COFHACOBAHO

NMHCTPYKLMA

110 BeTEpUHAPHOMY IIPHMEHEHHMIO BakuHbl Marenspak® HP-1

(Opranuzanus-pazpadborunk: «bepunrep urenpxaiim Betmenuka I'M6X»,
bunrep IlItpacce 173, JI-55216 Unrensxaiim/Peiin, ['epmanns / «Boehringer Ingelheim
Vetmedica GmbH», Binger Strasse 173, D-55216 Ingelheim/Rhein, Germany)

HomMmep peructpaimoHHOTr0 y0CTOBEPEHUS:

I. OOmmue creneHus

1. ToproBoe HauMeHOBaHHUe JeKapcTBeHHOro npenapara: Marenssak® HP-1 (Ingelvac® HP-
1).

MexayHapo/lHOe HeNMaTeHTOBaHHOE HauMeHOBaHHe: BaknuHa npoTHB reMoQHUIEIHOTO
nojucepo3uTa cBuHel (6osie3nu [ eccepa) HHAKTUBUPOBAHHAS.

2. JlekapcTBeHHas ¢popma: SMYJIbCUS 111 UHBEKIUH.

BakuuHa wm3roroBieHa u3 KyJlIbTyphl Oaktepuii Haemophilus parasuis (mramm Z-1517),
HHaKTHBUpOBaHHOM GopmanuHoM (0,5% mo obvemy), ¢ nobaBieHuem moHTtanuaa ISA 206 (45-
55% 1o 00beMy) U H30TOHUUYECKOTO pacTBOpa XJIOpU1a HAaTpHsl.

3. ITo BHemHeMy BH1y BaKIIMHA IPECTABIIET COOOH IMYIbCUIO O€JI0ro IBeTa.

Cpox TroJHOCTM BakLUUHBI - 36 MecsdlleB IpH COOMIOACHHUU YCIOBHH XpaHEHHS U
TpaHcnopTHpoBaHus. [locie mepBOro BCKpBHITHS (lakoHa BAaKIHMHY HEOOXOIMMO HCIOJIh30BaTh
HeMe uIeHHO. [1o ucTeueHnu cpoka roJHOCTH BaKIMHA K MPUMEHEHHIO HE TIPUTOIHA.

4. Baknuna pacdacorana mo 100 mi (50 103) B moausTUIEHOBBIE (hJTaKOHBI COOTBETCTBYIOIIEH
BMeCTHMOCTH. DIakOHBI TePMETHYHO YKYIOpPEHBbl pE3UHOBBIMH MpPOOKaMH, YKPEIUICHHBIMH
ATIOMUHUEBBIMH KOJImaukaMu. DIakoHbI ¢ BaKIIMHOHN yIakoBaHBI B KAPTOHHBIE KOpOoOKH. B kaxmyro
KOpOOKY ¢ BaKIIMHOH BJIO’KE€HA HHCTPYKIIHS 110 €€ IPUMEHEHHUIO.

5. Bakumny xpanst npu temrepatype oT 2°C mo 8°C. 3amopakBaHHWE BaKIIMHBI HE
JIOMyCKaeTCsl.

6. Baknuny cienyeT XpaHUTh B HEJOCTYITHOM JJIs IeTel MecTe.

7. ®nakoHBl ¢ BaKIUHON 0€3 3TUKETOK, ¢ MCTEKIIMM CPOKOM TOJHOCTH, C HapyIICHHEM
[IEIOCTHOCTH HW/WJIH TE€PMETHYHOCTH YKYIOPKH, C HM3MEHEHHBIM IIBETOM H/WJIA KOHCHCTEHIIHEH
COJICPXKMMOT0, C HAJTMYHEM MOCTOPOHHUX INpPUMECEH, MOJABEPrUIMECcs 3aMOPAXHUBAHUIO, MOJIEHKAT
BBIOpaKOBKe M 00€33apakKMBaHUIO IyTeM KulisgsdeHHs B TedeHue 30 MuUHYT uiu 2% pacTBOpOM
menoyn, win 5% pactBopoM xjopamuHa (1:1) B Tedenne 30 MUHYT ¥ yTUITH3UPYIOT.

Yrunuzamus o0e33apaKeHHOW BakKIMHBI HE TpedyeT CcoONoJIeHUsl CHEeMUaTbHBIX Mep
PEJOCTOPOKHOCTH.

8. Baknuna Unrenssak® HP-1 otnyckaercs 63 pellenTa BeTepMHAPHOTO Bpaya.

II. Buoixorunueckue cBoOMCTBa

9. Bakiuna MurensBak® HP-1 - uMMyHOOHOIOTHUECKUH JIEKapCTBEHHBIH Npenapar.

10. Bakuuna BbI3bIBaeT (OpMHpPOBaHHE MMMYHHOIO OTBETa y CBHHEH K TreMO(HIE3HOMY
nomucepo3uty (6onmesnu I'nmeccepa) uepe3 2-3 Hexenuw T1ocie OJHOKPAaTHOrO — BBEACHHUS
IIPOJIOJKUTENBHOCTBIO 6 MECSIIEB.

B onHOi MMMyHM3HpyIOLIEH 03¢ BakuuHbBl (2 MI) comepxkuTcs He MeHee 1,5x10°
OaKkTepHaIbHBIX KJIETOK Haemophilus parasuis.



Baknuna 6e3BpenHa, JeueOHBIMU CBOHCTBAMHU He 00Iaaer.
II1. I[Topsinox npuMEeHEHUS

11. BakmuHa mnpeaHa3HayeHa s NPOQHIAKTUKA TeMOGMIE3HOTO TOIHCEPO3UTa CBUHEH
(6one3nu ['eccepa) B HEOIAromoOMYYHBIX U YTPOXKaeMBIX 110 JaHHOH O0JIe3HH X03siicTBax.

12. 3amperieHo MPUBUBATH KJIMHUYECKH OOJIBHBIX H/MIIHM 0CIa0JIEHHBIX JKUBOTHBIX.

13. Ilpu paboTe ¢ BaKIMHOM cleayeT coOM0aaTh 00IMe MpaBuia JUYHOW THTHEHb] U TEXHUKU
0€30macHOCTH, NPEeAyCMOTPEeHHBbIE NpU paboTe C JIEKapCTBEHHBIMHM CPEICTBAMU BETEPHHAPHOTO
Ha3HauCHUs.

Bce nwmia, ygacTByromie B MpOBEISCHUM BaKIWHAIMK, JOJDKHBI OBITH B CHENOeXKe (Xaar,
OpIOKH HJIH KOMOMHE30H, PE3MHOBBIE CAIlOTH, TOJIOBHOH yOOp, pe3UHOBBIE EPYATKH) U 00ECIICUCHbI
HHIUBUAYATBHBIMHA CPEJCTBAMHU 3aIUTHI (OYKH 3aKpHITOrO THUIIA, pecnuparopsl). B Mectax paboThl
JIOJI’KHA OBITh anTeyKa MmepBoil 10BpaueOHOI MOMOIIH.

[Ipu monajaHKK BaKIMHBI HAa KOXY W/WIIN CIM3UCTBIE 000JIOUKH, UX PEKOMEH]IyeTCs IIPOMBITh
OOJBIIMM KOJIMYECTBOM 4YHCTOW BoOjbL. Ilpu ciyyailHOM BBEJIE€HUH BaKIIMHBI YEJIOBEKY MECTO
BBeJICHHS HeoOxomuMo oopadoTats 70% pacTBOPOM 3THIIOBOTO CIMPTA, OOPAaTUTHCS B MEAUIIMHCKOE
yUpeKIeHUE U COOOIUTH 00 3TOM Bpady.

14. BaknuHa npurojaHa Juiss HMMMYHH3alHHd CBUHOMATOK B JIIOOOH IepHo BOCIIPOU3BOCTBA, a
TaKXe B T€YCHHE CYNMOPOCHOCTH ¥ JakTalui. CBHHOMATOK IPUBUBAIOT OJHOKpPATHO HE Mo3aHee 2-3
HeJIeNb 10 OIopoca ¢ ebio (OPMHUPOBAHUS KOJIOCTPAJIIBHOTO IMMYHUTETA Y TOTOMCTBA.

15. BakuuHaIuy MoJjIexkaT nopocaTa 1 MaTOYHOE IIOr0JIOBbE CBUHEN.

BakuuHy BBOAST JKMBOTHBIM, HauWHas C TPEXHEAENBHOIO BO3pacTa, OJHOKPATHO
BHYTPHUMBIIIIEYHO B 00JIACTh LIIEH 32 YXOM B J103€ 2 MIL

Maro4Hoe MOToJIOBhE PEBAKIIMHUPYIOT Yepe3 Kaxkaple 6 MecsleB, HO He mo3jaHee 2-3 Heaenb
JI0 TIpeAToaraeMoi 1aTel oropoca.

BaknuHy mepel TpPUMEHEHHEM BBIJICP)KHBAIOT B TE€YEHHWE 3 YacOB MpPH KOMHATHON
temneparype (18-25 °C) u B3GanTeiBaroT. IInDpuibl M WIVIBI CTEPHIIM3YIOT KunsdeHueM. llpm
BaKIMHALIMKA JUIS KaXJIO0TO XHBOTHOTO HCHOJB3YIOT OTAEIbHYIO CTepUiIbHYIO Hriy. IloBepxHOCTH
KOYKH Ha MecTe BBeJIeHHs JIe3UHPUIUPYIOT 70%-HbIM 3THIIOBBIM CIIUPTOM.

16. Ilpn nmpuMeHEHWH BaKIMHBI B COOTBETCTBHM C HACTOALIEH MHCTPYKIMEH MOOOYHBIX
SBJICHUI M OCIIO)KHEHHWH, KaK MPaBWIO, HE OTMEUYaeTcs. Y OTAEIBHBIX JKUBOTHBIX BO3MOXKEH OTEK
IUIOTHOM KOHCHCTEHIIMH B MECTE€ WHBEKIMH, KOTOpBIA Hcue3aeT B TedeHHe 1-2 nHeil 6e3
MEJIMKaMEHTO3HOTO BMEIATeNbCTBA. [IpyU MPOSBICHUM y XKMBOTHBIX aHA(QMIAKTUYECKHX pPeaKluit
IIPOBOJIAT CUMIITOMATHYECKOE JICUEHHE aHTUTMCTAMIHHBIMH IIpETIapaTaMHy.

17. CuMITOMOB TIPOSIBIICHUsI TeMOGHUIe3HOro nonucepo3uta (6bonesnu [neccepa) uimm apyrux
[IaTOJIOTHYECKUX MPU3HAKOB MIPH MepeI03UPOBKE BAaKIIMHBI HE YCTaHOBJIEHO.

18. 3ampemaercss npuMeHeHHe BakuuHbl Muremssak® HP-1 oJHOBpeMEHHO ¢ JpyrHMH
HMMYHOOHOJIOTHYECKUMH TpenapaTaMy, a TakXke B TedeHue 14 CyTok 10 U mocjie NpUMEHEHUsS
JPYTUX BaKIIHH.

19. OcobeHHOCTEH MOCTBAKIMHAIBLHON peaklMH IMpH MEPBOM M TMOCIECAYIOIUX BBEIACHUSIX
BaKIIMHBI HE YCTAaHOBJIEHO.

20. Crnenyer u30erath HapylIeHUH cXeMbl NPOBEIEHHs BAaKLMHAIUHU, [TOCKOJIBKY 3TO MOXET
IPUBECTH K CHHKEHUIO 3()()EKTUBHOCTH MMMYHONPOGMIAKTHKE I'eMO(HIE3HOIO MOJIHCEPO3UTa Y
ceuHeil (Oosesnn ['nmeccepa). B ciaydae mpomycka OuepeHOTO BBEAEHHS BaKIMHBI HEOOXOAMMO
IPOBECTH UMMYHH3AIMIO KaK MOXKHO CKOpEe.

21. IIpoaykThl yOOsI OT BaKIIMHUPOBAaHHBIX KMBOTHBIX PEATM3YIOT O€3 orpaHudeHus uyepes 60
CYTOK MOCJe BaKUMHAIMU. B ciydae y0os KMBOTHBIX paHbIIE€ YKa3aHHOTO CPOKa MECTO BBEICHHS
BaKIMHBI HCCEKAIOT.

HanmeHoBaHus 1 agpeca mpou3BoAcTBeHHBIX «bepunrep MurensxaiiMm Anuman Xenc CIIA

IJIOMAI0K MPOU3BOIUTES JIEKAPCTBEHHOTO Wuk.», 2621 Hopt bent Xaiieii, Cent J[>xo3ed,

npernapara Jijis BeTepuHapHoro npuMmeneus — Muccypu, CIIIA 64506 / «Boehringer Ingelheim
Animal Health USA Inc.», 2621 North Belt
Highway, Saint Joseph, Missouri, U.S.A. 64506



HaunmenoBanue, afpec opranu3aiuu, 00O «bepunrep Marenpxaitmy,
YIOJITHOMOYEHHOH JeprKaTeieM Ui Poccutiickas @enepanus,

BJIAJICJIBLIEM PETUCTPALIMOHHOTO 125171, Mocksa, Jlenunrpazackoe mocce, 16A,
yIOCTOBEPEHHS JICKApCTBEHHOTO IIpenapaTa  CTp.3

Ha IPUHATHE IPETEH3UH OT

noTpeburens/Mimnoprep

UHCTpYKIHS 10 NpHMeHeHHIo Bakuuubl WurensBak® HP-1 paspaboTana enapTraMeHTOM

BeTepuHapHbIx npenaparoB OO0 «bepunrep Marenbxaiim» (r. Mocksa).

C coracoBaHHEM HACTOSIICH WHCTPYKIMH YTPayMBaeT CHUIY HHCTPYKIUS 110 IPUMEHEHUIO
Bakuuael VHrensBak® HP-1, yTeepixnenHas 3amectuteneM PykoBoautens PoccensxosHaazopa

29.03.2017 rona.



