs
NPOAOKHTETLHOCTBIO HE MeHee 12 MecsIes.

BaknuHa BbI3bIBaeT (OpMHpOBAaHHE HMMMYHHOTO OTBETa Yy colak K
JENTOCTIHPAM:

— L. interrogans ceporpymmnsl Canicola cepoBapa Canicola,

— L. interrogans ceporpymsl Icterohaemorrhagiae ceposapa Copenhageni;

- L. interrogans CEpOTPYTIIIbI Icterohaemorrhagiae cepoBapa
Icterohaemorrhagiae;

L. interrogans ceporpynnsl Australis cepoBapa Bratislava;

— L. kirschneri ceporpynnsl Grippotyphosa cepoBapa Bananal/Liangguang;

L. kirschneri ceporpynnsl Grippotyphosa cepoBapa Grippotyphosa.

Omna  wMMyHM3WpyIOmas  a03a BakumHbl (1 M)  cOmepkuT
WHAKTHBUPOBAaHHbIE MTaMMbl Leptospira: L. Canicola cepoBap Portland-vere
(mramm Ca-12-000) — me menee 2200 EJl, L. Icterohaemorrhagiae cepoBap
Copenhageni (mtamm 1c-02-001) — ne menee 210 EJl, L. Australis ceposap
Bratislava (mramm As-05-073) — ne menee 420 EJl, L. Grippotyphosa cepoBap
Dadas (mramm Gr-01-005) — ve menee 350 EJI.

Bakmuna 6e3Bpe/iHa, 1eueOHBIMU CBOKMCTBAMHU HE 00J1a/1aeT.

III. ITopanok npuMeHEHUS

11. Baximmna Ho6usak® L4 mnpemsasHaueHa i OpOQUIAKTHKH
JenToCIHpo3a cobak (MHGUITUPOBAHKS M BBIICIICHUS JICIITOCIIHP C MOYOM ).

12. 3anpemaercs BaKIMHHPOBATh KIMHMYECKH  OOJBHBIX  W/HIIH
OCJTa0JICHHBIX )KUBOTHBIX.

13. IIpu pabore ¢ HoGupak® L4 cnemyer cobmoaats oOmue NpaBuia
JUYHOW THUTHEHBl W TEXHUKH OE€30MaCHOCTH, NMPEAyCMOTPEHHbIE NpH padoTe ¢
JICKapPCTBEHHBIMH CPE/ICTBAMH BETEPHHAPHOTO HA3HAUCHUSI.

JIromsaM ¢ rUNep4YyBCTBUTEIBHOCTHIO K KOMIIOHEHTAM IIpernapara CleayeT
u36erats npsimoro KoHrakta ¢ Ho6usak® L4. Bo Bpems paboThl ¢ JIEKapCTBEHHBIM
npernaparoM 3ampemaercs MUTh, KypUTh W TPUHUMATh NHILY; Mocie padoThl
CIEAYET THIATEIbHO BBIMBITH PYKH TEIUION BOJOW C MBUIIOM U NIEPEOAECTHCS.
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Bce nuna, yuyacTByrommMe B NPOBEJACHHMM BaKUWHAIMK, JOJDKHBI OBITh
obecrieueHbl CIEHOASKI0H U WHAUBUYATbHBIMU CPEICTBAMH 3aIIMTHI. B MecTax
paboThl AOKHA OBITH anTeYKa NEPBOM JOBpaYeOHOM MOMOITH.

IIpn cnyyalilHOM KOHTAaKTe€ JIEKapCTBEHHOTO TMpenapara ¢ KOXe WM
CIIM3UCTBIMM 000JIOYKAMM HX CJIEYET MPOMBITh OOJBIIMM KOJHYECTBOM YHCTOM
BOAbl. B cnyuae nosBIEHMA aUIEPrUYECKUX PEAKUUH WM TMPU  CIydalHOM
BBEJICHUM BAaKLMHBI YEJIOBEKY MECTO HWHBEKIMH HeoOXxomumo oOpaboraTs
anTucentukoM (5%-HbIM pacTBOpoM #oaa uiu 70%-HBIM PacTBOPOM STHIIOBOTO
cnupra) ¥ O00paTHThCs B MEAMIMHCKOE yupexacHue (mpu cebe HMETH
MHCTPYKIMIO IO MPUMEHEHUIO Mperapara Uik 3THKETKY ).

14. Jlonyckaercs BaKIIMHALIUAS MEHHBIX CYK.

15. Bakumna mnpegHazHau€Ha Ui TOAKOXKHOTO BBEIACHHS. [Tepen
NPUMEHEHUEM  BaKIMHA  JOJDKHA  JIOCTHYh  KOMHATHOM  TEMIIEPATypHI
(15-25°C). BaxkuuHammio NOpPOBOAAT C COOJIOJICHUEM TMPaBUJI AaCENTHKH H
AHTUCENTHKH.

Bakuunanuio npoBOAsAT ABYKPAaTHO ¢ UHTepBaioM 2-4 Heaenu B 1o3e 1 mul.
Bakuunupyrort cobak, HauuHas ¢ 6-HeIenbHOTO BO3pacTa.

CxeMa BaKIIMHAIUH:

basosas osykpammas eakyunayusi: TEPBYIO BaKIMHALKMIO IPOBOJISAT
B 6-9-HezenbHOM BoO3pacte, BTopylo — B 10-13-HenenbHOM BO3pacte. B ciyuae
BBICOKMX TUTPOB MATE€PHHCKHUX AQHTUTENI NEPBYIO BAKIMHAIMIO PEKOMEH]YETCS
IPOBOJUTH B 9-HeIeIbHOM BO3pacTe.

Pesaxyunayus: peBakuMHMPYIOT KMBOTHBIX 1 pa3 B rox 1 moszoit (1 mu)
BAKIUHBI.

ITpu coBMecTHOM mnpuMeHeHuH ¢ BakumHamu Ho6usak® DHPPi, Ho6uBak®
DHP, Ho6uBak® Puppy DP 1 no3y mnonuBaneHTHON Bakimasl HoGuBak®,
COMEPIKAIIEH BHPYC YyMBbl IUIOTOSIHBIX, aICHOBUPYC cobak 2 Tuma, MapBOBHPYC
cobak w/Mnu BHpyc maparpumnma cobak, pactBopstoT B 1 po3e (1 mi) BakuuHbI
HoGuBak® L4. CMech BakIMH BBOJAT TOAKOXKHO MO JAOCTHIKEHHE €10 KOMHATHOM
temneparypsi (15-25°C).

ITpu nepexone ¢ GMBaJIEHTHOM BaKIMHBI MPOTHB jienTocnuposa Hobusak®
Lepto na HoGuBak® L4 Tpebyercs 6a3oBas JByKpaTHas BaKIMHALMSA C
UHTEpBATIOM 2-4 Henenu. Jlanee )KMBOTHOE BaKIMHHUPYIOT IO YKa3aHHOM BBIIIE
CXeMe.

16. O4enp 9acTo: HE3HAUMTENBHOE MOBBIIEHHE TeMneparypsl Tena (< 1°C)
B TCYECHUE HECKOJBKUX JIHEH IOCIIE BAKIIMHAIIUH, TIPH 3TOM Y HEKOTOPHIX IIEHKOB
HAOMIOAaeTC CHUIXKCHME AaKTHBHOCTH W/WMJIM ammeTuTa. B MecTe MHBEKIUH
BO3MOXKHO o0Opa3oBaHMe Cci1a0OBBIpaXeHHOTO oTeka (< 4 ¢M), B OTAEIbHBIX
Cllydasix INIOTHOTO M O0JI€3HEHHOTO NMpH najibnanuu. OTek 000 HHTEHCUBHOCTH
CaMOIIPOM3BOJIbHO MCYE3a€eT B TCUECHUE OTHON-ABYX HEENb MTOC/IE BAKIIMHALIAH.

Ouenp peaxo: MNPOSABICHHS HMMYHOOIIOCPEAOBAHHONM TI'€MOJIMTUYECKOM
QHCMHH, HMMMYHOOIIOCPEIOBAHHOM TPOMOOLIMTONEHHUH WM HMMYHOOIIOCPEIO-
BAHHOrO moyiaprpura. Moryr HaOmoOAaTeCs OCTPBIC PEaKIUH  THUIEp-
9yBCTBUTEJIbHOCTH, BKJIIOUas aHaduiakcuio. B ciydae nposiBIEHUs y )KUBOTHBIX
AUICPrHYECKUX PEAKIWi Ha BBEJACHHE BAKIMHbBI, HEOOXOAMMO MPOBECTH
CUMIITOMATHYECKOE JICUCHHE.
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OneHka 4acTOThl BO3HMKHOBEHHs MOOOYHBIX pPEaKIMii MPOH3BEIEHA Ha
OCHOBAHMH CJIEAYIOIIMX KPUTEPHUEB:
ouenv yacmo (Oonee yem y 1 u3 10 BaKIIMHUPOBAHHBIX KUBOTHBIX ),
yacmo (6onee ueM y 1, Ho menee uem y 10 u3 100 BaKIMHEPOBAHHBIX KUBOTHBIX ),
neyacmo (6onee uem y 1, HO menee yem y 10 w3 1000 BakIMHHPOBAHHBIX
JKUBOTHBIX ),
peoko (Gonee yem y 1, HO menee wem y 10 m3 10 000 BakmMHHPOBAHHBIX
KUBOTHBIX ).
ouenv peoko (Menee 4eM y 1 u3 10 000 BakIMHHUpPOBAHHBIX KMBOTHBIX, BKIIKOYAs
CIIOHTaHHBIE COOOIICHHS).

17. CuMnITOMOB NPOSABICHUS JICNITOCIHPO3a WM JPYTHX IMATOJIOTMYECKUX
NPU3HAKOB NP MEPEIO3UPOBKE BAKIIMHBI HE YCTAHOBJICHO.

18. Ho6uBak® L4 MOMET NMPUMEHATHCS COBMECTHO ¢ BakmuHamu HobGupak®
DHPPi, HoGusak® DHP, HoG6usak® Puppy DP, sBnsiick OJHOBPEMEHHO
PacTBOPHUTETIEM.

Jlannbie 0 3GGEKTUBHOCTH U 6€30MACHOCTH NPU MPHMEHEHHH COBMECTHO C
JAPYTHMH JICKapCTBEHHBIMH MpenapaTamMu, Kpome Bakiua Ho6usak® npoTuB qymbl
IUIOTOSITHBIX, a/JICHOBUPyca co0ak 2 TUma, mapBOBHpyca cO0aKk W/WiM BHpyca
naparpunma cobak, OTCyTCTBYIOT. PemieHWe O NMPUMEHEHHMHM BaKIMHBI A0 WM
1OC€ TNPUMEHEHMs JIDYIMX JIKapCTBEHHBIX TMPENapaToB  NPUHUMAETCS
BETEPUHAPHBIM BPAauOM B MHAMBH/yaJIbHOM ITOPSIKE.

19. OcoOeHHOCTH NOCTBAKUIMHAIBHBIX pEAKIMHA NPH IEPBHYHOM HIIH
HOCJIEAYIOIMIMX BBEICHUAX BAKIUHBI HE YCTAHOBJIEHBI.

20. Cnenyer wuzberarb HapyIICHHH CXEMbl IPOBEACHHS BaKI[MHALIH,
MOCKOJIBKY ~ 9TO  MOJXET  MPHUBECTH K  CHWXKEHHIO  3(dexkrusHOCTH
MMMYHONPO(HUIIAKTHKY JIENTOCIHPO3a. B ciyyae nmpomycka odepeiHOro BBEICHUS
BaKIMHBI HEOOXOMMO ITPOBECTH MMMYHH3ALHIO KAK MOKHO CKOpEe.

21. Bakumna HoGuBak® 14 wHe mnpenHasHaueHa JUIi HPUMEHEHHS
IPOJYKTUBHBIM KUBOTHBIM.

HaunmenoBanue U anpec HMureper Untepnemnn B.B., Bum Jle
IIPOU3BOJCTBEHHOM mwiomanky Képsepcrpaar 35, 5831 AN Bokcmeep,
IIPOU3BOUTENS nexkapctBeHHoro Hupnepnangst / Intervet International
npenapara TS BerepuHapHoro B.V., Wim de Koérverstraat 35, 5831 AN
NPUMEHEHUSI. Boxmeer, The Netherlands.

Haumenopanue, azapec opranmsammm, OOO «Unrepser» (Poccms, 143345,
YIOJIHOMOYEHHOM JepakaresieM wim MockoBckas o6nacts, Hapo-®omunckuii
BJIA/ICITbLIEM PETMCTPALMOHHOTO paioH, noc. Censaruno, yiI.
yIOCTOBEPECHHS JIEKapCTBEHHOT'O i

npenapara Ha NPUHATHE NMPETeH3UI OT
noTpeduTes.

JIMpEKTOp MO PEeryiasTOPHBIM BOMPOCaM
00O «HHTEPBETY
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