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MHCTPYKLUA
N0 BETEpUHAPHOMY MPUMEHEHHIO BaKLIMHBI DHTEPU30 Wnentnc®

(Opranusauus-pazpadotumnk: «bepunrep Murenbxaiiv Bermennka I'm6X»,
Bunrep Iltpacce 173, I-55216 Unrenbxaiim/Peiin, ['epmanus / «Boehringer Ingelheim Vetmedica
GmbH», Binger Strasse 173, D-55216 Ingelheim/Rhein, Germany)
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Homep perucTpalioHHOTo y/10CTOBEPEHUS:

I. OBIUME CBEAEHMHA

1. ToproBoe HauMeHOBaHUE: DHTEPU30JI WUnentuc® (Enterisol Ileitis”).

MexayHapoJIHO€ HEMaTeHTOBAaHHOE HaWMEHOBAHME JIEKapCTBEHHOIO [MIpenapara: BaKLMHa Ui
NpOGUIAKTHKH CHHAPOMA JKENyJI0YHO-KUILIEYHOTO PacCTPOWCTBA y CBUHEM, BbI3bIBAEMOro OakTepuei
Lawsonia intracellularis, xuBas 1MoQUIM3MpOBaHHAs ¢ pa3baBUTENEM.

2. JlexapctBeHHas ¢Gopma: BakUMHAa — JUMOQUIM3AT A TNPUTOTOBIEHHUA CYCNEH3MH s
nepopajbHOro MNpUMEHeHUs; pa3baBuTeNb — pacTBOp Ui NEpOpalbHOro npuMeHenus. Bakuuna
M3rOTOBJIEHA M3 XXMBOW aTTEHYMPOBAHHOM KyNbTYpbl Lawsonia intracellularis (utamm MS B3903) ¢
Jn00aBlieHMEM caxapo3bl M JKelaTUHa B KauyecTBe CTaOMIM3aTOpPOB; pa30aBUTENL - CTEpUIIbHAs
JUCTUJIIMPOBAHHAs BOJA.

3. [lo BHelHeMy BHAY BakKlMHa MpPEJICTaBiseT cOOON CyXyl0 OJHOPOJHYIO Maccy OT CBETJIO-
’KEJITOrO JI0 30JIOTUCTOTO 1[BETa, pa30aBUTEIb - OECLIBETHYIO MPO3PAvYHYIO HKUIAKOCTD.

CpoK rofIHOCTH BaKLMHBI U pazbaBuTens - 24 Mecsla ¢ JaThbl BbIyCKa NPU COOIIOAEHUU YCIIOBUI
XpaHeHWss W TpaHcnopThpoBaHus. [locie mepBOro BCKPLITUA (uiakoHa HEOOXOAMMO HCIOJIb30BATh
BaKLMHY B TeueHue 4 yacoB. [1o cTeueHUH cpoKa roIHOCTHY BaKLMHA U pa30aBUTEb K IPUMEHEHHUIO HE
NPUTOIHBI.

4. Bakuuna pacdacoana no 10 go3 (6 cm ) 50 no3 (10 unm 30 cm ) 100 no3 (10 uau 30 cm ) B
CTEKJITHHBIE ()JIAKOHBI COOTBETCTBYIOLIEH BMECTUMOCTH; pa30aBUTENb - B MJIACTUKOBbIE (JIAKOHBI MO
20, 100 u 200 my. DrakoHbl C BaKIMHOMN 3alOJHEHbl MHEPTHBIM Ta3oM U FEPMETHYHO YKYINOPEHBI
PE3UHOBBIMH TIPOOKAMH, YKPETUICHHBIMH allOMHUHMEBBIMU Kosmnaukamu. DrakoHbl ¢ pazbaBuUTENEM
repMETHUYHO YKYMOPEHbl PE3MHOBBIMU MPOOKAMHU, YKPETJIEHHBIMHU aJIFOMUHUEBBIMHU KOJINAaYKaMH.

®dnakoHbl ¢ BaKLKMHON M pa3baBuUTeNleM yNaKOBaHbl B KapTOHHbIE KOpOOkU. B kaxayto kKopoOKy
BJIO’KE€HA MHCTPYKLIMS MO MPUMEHEHHIO Ha PYCCKOM S3bIKE.

5. BakuuHy u pasdaBuTtesib XpaHat npu temnepatype ot 2°C g0 8°C (B X0J0AUIBHON Kamepe), B
3alIMIIEHHOM OT CBeTa MecTe. 3aMopaKuBaHUe BaKLIMHbI U pa30aBUTEJIsl HE JOMYCKAETCH.

6. BakiuHy 1 pa36aBuTeNb ClelyeT XpaHUTh B MECTAX, HEJOCTYITHBIX JJIs JIETEN.

7. ®nakoHbl ¢ BakUMHOW W pa3baBuTeneM O€3 ITUKETOK, ¢ MCTEKIIMM CPOKOM TIOJHOCTH, C
HapyllleHHeM LEJNOCTHOCTH W/WIM TEePMETHYHOCTH YKYNOPKHM, C W3MEHEHHBbIM LBETOM W/WIM
KOHCHCTEHLIMEH COAEPKUMOT0, ¢ HalMuMeM TMOCTOPOHHUX MPHUMeECeH, a TakKe OCTaTKM BaKUMHEI, HE
MCIOJIb30BaHHbIE B TeuyeHHe 4 4YacoB Mocje BCKPHITUS (DIaKOHOB, MOJJIEKAT BbIOPAKOBKE |
o6e33apaKMBaHUIO MyTeM KunsueHus B TeyeHue 30 MUHYT uiau o6paboTke 2% pacTBOPOM ILUEJIOUYH HITH
5% pactBopoM xjnopamuHa (1:1) B Teuenune 30 MUHYT.



YTunuzauus o0e33apak€HHOW BaKLMHbI He TpebyeT COOMIOACHHSA CNELMalbHBIX  MEp
MPeI0CTOPOIKHOCTH.
8. Bakuuna Durepuson Mientuc® ornyckaercs 6e3 pelenTta BeTepHHapHOro Bpaya.

II. BUOJIOTMYECKWUE CBOMCTBA

9. Durepuson Unentnc® OTHOCHTCA K MMMYHOBHOIOTMYECKMM TIpENapaTam.

10. BakuuHa Bbi3biBaeT (GOpMHUpPOBaHWE AKTHUBHOIO MMMYHHOIrO OTBETa y CBUHEH K Oakrepuu
Lawsonia intracellularis yepe3 3 Henenu nocjie 0JHOKPATHOTO MPUMEHEHHUS, KOTOPbI COXpaHAETCs HE
meHee 17 Henelb.

B ogHO#l MMMyHU3MpYyOUIel 03¢ BaKUMHBI COAEPIHKUTCA HE MEHEE 4YeM 1x10*° TCIDs( xuBoii
aTTEHYUPOBAHHOW KyNbTypbl Lawsonia intracellularis (utamm MS B3903).

[I[puMeHeHHe BaKUMHBI CHIXKAET TOpPaXEeHUWEe CIM3UCTBIX 000JI0YEeK KHUILIEYHHUKA CBUHEH,
BbI3bIBaEMOro Oakrtepueid Lawsonia intracellularis, a Taxxe CBA3aHHBIE C JTUM HEOJHOPOIHOCTD
YKUBOTHBIX MO KOHAMLIMU U BECY, YMEHbILIEHHUE NIPUBECOB U UCTOLICHHUE.

BakuuHa 6e3Bpe/iHa, 1e4eOHbIMU CBOMCTBAMU He 00s1aaerT.

L. TIOPAJOK ITPUMEHEHUA

11. BakuuHa npeaHa3HaueHa Ui NpOPWIAKTUKM  CHUHApPOMA  KEIyJOYHO-KULIEYHOro
paccTpoiicTBa y CBHUHel (mpoiudepaTHBHON 3SHTEpONaTHH), BbI3bIBAEMOro OakTepueill Lawsonia
intracellularis, B He61aronoJy4yHbIX U YIpoKaeMbIX M0 AAHHOW 00J€3HU X035AHCTBAX.

12. 3anpeleHo NPUBUBATH KIMHUYECKU OOJIBHBIX W/WIIK 0CIabJEHHBIX )KUBOTHBIX.

13. Tlpu pabote ¢ BakUMHOI cieayeT coOnoaaTh oOLIMe MpaBUa JIMYHOM TMTHEHBI U TEXHUKH
0e30MacHOCTH, TpeAyCMOTpeHHble Mpu paboTe C JIEKapCTBEHHBIMM CPEACTBAMU BETEPUHAPHOTO
Ha3zHaueHUsl.

Bce auia, yyacTBywluMe B MPOBEACHWM BaKLUMHALUMM, JOJOKHBI OBITH OAETHI B CIELIOAEHKIY
(pe3vHOBBIE camord, XxajaTr, OplOKM, TOJIOBHOW yOOp, pe3MHOBblE TMepyaTku) W obecneyeHbl
WHIMBUIYaJbHBIMH CPEICTBAMU 3alMThl (OUKaMM 3aKpbITOro tumna). B mMecrax paboThl 10715KHa ObITh
anTeyka neppoii noBpauedHoi nomoiy. K yyacTuio B npoBeJ€HUN BaKLMHALIMK HE JOMYCKAIOTCA JMLa
C MpHU3HAKaMU PeCTTMPaTOPHBIX, KeJyJOYHO-KUIIEUHbIX, KOXKHBIX U aJlJIepruuyeckux 3ab01eBaHUM.

[1py momajaHWM BaKLMHBI HA KOXY W/WIM CIAU3UCTble O0DOJOUYKM UX PEKOMEHAYETCS TMPOMBITh
0O0JIBIIMM KOJIMYECTBOM BOAOMPOBOAHOM BOJbI. B ciyyae pa3nuBa BakLMHbI 3apaKeHHBIN y4acToK nosa
WK TOYBBI 3aUBalOT 5% pacTBOPOM XxJiopaMHuHa uiu 2% pacTBopoM eaxoro Hatpa. Ilpu ciyyaiinom
BBEJICHUM Tpernapara 4ejoBeKy, MEeCTo BBeJieHUs: Heobxoaumo obpadoTats 70 % pacTBOPOM 3THIIOBOIO
CnUpTa, 00PaTUTHCS B MEULIMHCKOE YUpexKJIeHHE U COOOLIUTE 00 3TOM Bpayy.

14. ’KuBOTHBIE B MEPHUO/ JIAKTALlMU U CYNOPOCHBIE CBUHOMATKU HE BAKLIUHUPYIOTCS.

15. BakiMHaUMy NMOAJIEXaT dKUBOTHbBIE, HAUMHasA ¢ 21-1HEBHOro BO3pacTa, HE3aBUCUMO OT Beca U
nopoabl. BakuuHy B J103¢ 2 MJ BBOAAT OJHOKPAaTHO MEpPOpabHO € MOMOILLBIO J103aTOpa, METOIAOM
BbIMAWBaHUSI C MUTHEBOM BOJOH MJIM C KUAKMUM KOpMOM. BakiuHy pacTBOPSAIOT HENOCPEICTBEHHO
nepes MpUMEHEHUEM.

Bo ¢nakoH ¢ BakuuHO# 106aBnsi0T pa3dbaBUTeNb U3 pacueTa 2 Ml Ha | UMMYHHU3HUPYIOLLYIO 103y
BaKlMHBI U THIATENILHO MEPEMELINBAIOT [0 MOJHOTO pacTBOPEHUs Mpenapara, NepeHocaT BO (JIakoH ¢
ocTaBlUeics YacTbio pa30aBUTENs U BHOBb EPEMELLUBAIOT.

Baxyunayus ¢ nomowwio oozamopa

Pa3BesieHHYt0 BaKIMHY BBOJST C TMOMOLIBI [103aTOpa WM TMUIETKM B POTOBYIO [0JIOCTH
nopoceHka B 00beme 2 Mil.

Baxyunayus ¢ numvesotil 6oooii

[lpy BakuMHAUWK C TMHUTHEBOH BOJAOM MCIOJb3YIOT UMCTblE MOMJIKHM, TIIATEJIBHO OTMBITBIE OT
AHTUMUKPOOHBIX, JE€3MHOULMPYIOLIMX CPEACTB M AeTepreHToB. [IUThbeByl0 BOAY CTaOMIM3UPYIOT
BHECEHHEM CYXOro o0e3KHpeHHOro Mosioka (2,5 r/n) uau Tthocyiabdara Hatpus (0,055 r/m).
HeoOxoauMoe  KOJMMYECTBO MMMYHH3MPYIOLUMX 03  pa3Bel€HHOW  HEMOCPEACTBEHHO  Iepej



NPUMEHEHHWEM BaKLMHbI BHOCAT B 00BEM BOJIbl, PACCUMTAHHBIA U MOTPEOJIEHHS JKUBOTHBIMH B
TeueHHe YeThIPEX YacoB, U BbINAUBAIOT IPYIIE BAKLMHUPYEMbIX CBUHEN.

Baxyunayus c sccuokum kopmom

[Ipy BakUMHALMKM C JKUIKMM KOPMOM CHUCTEMbl MOJAYM KOpPMa M CMECHUTENIbHOE YCTPOMCTBO
YUCTAT U MHTEHCMBHO MPOMBIBAIOT YMCTOW MUTHEBOW BOJOH, 4TOOBI 00ECNEYHTH OTCYTCTBHE B HUX
OCTATKOB aHTUMUKPOOHBIX MPENapaToB, MOKIIUX WK JE3MHPULMPYIOLHUX CPEICTB.

OnpenensioT KOJMYECTBO KOPMA, KOTOpOE JKMBOTHbIE TNOTPEONAIOT B TevyeHHe 4 4acos,
OCHOBBIBasICh HA YWCJIEHHOCTH >KUBOTHBIX, CPEIHEr0 MOKa3aTessd UX MaccChl Teja, a TaKkKe C y4eToM
KOJIMYECTBA KOpMa, KOTOPOE KUBOTHbIE MOTPEOUIIN B I€HDB, NPEALECTBYOLIMN AHIO BaKIIMHALMH, B TOT
NPOMEXYTOK BpPEMEHM, Ha KOTOpbI 3alylaHUPOBAHO MPOBEJEHME BAKUMHALIMK M PaCCUMTHIBAIOT
HeoOXoaMMoe KoJuuecTBO (iakoHoB. KoMuecTBO KOpMa, KOTOPbIH CBHHBM NOTPEOJIAIOT 3a CYTKH,
COCTaBIISIET, KaK NpaBuJiio, 4% oT Macchl Tesa (onpeie/IeHHOE B IepecyeTe Ha CyX0i KOpM).

BakiiiHy BOCCTaHaBJIMBAIOT C MOMOLLbIO pa30aBUTENs HENOCPEACTBEHHO TMepe] NPUMEHEHHUEM;
FOTOBYIO CYCTIEH3MIO JOOABIISIIOT B MOJIHOCTHIO FOTOBBIM CBEXMH KUAKMHA KOPM, NPUIOTOBJICHHBIA C
MCTOJIb30BAHUEM MUTHEBON BOJBI.

B kayecTBe aJibTEpHATUBHOIO BapuaHTa, A OOJEryeHuss paBHOMEPHOrO CMELIMBaHMsA
pa3sBeleHHY0 BAaKLMHY MOXHO JOMOJHUTENIBHO pa30aBUTh, YTOObI NOJY4YMTh OOJbLIKIA 00BEM.
Paz6aBneHne NpoBOAAT C MCIOJIL30BAHMEM CBEXel MUTHEBON BOJIbI, COJEpIKallel CyXoe 00e3KUpEHHOE
MOJIOKO B KonuuecTBe 2,5 r/nutp wiu tvocyibdar Hatpus B konuuectBe 0,055 r/nutp, a 3arem
CMEIIMBAIOT C JKUAKUM KopMmoMm. Crenyer yOeauTbes, 4TO pas3BeJEHHas BakKlMHA pPaBHOMEPHO
pacrpeiesieHa B )HIKOM KOPME.

16. [Tpx NpUMEHEHUH BaKLIMHBI B COOTBETCTBUH C HACTOSLIEH MHCTPYKUMEH MOOOYHBIX SIBJICHUH U
OCJIOKHEHHMI1, KaK TMpaBuUiO, HE OTMevaercs. [IpW pasBUTHM y JKMBOTHBIX IOCTBAKLMHAIBHOM
aJJIepruuecKoil peaklui MpoBOAAT CUMIITOMAaTHYECKOE JIEYEHHE.

17. TlposiBneHHe CUMITOMOB MpoJu(epaTHBHON IHTEPONATUN CBHHEHN, BHI3bIBAEMOM OakTepuei
Lawsonia intracellularis, i Apyrux naToJOrMYECKUX MPU3HAKOB NPH MEPEJO3MPOBKE BaKLMHbI HE
YCTaHOBJIEHO.

18. 3ampemiaercs NpUMEHEHHe aHTMOMOTMKOB W JpYrMX aHTHMOAKTepHalibHBIX [pernaparoB
JKMBOTHBIM B TeueHHe TpEX NHEH 10 M mociie BaKUMHALMM. 3anpeliaercss NPUMEHEHHWe BaKLMHbI
Surepuson Unentic”™ 01HOBPEMEHHO ¢ APYrUMH MMMYHOGHOIOPMYECKUMH Npenaparamy. Bakinnaunn
HE MOoJJIe)KaT XPAKU-NIPOU3BOAUTEIH.

19. OcobeHHOCTElH MOCTBAKLIMHATBHON peaklMy NPy NEPBUYHON UMMYHH3ALIMK HE YCTAHOBJICHO.

20. Cnenyer u3beraThb HapylIeHUI cXeMbl NMPOBEICHUS BaKLMHALIMHU, MMOCKOJbKY 3TO MOMKET
NPUBECTH K CHIDKEHHIO d((GEKTHBHOCTH WUMMYHONMPO(MUIAKTUKM KMBOTHBIX. B ciydyae npomycka
OuepeIHOrO BBEJIeHHS! HE0OXO0MMO NMPOBECTH UMMYHHM3ALIMIO KaK MOXHO CKopee.

21. IlpoaykThl y6Os M MSICO OT BaKLWHHUPOBAHHBIX JKMUBOTHBIX PEaNU3ylOT 0€3 OrpaHuyeHHs
HE3aBMCHMO OT CPOKOB BaKLMHALMH.

HaumeHoBaHus M aapeca npou3BojacTBeHHbiX «bepunrep Murenbxaiiv Bermeamka, MHk.», 2621

MJIOWAA0K npou3BoauTens JekapcrBenHoro Hopt bent Xaiiseii, Cent lxo3ed, Muccypu, CILIA

npenapara [uis BETEPUHAPHOTO NpuMeHeHns 64506 / «Boehringer Ingelheim Vetmedica, Inc.»,
2621 North Belt Highway, Saint Joseph, Missouri,
U.S.A. 64506;

«bepunrep MurenbxaiiMm Dnuman Xenc OnepeiilieHc
B.B.», C.JIxx. Xoyrennaan 36, 1381 CII Beecn,
Hupepnanast / «Boehringer Ingelheim Animal
Health Operations B.V.», C.J. van Houtenlaan 36,
1381 CP Weesp, the Netherlands



HaumMeHoBaHMe, aapec opraHu3auui, 00O «bepunrep Unrenbxaimy,

YIOJIHOMOUYEHHOM JiepaKaTesieM WU Poccuiickas ®@enepauns,

BJIaJICJIbLIEM PErUCTPALMOHHOTO 125171, MockBa, Jlenunrpaackoe mocce, 16A, ctp.3
yJI0CTOBEPEHHUS JIEKApCTBEHHOIO Mpenapara

Ha MPUHATHE NPETEH3UH OT

notpedurens/MiMmnoprep

WMHCTpYKLMs 1O NpUMEHeHMIo BakuuHbl DHTepuson Mnewmtnc® paspaGoTana jenapTamMeHTOM
BeTeprHapHbIX npenapatoB OO0 «bepunrep Murenbxaiim» (r. Mocksa).

C corjacoBaHMeM HacToOsIlled MHCTPYKLUMU YTPAuyuBaeT CUJIY MHCTPYKLMS MO NPUMEHEHUIO
BaKUMHbl DHTepuson Mientnc®, yTBepikeHHas 3amectuteneM PykoBoamurens PoccesnbXosHaazopa
14 mapra 2018 rona.



