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MHCTPYKIHA
10 BETEPMHAPHOMY MPMMEHEHHIO JIEKAPCTBEHHOrO TIpenapara
Hobumc® Salenvac T

Opranmzanus-pa3padoruuk: Muatepser Unatepuemnn b.B., Bum Jle Képepcrpaar
35, a/a 31 5830 AA Bokcemeep, Hunepnanasr / Intervet International B.V., Wim de
Korverstraat 35, P.O. Box 31 5830 AA Boxmeer, The Netherlands.

Howmep peructpaunonHoro yaocropepenust: 528-1-13.14-3891NelIBH-1-6.9/02970

I. O6mue cBeneHus

1. HaumeHOBaHME JIEKapCTBEHHOTO MpenapaTa JUisi BETEPHHAPHOrO MPUMEHEHHS:

Toprosoe HaumeHoBanue: Hooumuc® Salenvac T/ Nobilis® Salenvac T

MEXKIYHapOJHOE  HENaTCHTOBAHHOEC  HAWMEHOBAaHWE.  BaKIMHA  IPOTUB
CaJIbMOHEJIEe3a MTHUIl UHAKTUBUPOBAHHAS.

2. JlekapcTBeHHas popma: CyCIeH3Hs 11 HHBEKIIHM.

Opna posza Bakumsbl (0,5 MI1) COAECPKUT WHAKTUBHUPOBAaHHBIE (HOPMATHHOM:
OaktepuanbHble kiaetkn Salmonella Enteritidis PT4 (wramm  109) - 1x10°,
unynupyromue He Menee | RP™ u Gakrepuansubie kierkn Salmonella Typhimurium
DT104 - 1x10°, uagyumpyromme ne menee 1 RP’; renb TMAPOOKHMCH aMIOMHHHESA, TPHC,
MaJICHHOBAasl KUCJIOTa, HATPUS XJIOPWA, THOMepcayn, (opManpaerua H BOLY JUIS
WHBEKIUAM.

RP™ - ommnocumensnas akmusHoCms (Cpeonee 3Hauenue UMMYHHO2O Omeema,
nosyyennoe y kpoauxos 6 mecme «Cneyugpuueckas akmueHocmvy, pasnoe uiu 6oiee,
YeM UMMYHHbLI OMEem Ha 8aKYUHAYUIO Y YbINISM).

3. OpHopoaHas Hempo3pauHas CYCHEH3Us OT Oeaoro WM IpsA3HO 0eaoro Ao
KOPUYHEBOTO IB€Ta, 0€3 BUAUMBIX [OCTOPOHHUX BKMOUeHHM. [Ipu XpaHeHHH
JIOILy CKaeTCs BBIIIAIEHUE 0CA/IKa, KOTOPBIN JIETKO PECYCIICHIUPYETCS MPH BCTPSXUBAHHH.

CpoK roJHOCTH BaKIIMHBI B 3aKPBITOH YMAKOBKE MPOH3BOJUTENS COCTaBIAET 36
MeCALIEB C JaThl BBIMYCKA MPU COOIOACHHH YCIOBHI XpaHEHHS W TPAHCIIOPTHPOBKH.
Hcnonp3oBare B TeueHne 10 yacoB mocse BCKpBITHA ¢uiakoHa. [lo wcTeyeHHH Cpoka
TOJTHOCTH BaKLIMHA K MPUMEHEHHIO HE IIPUTOAHA.

4. Bakuuna pacacosana no 500 ma (1000 mo3) B macTukoBbie (UIAKOHHI,
YKYIIOPEHHBIE PE3MHOBBHIMU MPOOKAMH, YKPEIUIEHHBIMH AMIOMHHHEBBIMHM KOJITAYKAMHU.
®GnakoHBl C BaKIMHOWM YMAaKOBBIBAIOT B HWHAMBHIyallbHbIe KapTOHHbIE KOpoOkuH. B
KOKIYI0 KOpPOOKY BKJIAIBIBAIOT MHCTPYKLHIO MO NMPHMEHEHHIO BAKIIMHBI HA PYCCKOM
SA3BIKE.




5. XpaHuTh B 3alIMIIEHHOM OT CBeTa Mecte mpu Temmeparype ot 2 go 8 °C. He
3aMOPaXUBATh.
6. XpaHuTh B HEAOCTYITHOM JUISl IETEH MECTE.
7. MOIaKOHBI ¢ BAKIIMHOW C MCTCKIIMM CPOKOM T'OJHOCTH, OCTATKH BAaKLMHBI, HE
HCITOJIb30BaHHbIC B TeueHHEe 10 gacoB mociie BCKPHITUA (PIIAKOHOB, a TaKKe MIOJIKH U
IITPHIIBI TOJJTICKAT YTHITH3ALMHA B COOTBETCTBHH ¢ TPEOOBAHUAMH 3aKOHOIATEIbCTBA.

8. Otnyckaercs 6e3 perenta BeTEpUHAPHOTO Bpaya.

II. buosiornyeckue cBOMCTBA

9. Hobumuc® Salenvac T — MMMyHOOHOIOTHUYECKHI JIEKAPCTBEHHBIM npemnapar
JUTSL BETEPUHAPHOTO MPUMEHEHHUS (BAKIIMHA).

10. Bakmmra Ho6umuc® Salenvac T BbI3biBaeT (GOpMHPOBAHHME AKTHBHOTO H
NacCMBHOTO HUMMyHHTeTa K  Bo3OyaurenmsaMm  caiapMmoneimie3a S .Enteritidis wu
S Typhimurium.

AKTHUBHbIA HIMMYHHTET:

HWmmyHHBIH 0TBET K BO30OyauTessiM casibMoneruie3a S.Enteritidis u S. Typhimurium
dbopmupyercs uepe3 4 HeaeNld MOCe JABYKPATHOrO NPHMEHEHHS H COXpaHsercs a0 57-
60-HenenbHOrOo BO3pacTa. Takke TMPOJEMOHCTPHpPOBAHA 3alllMTAa MPOTHB APYTHX
canbMoHesu1 ceporpynmnsl B: S.Agona u S.Heidelberg.

[TaccuBHBIN UMMYHHTET:

Havano wmmyHuteTra: 1 geHb moclie  BBIIyIUICHHA.  [IpoaoimKHUTEIBHOCTD
MMMYHUTETa COXpaHseTca He MeHee 14 paHed mocne BbUTyIUIeHHs. [lacCHBHBIM
UMMYHHUTET NOCTE ABYKPATHOTO MPUMEHEHH S repeaaeTcs uepes 4 HeAe/Iu U COXPaHAETCS
10 59-HenepHOTO BO3pacTa POIUTEILCKON OCOOH.

Baknuna 6e3BpeaHa, ne4eOHbBIMU CBOMCTBAMH HE 00j1aaeT.

I1I. TTopsnok npUMEHEHUS

11. Bakumna npenHasHauyeHa i AKTUBHOW MMMYHH3allMd Kyp M IAacCCHBHOM
AMMYHHU3allUM  TOTOMCTBA C [EJIO CHIDKEHHS  BBIJACIICHUS  BO3OYIOUTENSI W
nHummposanus nTuil cabMonesuie3oM (S.Enteritidis u S. Typhimurium).

12. 3anpemiaercs npuBUBaTh KIMHUYECKH OOJIBHYIO W/HIIH OCJIA0JICHHYIO NTHILY, a
TAKXX€ MTHUIl B IEPUO SHLICKITAAKH.

13. Ilpu pabGote c BakuMHOH cieayeT coOMoaaTh OOIIKME MpaBUiIa JIMYHOM
TMTHECHBl U TEXHUKH O€30MaCHOCTH, MPEIyCMOTPEHHBIE MPHU paboTe ¢ JICKApCTBECHHBIMHU
npenaparaMu JUisi BETEPUHAPHOTO MPUMEHEHHUS.

IIpu cnyyaliHOM BBEACHUHU MpEMNaparTa YeIOBEKY CIEAYET HEMEICHHO 00paTUTHCS
B MEJMIIMHCKOE YUPekAeHUE (MIPH ce0e MMETh HHCTPYKIUIO IO MPUMEHECHHIO TIpernapara
WJTH THKETKY ).

14. BakuuHa He nipeiHa3HAYEHA JIUISl TPUMEHEHUS NITUIIE B MEPUO/T STHICKITAIKH.

15. BakiuHy BBOAAT BHYTPHUMBIIIEUHO B 00BEME 0.5 Mu1 (01HA 103a), HauuHas ¢ 4-
HEJICJIBHOTO BO3pacTa M crapiie, coOioas MpaBWiia aCeNTHKUA W aHTUcenTukU. [lepen
MPUMEHEHHEM BCTPSIXHY Th.

BakuuHy BBOAAT ABYKpaTHO ¢ uHTepBajioM B 4 Henenu. I[lepBas BakumHanms
MOXeT OBITh MTPOBEJICHA B BO3pacTe O-TH HEeAeNb, BTOPasi BaKIIMHALUA — He mo3aHee 16-
HEJIeJTLHOTO BO3PACTa.




[Ipu BBICOKOM pHUCKE 3apaK€HHS BO3MOXKHA BAKLMHALMSA LBIILUIAT B CYTOYHOM
Bo3pacte B o0beme 0,1 M1 ¢ moBTOpHOM MMMyHU3amuen yepes 4 Hepenu B oOobeme 0,5
M. B ciyyae mpuMeHEeHHS MO 3MUAEMUOIOTHYECKUM MOKA3aHUAM Y CYTOYHBIX LBIIUIAT
BAKIIMHY  PEKOMEHAYETCS  BBOAWTh  MNTHUIE W3  HEBAKUMHUPOBAHHBIX  H
HEUH(HUIIMPOBAHHBIX POJMUTEIHCKUX CTaJ B CBSA3U C OTCYTCTBHEM JIAaHHBIX O BIIUSHUHU
MAaTEPUHCKUX aHTUTEN B OTBET HA BAKLMHALIMIO.

Hapsigy co cxeMol BaknuHauuv, COOMIOJEHUE TUTHEHUYECKUX YCJIOBHM
COIEpXaHUs  OTULBI  CHOCOOCTBYIOT ~ CHIDKEHUIO  BEPOSTHOCTH  3apaKEHUs
CaJIbMOHEJUIE30M.

16. B Mecre WHBEKIHMH BO3MOXHO O0Opa30BaHHE MPOXOAIICH MPUIYXJIOCTH,
0COOEHHO MNpH BaKIMHAIIMK OJHOJHEBHBIX MBITUIIT, W3-3a COJEPKaHHUS B COCTaBe
BAKLMHBI AJBIOBAHTA. BakIMHALMA MOXET BBI3BIBATH BIOCTH, COHJIMBOCTH, XPOMOTY,
MPOXOASAIINE B TCUCHHE 2 THEH.

17. Peakuum mnpu nepeao3HpOBKE HE OTIMYAIOTCS OT HAOMIOJaeMbIX MOCHe
BBE/ICHUS OJJHOKPATHOM J03bI, HO MOTYT TIPOSABIIATHCS B O0Jiee BhIpaXEHHOU (popme.

18. lannbie o 3¢pdekTHBHOCTH U 0€30MACHOCTH MPH MPHUMEHEHHH COBMECTHO C
JPYTUMH JICKaPCTBEHHBIMHM MpenapaTraMu OTCYTCTBYIOT. PemieHHe O NPUMEHECHUHU
BAKLUHBI 0 WIH NOCJIC NPUMEHEHUS IPYTHX JIEKAPCTBEHHBIX MPEMapaToB MPUHUMACTCA
BETCPUHAPHBIM BpAauOM B WHIAMBUAyalbHOM nopsake. He cmemmBare ¢ apyrumu
BETCPHHAPHBIMHU JICKAPCTBEHHBIMH MpernapaTamMHu.

19. Oco0eHHOCTH MOCTBAKIMHAIIBHOW PEaKIUU MPH MEPBUYHON HIH IMOBTOPHOM
UMMYHU3AIHUHA HE YCTAHOBJICHBI.

20. Cnenyer u3beraTe HapyUICHHH CPOKOB MPOBEJICHHS BAKIIMHAIIMH, TTOCKOJIBKY
3TO MOXET MPHUBECTH K CHIKEHUIO J3(PQPEKTUBHOCTH HUMMYHONPO(PHIaAKTUKH
caJlbMOHeJIe3a NTHULL.

21. Msco, npoayKThl yOOS U stiflia, MOTYyUYEHHbIC OT BAKIIAHUPOBAHHBIX KHBOTHBIX,
UCIIOJIB3YIOT 0€3 OrpaHMYEHUN HE3aBUCUMO OT CPOKA BaKIMHALMH.

HaumenoBanus u agpeca HNurepser UnTepuewnn b.B., Bum /le
IIPOU3BOACTBEHHBIX IIOMAA0K Képeepctpaar 35, 5831 AN bokcmeep,
MPOU3BOIUTENA JIEKAPCTBEHHOTO Hunepnangsl/ Intervet International B.V., Wim
npenapara JJisl BETEpUHAPHOT 0O de Korverstraat 35, 5831 AN Boxmeer, The
PUMEHEHHUS: Netherlands

Mepk lapn suxa J{oym Duuman Xenc CJI., C/
Hennemun 6, Ilonmurono Wapactpuan Ounb
MonTansBo I, Ilapcena 38, Kapb6axoca-ae-na-
Carpana, 37008, Canamanka, Mcnanus/ Merck
Sharp & Dohme Animal Health S.L.,
C/Zeppelin 6, Poligono Industrial E1 Montalvo
I, Parcela 38, Carbajosa de la Sagrada, 37008,
Salamanca, Spain




HaumeHnoBanue, aapec opraHu3aium,
YIOJTHOMOYEHHOM JeprKaTesieM WU
BJIQ/ICIIBIIEM PETUCTPALIMOHHOTO

Y AOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapara Ha IPUHATHE NMPETEH3UH OT
noTpeOuTeNs:

JIupexTop no peryJaTropHeIM BOIPOCcaM

¥ BBIBOJIY IIPETapaToB HA PHIHOK
00O «HnTepBeT»

MC/] Duuman Xenc IOK Jlumuren, YoaToH
MbHop, YourtoH, MmuiitoH Keiinc,
Bakunaremmup, MK7 7AJ, BenukoOpuranus /
MSD Animal Health UK Limited, Walton
Manor, Walton, Milton Keynes,
Buckinghamshire, MK7 7AJ, United Kingdom

000 «HTEpBET (Poccus, 143345,
MockoBckas ob6mactb, ropoa Hapo-DomHHCK,
pabounii MOCEJIOK CensaTuHo, I
[TpombinuieHnas, gom 81/1).

CamouepHoBa A.B.




