MHCTPYKILIMA
110 IprMeHeH 0 BakLuHbl Bonssak® AE+FP MLV npoTuB HHGEKIMOHHOTO
3HIEe(haTOMHENINTa U OCIIBI KYP JKMBOM CyXOH ¢ pazbaBuTeIeM
(Opranuzanus-paszpaborunk: “Boehringer Ingelheim Vetmedica GmbH”, I'epmanus)

L. OBIIHME CBEJEHMA

1. Toprosoe nanmeroBanwme: Bonssak® AE+FP MLV (Volvac® AE+FP MLV).

MexnyHapo/HOe HellaTeHTOBaHHOE HAaMMEHOBaHHUE: BaKLIMHA IIPOTHB
MH(pEKIIMOHHOTO SHIe(haTOMHENNTa | OCIIBI Kyp JKHUBas cyXas ¢ pa30aBUTENEM.

2. JlexapctBeHHas ¢opMa: JHOGUIM3AT ISl NPUTOTOBIEHUS pacTBOpa Ui
WHBEKUHMH (BaKIMHA) M pacTBOP Uil HHBEKIWH (pa3baBurtens). BakiyHa H3rOTOBIEHA
U3 3KCTpa’MOpPHOHANIBHOM JKHUAKOCTH W CyCHeH3HH romoreHata Ttyiexk CIID-
5MOPHOHOB Kyp, WHOHLHPOBAHHBIX BHpPYCaMH HHOEKIHOHHOIO SHIUE(aTOMUETUTA
ntul (wramMm  Calnek 1143) w Bupyca ocmel Kyp (murtamm — Homologous), ¢
nobasnenueM 0,0037 mn crabunmsaropa (o0emxupeHHoe Mmoyioko (125 mr/m),
nuruapodocdar natpus (0,6 mr/mi), NZ-Amun (tun AS) (25 mr/min), rugpodocdar
xanusa (1,6 mr/mi), caxaposa (87,5 mr/mi), rmyramar Hatpus (1,4 Mr/mi), copOUTOII
(37,5 mr/min), pacTBOpeHHbIE B BOJIE JUII HHBEKIIHI), a TAKXKe pacTBOpa reHTaMHIMHA
cynetara — 0,00005 mn, pactBopa neHHIWLIMH-cTpenTomunuHa - 0,00005 mn B
Ka4yecTBE KOHCEPBAHTOR B OJIHO NPUBHUBHOI J103€.

BakiiHa MOCTaBISeTCs CO CIELUAIbHBIM CTEpHILHEIM pa3basureneM Bombspak®
FP (Volvac® FP).

PazbaButens npezncrasisier codoit crepunbHbIi (ocdarHo-OydepHBIi pacTBOp
(pH 7,0-7,8) ¢ nobaenenuem riuuuepusHa (295 mr/mi), xmopuna Hatpus (8 mr/mi),
ruapodocdara xanus (1,6 mr/min), nuruapodocdara xamust (0,18 mr/mi), kpacutens
Orange Color, Bons! mis HHBeKIME 10 1,0 MiT.

Ilo BHemHeMy BHAY BaKLMHA MPEACTaBIseT COO0OM CYXyl0 OIHOPOIHYIO
MIOPHCTYIO Maccy OeKeBOro 1BeTa, pazdaBUTeNb - MPO3PAYHYIO )KHUIKOCTE OPAHIKEBOTO
BETA.

Bakimua pacdacosana no 1000 mpuBuBHEIX 703 (7,8-8,2 cM’) B CTEKISHHbBIE
(nakoHsl, pa30aBUTENb — B TIOJIMATUIICHOBBIE (QuakoHb! 1o 10,0 MII COOTBETCTBYIOMIEH
BMECTUMOCTH. (DIaKoHBI TepPMETHMYHO YKYNIOPEHBl pEe3WHOBEIMH MPOOKaMH,



VKPEIUICHHBIMH ~ &FOMHHHMEBBIMH  KonmaukamMHu. DIakoHBl C Bak[OHHOHM TIIOCIHe
THUOodHIH3AINY BaKyyMUPOBaHEL

3. ®nakoHBEI ¢ BaKLHHOM U pa30aBUTeNeM YHaKOBaHEl B OTJACHbHBIE KAPTOHHEIE
WIH NacTHKOBbIe KopoOKkH no 10 ¢gaaxoHoB B Kakayw. B KopobKy ¢ BaKuyHON
BKJIaZBIBAIOT MHCTPYKUMIO IIO €6 NPHUMEHEHHIO Ha pPycCKoM s3plke. B KopoOky c
paszdaBUTENeM BKIIAJBIBAOT JABYXUIOJIBYATHIE JKEJIOOKOBBIE UHBEKTOPHL.

Cpok TOAHOCTH BaKUMHEI - 36 MecALeB, a pazbaBuTens — 5 JIeT ¢ JaThl BEITYCKa
npy cOOMIONIEHHH YCIOBHH XpaHEHHSA M TpaHCHOpTHpoBaHHA. Ilo HCTeueHHH cpoka
TOTHOCTH BaKLIMHA U pa3baBUTeNb K TPAMEHEHHUIO HE IPUTOIHEL.

4. Baxuyby XpaHaAT M TPaHCIOPTHUPYIOT B CYXOM TEMHOM MECTE IIpH
Temneparype ot 2°C o 8°C, a pasbasurens - npu Temiieparype ot 8°C mo 25°C.

5. Bakuumny u pasdaBuTeinb CleLyeT XPaHWTb B MeCTax, HEHNOCTYITHBIX AJid
JeTen.

6. @nakoHEl ¢ BaKUWHOH M pazdaBuTeneM 0e3 DTUMKETOK, ¢ MCTEKIIMM CPOKOM
FOAHOCTH, € HapylleHMeM LeNIOCTHOCTH W/WAM TepPMETHYHOCTH YKYMOPKH, ¢
H3MEHEeHHBIM [BETOM W/WH KOHCHCTEHLHEH COIEep)KUMOro, ¢ HAlUYHEM ITOCTOPOHHUX
IIPUMECEi, a TaKe OCTaTK{ BaKLMHBI, HE HCIIOAb30BAHHBIE B TeYEHHE 3 4acoB Mocie
BCKPBITHS (PNIaKkoHOB, Monanexar BeiOpakoBke. Bakuuny o6e€33apaXHBalOT OyTeM
KUTIAUeHHs B Teuernue 30 MUHYT.

Ytunuzanus pasdaputens #  oDe3zapaXeHHOM BakUMHbLI  He  TpedyeT
COOJIONCHMUS CTIELMAIBHBIX MEP IPEeIOCTOPOIKHOCTH.

1. BUOJIOTMYECKHE CBOMCTBA

7. Bakumna Bombsak® AE+FP MLV BhisbiBaeT (hOPMUPOBAHHE MUMMYHHOTO
OTBETA K BO30OYAWTENsIM HH(EKIMOHHOTO 3HUE(QANOMIENNTA IITHLL ¥ OCITEl KYD uepes
21 JIeHPb MOCHe OJHOKPATHOTO NPHMEHEHHs, KOTOPBIH COXpaHAEeTCs B TEUEHHE BCEro
POAYKTHBHOTO TIepHONa NTHLIBE H TEpPeNaeTcs IIOTOMCTBY, HOJNY4YEHHOMY OT
BaKIIMHHPOBAHHEIX POJHTENEH.

B omHOM NpUBHBHOH 7103¢ BaKIMHBI comepimTcs He MeHee ueM 10%° DU,
BUpyca MH(eKIMmoHHoTo sHIedanomMuenuTa ntul (tutraMmMm Calnek 1143) 1 He MeHee
uem 10*° DU]Ls, Bupyca ocst kyp (mrramm Homologous).

Bakmyna 6e3BpenHa, jeueOHBIMU CBOMCTBAMH He 00/1aqaeT.

1. IIOPAINOK ITPMMEHEHNWA
8. Baxmmna Bomssak® AE+FP MLV npenuasHadeHa s OpoQUIaKTHKH
HHOEKIHOHHOrO SHIe(aTOMHUENMTa ITHL, ¥ OCHBl Kyp B INIEMEGHHBIX M TOBAapHBIX
NITHIEBOMYECKHX XO3AHCTRBAX Pa3sIMuHOro HAPABJIEHUS BRIPAILUBAHWS.

9. 3anpenaeTcst IPUBKHBATh KIIHHUYECKHA OONBHYIO W/HIH OCIabIeHHYIO ITHLLY,
a Taloke NTHLY paHee 10-HemenbHOro BO3pacTa MW Kyp 3a 4 HEAenW ¥ IO3[HEE N0
NIpEAnoNaraeMoro Hadana sSHieKsiagky.



10. Bakunrauuy nojyiexkar Kypsl, HauvHas ¢ 10-HenensHOro Bo3pacra.

BaknuHanuo ocyIlecTBIAIT OAHOKPATHO METOJOM IPOKaNBIBAHUS NIEPEIIOHKH
kpeiia (1 moza B 0,01 Mi) ¢ IOMOIIBIO ABYXHMIONILYATOrO JKEIOOKOBOIO MHBEKTOPA,
KOTOPBIH IOCTaBNIACTCS B KOMILIEKTE ¢ pasdaBHTENeM.

Ilepen nprMeHeHWeM BaKUHHY pecycneH3upyroT M3 pacueta 1000 no3 Ha 10 Ma
pazbasuTens Bosneeak® FP. J{us aroro ¢ (ITaKOHOB YHANSIOT PE3MHOBHIE TPOOKH,
MIOJIOBHHY COJIEPKHMOT0 pazbaBUTeN IEpeHOoCAT BO (IakoH ¢ BaKIMHONA. (DIakoHsI
3aKpBIBAIOT  PE3WHOBBLIMH  IIpoOKaMHM M TIIATENBHO BeTpaxusaroT. Ilocne
pPECYCTIEH3UPOBAHHS BaKIUHY OOBLEAMHSIOT C OCHOBHBIM 00BeMOM pazbaBuTeNns U
TIIATENBHO BCTPAXUBAIOT A0 00pa30BaHUs OAHOPOIHOM CMECH.

Wrnel mHBEKTOpa TOTPYKAOT B PACTBOP A0 3arOIHEHHst 000X KenoOKOR.
Ilepenonky kpbuia nepdOPHUPYIOT C BHYTPEHHEH CTOPOHEI, W30erast KacaHus Iephes,
Wrnsl annnmdkaTopa NOrpyKamT B pacTBOP BAKLUKHEI NTepes KaKI0H HHBEKIHAEH.

Ilepen BakuuHanuell M nocne Hee HINbl MHBEKTOpPA NPOTHPAIOT BaTHLIM
TAMIIOHOM, CMOYCHHBIM (MM3MOTOrMYECKHM pPACTBOPOM WM AMCTUAIHPOBAHHOM
BOIOM, IPOKAJIMBAIOT Hall MIJIAMEHEM TOPENKH ¥ oXJaKAaroT. Hng BakLMHAUUY HEelb3s
UCIIONIB30BATh ropsune Wribl. MHBEKTOPEl CTEPHAM3YIOT KUITUEHHEM B Teuenuwe 15
MHHYT.

Beex nTuu, coiepiKaumxca B OZIHOM  JIOMEIUCHMH, PEKOMEHIyeTcs
BaKIIMHUPOBATL ONHOMOMEHTHO.

11. CuMIITOMOB NPOsIBAEHHS] WH(EKLIMOHHOrO 3HLe()aTOMHUENUTa U OCIIbl MTHIL
WIH  JAPYTUX TIATOJIOTHYECKWX MPH3HAKOB INPM  TEPEelO3MPOBKE BaKUWHBI HE
YCTaHOBJIEHO.

12. IlocTBakuMHanbHAasA peakLUs XapaKTepU3YeTCa IIOdBIECHHEM B MeECTe
BBEACHUA BaKUMHBEI uepe3 7-10 nHeH yNIIOTHEHH:A, NOKPBITOTO CYXOH KOPOYKOI,
CaMOITPOU3BOJILHO HCYE3aA0ILEro B TeueHue 2-3 HEeNENb, Y4TO CIYJKHUT I10KazaTeieM
MMPABUIIBHO NIPOBEIEHHON HMMYHHU3aLUY.

13. Cnemgyet u3berats HapylLIEHHH CXEMBI [IPOBEIEHHUA BAKLIMHAIHH, TTOCKONBKY
3TO0 MOJKET TPHUBECTH K CHIDKCHMIO O(P(EKTUBHOCTH HMMYHONPOQHIIAKTHKH
WHGEKIHOHHOTO SHIe(halOMUESTUTA ITALL ¥ OCIEI KyD.

14. TloGouHBIX SBIEGHMH M OCIOXHEHMH NpH NpPUMEHEHMM BaKUWHBI B
COOTBETCTBHHU C HACTOSLIEH MHCTPYKUUEH, KaK [IPaBUIIo, He OTMedaeTcs.

15. 3anpemaerca [OpHMEHEHWE  BaKIIWHBI BomsBax® AE+FP MLV
OJHOBPEMEHHO C APYTMMH HMMYHOOHOJIOTHYECKUMH IIperapaTaMu.

16. IlpomykTel y6os M AHUO OT BAKLUMHUPOBAHHOH NTHIBI pealu3yioT Oe3
OrpaBHYEHHUS HE3aBHCHMO OT CPOKOB BaKLIMHALIUH.

IV. MEPHI JIMUHOM ITPODUIAKTUKA

17. Tlpu pabore ¢ BakuuHOM ciaenyer cobmomates 0o0iye npaBwia JUyHOH
THTHEHB W TEXHHKH 0e30MacHOCTH, TIpeNyCMOTpeHHBle 1ipH  paboTte ¢
JIEKapCTBEHHBIMH CPEICTBAMH BETEPUHAPHOTO HA3HAUCHHS.



18. Bee nuna, yyacTBYrOIIME B NIPOBEACHHH BaKLWHALMHM, JOTDKHEI OBITh OICTEI
B CIIEUOAEKZIY (PEe3WHOBEIE callOTM, XanaT, OpIOKW, TONOBHOH yOoOp, DE3WHOBLIE
nepuaTkd) H olecrnedeHbl WHAWBHIYANbHBIMH CPENCTBAMH 3alUHMTHl - OYKaMH
3aKpBITOTO THNA M peclinpaTopaMy. B MecTax paboTel nomKHa OBIThH anTeuka nepBoi
noBpaueOHOM TOMOIIH.

19. Ilpu nomanaWMy BakUMHBL HA KOKY H/MIM CIOM3KMCThie 0OONOYKH HX
PEKOMEHIYETCsI [IPOMBIThE OONBIIHM KOJIHYECTBOM BOIONPOBOAHOM BOxEL B crmyuae
paznuBa BaKLUKWHB KOHTAMHHHPOBAHHBIM YYacTOK Iola HMIM IIOYBHI 3anuBawT 5%
pacTBOpOM XJIOPaMMHa WIHM €IKOro HaTpa.

IIpu cnyuaiinoM BBeACHMHM Npenapara YelOBEKY MECTO BBEACHMSI HEOOXOOUMO
obpaborate 70 % pacTBOPOM 3TUIOBOrO CHHPTA, O0paTUThCd B MEOULIHHCKOE
YUpeKAeHHE H cOOOIIMTE 00 3TOM Bpauy.

20. Opranusauus—npouspoautens: “Boehringer Ingelheim Vetmedica, S.A. de
C.V.”, Calle 30 No.2614 Zona Industrial, C.P. 44940, Guadalajara, Jalisco, Mexico /
“bépunrep Murensxafim Bermenuwka, C.A. ne CB.”, Kaiie 30 Ne 2614 3ona
Wnpycrpuan, C.[1.44940, 'sananaxapa, Xanucko, MeKkchka.

Mecto mnpousBoacTBa JiekapcreeHHoro tnpenapara: “Boehringer Ingelheim
Vetmedica, S.A. de C.V.”, Calle 30 No.2614 Zona Industrial, C.P. 44940, Guadalajara,
Jalisco, Mexico / “Bépunrep Mnrensxaiim Bermenuka, C.A. ge C.B.”, Katie 30 No 2614
3ona Uunyctpuan, C.I1.44940, I'sananaxapa, Xaaucko, Mekcuka.

Wuctpyxuusa paspaborana “Boehringer Ingeltheim Vetmedica GmbH” (Binger
Strasse 173, D-55216 Ingelheim/Rhein, Germany)} cosmectHo ¢ QOO
“buoMenBerCepruc” (r. Mocxgsa, 111402, PaccreTHas annes, 1.5).

PexomennioBano k peructpauuu B Pocentickoit ®eapepaunn OI'LY “BIHKH”.

Homep perneTpalinoHHOro yA0CTOBEPEHYS:





