BPOHUIPA 1 (BRONIPRA 1)

MHCTPYKLA

N0 BETEPMHAPHOMY MPUMEHEHHI0 lekapCTBeHHoro npenapara «BakuuHa BPOHUMPA-1 npoTve
MHOEKLMOHHOTO BPOHXMTa Kyp KMBaA Cyxad»

OpraHu3auus-pa3paboTumk: «/labopatopuoc Xunpa C.A.» /«Laboratorios Hipra, S.A.», ABga na
Cenbsa, 135 17170 Amep (*Kupora) Mcnanma

Homep perucTpaunorHoro yaoctosepenus 724-1-7.14-4022NeMBK-1-8.8/02657

|. O6wme cBefeHna
1. HauMmeHoBaHMe — NleKapCTBEHHOrO npenapata /ANA  BETEPUHAPHOrO  MPUMEHeHMA:
BPOHMMPA-1/BRONIPRA-1.
MexzyHapoaHOe HenaTeHTOBaHHOe HauMeHoBaHMe: BakuyMHa MpoTMB MHGDEKLMOHHOrO BPOHXMTa Kyp
*XMBaA Cyxas.
2. JleapcTtBeHHaA opma: MODMAM3AT ANA  MPUrOTOBNEHWA CYCMEH3MM ANA  OKYNAPHOTO
(MHTpaHa3anbHOro) NPMMEHEHMS!, BbiNauBaHMA W KPYNHOAMCNEPCHOMO PacTblieHMs (Cpen-MeTog).
B 0pHOM MMMyHH3MpYtowuelt Zo3e (0,03 Mn) cogepiuTcs He meree 1030 M50 BipyCa MHDEKLMOHHOMO
6poHxuTa Kyp, Wwramm H-120.
3. Mo BHewWwHeMy By BaKUMHa NMPeACTaBNAeT COBOM CyXylo MOPMCTYIO MacCy Ke/TOBaToro LipeTa,
XOpOLWO  PacTBOpUMYI B Boje Ge3 06pa3oBaHmMs X/I0MbEB M ocadka. CpOK FOAHOCTM BaKuuHbl 18
MecqUeB C jatbl  BbiMycKa Mpu COBMOZEHNM YCNOBMM XPaHEHMA W TpaHCMOpTMpOBaHus. Mocne
BCKPbITMA (P/laKOHa BaKLMHY HEOBXOAMMO MCMONb3oBaTh B TeyeHue 1 vaca. Mo McTeyeHMu cpoka
rOAHOCTM BaKLUMHA K NMPUMEHEHUIO He MPUrodHa.
4. BakumHa paccacosana no 1000, 2500, 5000 403 (3 cM®) B CTeKASHHbIE (h/IaKOHbI COOTBETCTBYHOLLEH
BMECTMMOCTM, TEPMETUYHO YKYMOPEHHblE Pe3VHOBbIMM MPOOKaMM, YKPEMIEHHbIMU KOMayKamu.
1aKkoHbI C BAKLMHOM yNakoBaHbl B KapTOHHbIE KOPOBKM. B Kaayto KOPOBKY BKNaAbIBAIOT MHCTPYKLMIO
10 NPUMEHEHMIO BaKLIMHbI Ha PYCCKOM A3bIKe.
5. BaKumHY XpaHAT U TPaHCMOPTMPYIOT B TEMHOM MecTe npy Temnepartype ot 2 °C go 8 °C.
6. BakuuHy bpoHunpa-1 cniesyeT XpaHuTb B MECTax HeZOCTYMHbIX ANA AETeH.
7. OnakoHbl C BaKLMHOM 63 STUKETOK, C MCTEKLIMM CPOKOM FOAHOCTM, C HapyLIEHWEM LIeNOCTHOCTH
U/MIM TEPMETMUHOCTM YKYNOPKM, C M3MEHEHHBIM LIBETOM M/MIM KOHCUCTEHLMEN COAEPXKMMOro, C
Ha/M4MeM MOCTOPOHHMX MPUMECEN, a TaKKe OCTAaTKW BaKLMHbI, He UCMO/Ib30BaHHbIE B TeYeHe 1 4
nocne BCKPbITUA (1aKOHOB, BbIGPAKOBLIBAIOT M 06E33apaxMBalOT MyTeM KunaYeHus B Teyeue 30

MMHYT 1 06paboTKM 2% PacTBOPOM LUEN0UM MM 5% pacTBOpOM xnopamuHa (1:1) B TeueHmne 30 MUHYT.

YTumsaums  obessapaeHHON  BaKuuHbl  He  TpeGyeT  COGMIOAEHMA  CMEUManbHbIX — Mep
NPeAOCTOPOXKHOCTA.
8. OTnyckaeTca 663 peLenta BETEPUHAPHOTO Bpaya.

II. Gapmakonioruyeckue (6uonorudeckue) CBONMCTBa
9. GapmakoTepaneBTUYecKas rpynna: MMMyHOGHONOTMYECKHIA NIeKaPCTBEHHDINM Npenapat.
10. BakumHa Bponmumpa-1  Bbi3biBaeT OPMMpOBaHME WMMMYHHOTO OTBETa K  B03ByauTesio
MHGEKLMOHHOTO GPOHXUTA Kyp B TeueHue 14 CyTOK NoCie OAHOKPATHOrO APUMEHEHMS, KOTOpbIA
COXPaHAETCA B TeYeHMe 7 Hefeb.
BakuuHa 6e3BpeaHa, leyebHbIMM CBOMCTBAMM He 061adaeT.

[1l. MopAZoK NpUMEHEHKA

11. BakuuHa bpoHunpa-1 npegHasHaueHa 8 MPOMUAAKTMRM MH(DEKUMOHHOrO OPOHXMTA Kyp B
NNIEMEHHBIX W TOBAPHbIX NTULEBOAYECKIX XOANCTBAX Pa3/IMYHOIO HaMPaBIEHNA BbIpaLLMBaHHA.
12. 3anpelueHo BaKUMHMPOBATb KIMAKMYECKK BOMbHYI0 1/ 1M 0CNABNEHHYI0 MTMLY.
13. Tpu paboTe C BaKLWHOM HEOBXOAMMO COO/IOAATL 0BLIME MPABMAA JIMYHOM TUrMEHBI M TEXHUKM
6e30MacHOCTH, MpeAyCMOTpeHHble MpY \paboTe  C JIeKapCTBEHHbIMM CPEACTBaMU BETEPUHAPHOTO
Ha3HayeHus.
Bce /mua, npuHMMaloime yyacTie B NpoBEAEHMN BaKLMHALMM, JOMKHDI GbiTb OAETHI B CMIELOAEKAY
(KOMBMHE30HbI WAM| Xanarbl, Canoru, KOMaku MM KOCbIHKM, PE3MHOBbIE MEpYaTKu) U oGecreyeHsl
MHIMBMZYaNbHbIMM, CPEACTBAMM 3aLMThI (OYKM 3aKPbITOrO TWMA, PECTIMPATOPbl MM Map/ieBble
noBA3ku). Mocne paboThl CredyeT NPUHATL Ayll, TWATEbHO BbIMbITb PyKU C MbIIOM, NepeofeTbca. B
MecTax paboTbl JO/KHA 6biTb anTeyka AoBpaye6HoM nomowy. Bo Bpems BakuMHaLMM 3anpeLiaetca
npyeM BOZbI M MULLM, Ky-PeHMe.
Y Cny4anHOM NonagaHuy BakUMHbI HA KOXY MW C/M3UCTbIE 060JI0YKM UX PEKOMEHAYETCA MPOMbITH
6ONbLUMM KONMYECTBOM YUCTOM BOAbI. B C/lyyae pa3nmBa BaKUMHbI, 3apaKeHHbIH Y4aCTOK nosa M
NOYBbI 3a/IMBAKOT 5% PacTBOPOM X/I0PaMMHA UM €KOTO HaTpHs.
14. BaKupHa MOeT 6biTb NPUMEHEHA B NEPUOA SMLIEKIAZKH.
15. BaKuMHALMM NOANEXMT KAMHMYECKM 3F0POBAR NTMLA, HAYMHAA C CYTOYHOTO BO3pacTa 1 CTaplue.
BakuuHy BBOAAT OKYNIAPHO (MHTPaHa3a/bHO), METOJOM BbiMaMBaHMA M KPyMHOAMCNEPCHOrO
pacrbifieHus (Cnpei-meTog).

OKyAApHbIL (UHMPAaHA3abHBIU) Memod
Conepmmoe hnakoHa C BaKLMHOW PacTBOPSIOT B CTEPUABHON AUCTUNIMPOBAHHON BOZE M3 pacyeta:
1000 403 BaKuMHbI Ha 30,0 MA Bogbl. Kaxpok nTuue npu MOMOLM CTaHAAPTHOM F/1a3HOM MUMETKM
3aKanblBaOT B HO3API0 MM HAHOCAT Ha KOHbloHKTMBY 0,03 M1 (1 Kanis) pa3BeaeHHON BaKLmHbI U
NPUAEPKMBAs [OJI0BY B FOPU3OHTA/IBHOM MOJIOKEHMU B TeYeHMe  1-2 CeKyH.
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Memod 8binausarus
[N np1MEHeHMs BaKLMHbI HEOBXOAMMO MCTIOb30BATL CBEXKYI0, YMCTYHO, CBOGOAHYH OT MOHOB Kene3a
1 X/10pa, OXNAXKAEHHYI0 4O KOMHATHOM TEMNepaTypbl MUTLEBYIO BOAY.
CucTeMbl BOA0OBECTIEYEHNS, MMEIOLMECS B XO3SMCTBAX MEPES WMMyHW3aLMel AOMKHbI 6biTb
TIWATE/IbHO NPOMBITbI 6€3 NPUMEHEHNSA Ae3MHDMLMPYIOLMX CPEACTB U MPOCYLIEHbI.
MTML BaKUMHUPYIOT U3 pacyeTa OAHa /403a Ha rosoBy.
Bn1aKoH C BaKLMHOM A0 %2 06bEMA 3aN0NHAIOT BOZOM, 3aKpbIBAIOT PE3MHOBOM NPOBKOM U BCTPAXMBAIOT
10 NO/IHOTO PacTBOPEHUA Mpenapara.
CogepximMoe BbIIMBAIOT B €MKOCTb, COAEPXaLLyl0 06bem BOAbl, HEOGXOAWMbIM AN noTpebaeHus
nTULEN B TeyeHue %-1 4, MCXOAS U3 pacyeTa:

BO3PACT MTHLIbI (HEAE/b) OBbEM BOZbI, HEOBXOAMMbIiA A1

BAKLMHALIMM 1000 FOJ10B MTHL| (/1)

1-3 5-10
4-9 12-23
10-16 27-31

Mepes Hayanom BaKLMHALMM NTUL BbIAEPKUBAIOT 6e3 BOZbI 3MMOH B TEYEHME 2,4acoB, ETOM - 1
yaca. Heobxoaumo He fonyckatb BO3AEHCTBMA NPAMbIX COMHEYHbIX Jy4elt HA MOV/IKM C pa3BeaeHHOM
BaKUWHOM. Mojaya Bodbl pa3peluaeTcs nocae MoHOro noTpeéaeHms PacTopa BakLyHbI (MPUMepHO
yepes 1-2 vaca). [lo 1 BO BPEMS MMMYHM3ALMM HEOBXOAUMO 06eCTiBYUTE CBOBOAHBIX JOCTYMN NMTULBI K
KOpMaM.

Memod KpynHoducnepcHo20 pacnblierus (cnpeli-Memoo)
BaKwyHaLWio NPOBOAAT MM MOMOLLM CrewasbHbIXPacbLIATENEH, TeHEPUPYHOLLMX MOHOAMCTIEPCHbIE
yacTuubl Avametpom 140-170 MKM. BakupHy.pacTBOPSIOT B YMCTOM mpoxnagHoit Boge (21-28 °C),
CBOGOAHON OT MOHOB Xenesa W x/iopa, M3 _pacyetar(opueHtposouHo) 1000 403 mpenaparta: Ha
0,20-0,25 n BoAbI NPY UMMYHM3ALMHACYTOLHBIX UpINAAT uan Ha 0,5-1,0 1 Bodbl - NpU MMMYHM3aLMM
nTuL 6ontee CTapluero Bo3pacTa.
[NS MCK/IIYEHNA MOTPELUHOCTEM B MMMYHM3aLUMM PEKOMEHZYETCS NpeABapUTENIbHO OMpedenuTb
NPOU3BOANTENBHOCTb MCMO/Ib3YEMOFO PacrbiIMTENs MyTeM Pa3bpbiariBaHus PacYeTHOro KOJMYeCTBa
YMCTON BOAblaGE3 ( BakiyHbl. TloKasaTenem MpaBWbHO MPOBEAEHHOM WMMYHM3aLMM SBASETCA
PaBHOMEPHOE YB/IaXHEHWE NepbeBOro NOKPOBA rO/0BbI LibIM/AT.
B NTUYHMKE OTKAIOYAIT BEHTUNALMIO, YMEHBLIAIT APKOCTb OCBELLEHMSA, YTO YCMOKaMBaeT MTMLY M
CMoCOBCTBYET \ee CKY4MBaHWIO. BKIOYAIOT CUCTEMY BEHTMASLMM M BOCCTAHaBIMBAIOT YpOBEHb
ocBelljeHis, yepe3 20 MUHYT Noc/ie OKOHYaHWA BaKLMHALMM.
16:TIpy. PUMEHEHNM BaKLMHbBI B COOTBETCTBMU C HACTOALUEH MHCTPYKLMENM NOGOYHbIX ABAEHMM M
OCNOKHEHMIA He OTMeYaeTCs.
17/ CAMNTOMOB MOABNEHNA MH(EKLMOHHOTO GPOHXMTA KYP MM APYrMX MaTosorMyeckmx NpuaHakos
npu Nepefo3vpoBKE  He YCTaHOB/EHO.
18. B3aumopeiiCTBie C APYIUMM NIEKPCTBEHHbIMM NPENnapaTamy He BbABEHO.
19. OcobeHHOCTeN MOCTBAKUMHANbHBIX PEAKLMH MPU MEPBMYHON MAM MOBTOPHONM MMMYyHW3AUWM He
YCTaHOB/IEHO.
20. Cnepyet m30eraTb HapylieHMA CPOKOB MPOBEAEHWA MMMYHM3ALMM, YTO MOXET MPUBECTU K
CHUKEHMIO 3DdEKTUBHOCTU BaKLMHOMPODUNAKTUKM MHDEKLMOHHOTO GPOHXMTA Kyp.
21. OrpaHuyeHHit B UCMIOb30BAHWM MSACA W ALY OT NTMLbI, MPUBUTOM BaKLMHOM bpoHunpa-1, Het.

HanmeHoBaHWA 1 afpeca NPOM3BOACTBEHHbIX MAOLAAOK MPOM3BOAMTENA NIEKAPCTBEHHOrO Npenapara
[ZNA BETEPMHAPHOTO NPUMEHEHMA:

«Jlaopatopuoc Xunpa C.A.», agpec: Aga na Cenbsa, 135 17170 Amep (MupoHa) WUcnanua/
«Laboratorios Hipra, S.A.», address Avda. la Selva, 135-17170 Amer (Girona), Spain

HaumeHoBaHWe, ajpec — OpraHuMsaumMM,  YMOJHOMOYEHHOW — AepwarteneM WM BRadeniblem
PEruCTPaLMOHHOrO YAOCTOBEPEHUS JIEKAPCTBEHHOrO Mpenapata Ha MpUHATUE MpeTeHsud ot
notpebutens:

«/Jlabopatopuoc Xunpa C.A.», agpec: Asga na CenbBa, 135 17170 Amep (Kupona) Mcnawua/
«Laboratorios Hipra, S.A.», address Avda. la Selva, 135-17170 Amer (Girona), Spain



