MUHMUCTEPCTBO 3/IPABOOXPAHEHUSI POCCUMCKOW ®EEPAIIMI
VHCTPYKILIUA
10 MEJIMLIMHCKOMY IIPUMEHEHMIO JIEKAPCTBEHHOT O ITPETIAPATA
BakuuHa keJITOi JINX0PAAKH JKUBasi cyxasl
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BaxiyHa KeaToi TUXOpaJKy )KHUBas cyxas. |
I'pynnupoBo4YHOe HAUMEHOBAHHE

BakiHa Ui poQHIaKTUKH JKEJITOH JTNXOPAJIKH.

JlexapcrBennas gopma

JInodummsar Ui IPUTOTOBJIECHUS PACTBOPA ISl IOJIKOKHOTO BBE/ICHHS.
Cocras

OpHa 103a pacTBOpa JUIS TOIKOXHOIO BBEJCHHS COCTaBIIACT 0,5 M BOCCTaHOBJIEHHOTO
npernapara u COJIEPKHUT:

Jleticmeyiowee 6eujecmeo; BUPYC XKeEJTOH JTMXOPaKH MTaMM «17 JI» ne menee 1000 JI/1so wm
1600 BOE uu 3,0 log,, ME Bupyca

Benomozamenvhvle 6eujecmea: nakrosa (MoHoruapar) 20 mr; cop6uron 10 mr; L-ructuaun 1,2
mr; L-ananus 0,7 Mr.

[Ipenapar He CONEPXKUT KOHCEPBAHTOB ¥ AHTHOHOTHKOB.

BakiuHa BBIYCKAeTCs B KOMILIEKTE C pPaCTBOPUTENIEM — BOAA JUIA UHBEKIHH.

Onucanne

Baki#Ha - HOPHCTas Macca CBETJI0-PO30BOTO IBETA, THTPOCKOMHIHA.

BOCCTAHOBIEHHBIH Ipermapar — ONAIECHHpYIOmas JKHAKOCTh JKEITOBATO-PO30BOIO  IBCTA.
PactBopuTelns — OecrBeTHas pO3pavHast JXUKOCTh Oe3 3amaxa.

XapakTepHCTHKA Npenapara

BakimuHa SKENTOM JIMXOpAIKH MpeJCTaBiseT CO00H TOHKOM3MEbUEHHYIO TKaHb KypHHBIX
SMOPHOHOB, CBOOOIHBIX OT CrELHU(HICCKOU natorenHoii Mukpodops! (specific pathogen free-
SPF), 3apayKeHHBIX aTTeHyHPOBAHHBIM BUPYCOM JKEJITOH JIMXOPAJKH IITAMM «17]1», OUHIIEHHYIO
HeHTpH(yrHpOBaHHEM U JIHODHITH3HPOBAHHYIO.

dapmakoTepaneBTHYECKasi FPyNIa

MMUBII-Bakuuna

Kon ATX: JO7BLO1

HNMMyHOJIOrHYECKHE CBOICTBA

000000000



BakupHa CTHMYJIHpYeT BBIpaGOTKY HMMYyHHTETa K  BHPYCY JKENTOH  JIMXOPaJKH
IPOJIOJDKHTENBHOCTHIO He MeHee 10-15 ser.

IToka3anus K MPHMEHEHHIO

TIpodunakTHKa >KENTOH JMXOpajKu y JeTed ¢ 9-TH MECSYHOro BO3pacTa U B3pOCIHBIX,
HANPAaBJIAIOIMXCSl, IPOEIKAIOIIHX, HJIH TIPOXKHMBAIOIIHX B PETHOHAX, B KOTOPBIX PErHCTPHPYETCA
3a60J1€BAEMOCTD JKEJITOM JIMXOPAJIKOW; y JIUI, HAaNpaBIAIOIIUXCS B CTPaHy, BBE3/l B KOTOPYIO
TpebyeT HaTMYKsi MEXTYHaPOIHOTO CBU/IETENLCTBA O BAKI[MHAIIMH; @ TAKXKE Y JIHIL, paboTaromux
C )KUBBIMH KYJITYpaMH BO30yIHTENS KEITOU JIHXOPAIKH.

IIpornBoNOKa3aHusA

- Asuteprusi (THIIEPUYBCTBHTEBHOCT) K KOMIIOHEHTAM BAaKIMHBI, KypPHHOMY O€JKy;

- Cephbe3Hble HEXeNaTeNbHbIE PEAKIUM I0C/e MPEECTBYIOMEro BBEACHUS KaKou-1mu00
BaKIMHBI IPOTHB XKENTOM Juxopanku (temneparypa Boime 40 °C, OTeK M IMIEPEMHS B MECTE
BBEJICHHS CBBIIIE 8 CM B JIMAMETPE);

- Octpble MHpEKIMOHHbIE W HEHH(BEKIMOHHBIE 3a00JeBAaHMUs, XPOHHYECKUE 3a0osieBaHus B
cTa U 000CTPEH s WM JEKOMIICHCAIlMY — IPMBUBKHA [IPOBOZST HE PaHEE OAHOr0 Mecsla nocje
BBI3IOPOBJICHHS (DEMHUCCHUH);

- 3aboyeBaHus BHJIOYKOBOW JKene3bl (Tspkenas muactenus, cuuapom Jlu I'eopra, THMOMA),
COCTOSIHHE IOCTIE YAAJICHHUS THMYCA;

- IepBuuHbIe (BPOKIACHHBIE) HMMYHOEQUIIUTEL

- Bropuunsle (proOpeTeHHbie) HIMMYHOAeQUUMTEL (IPUBHBKHU TPOBOJAT HE paHee, 4eM Hepes
12 Mec mocie BBI3AOPOBIICHHS/OKOHYAHUS JIEUEHHS );

- BpoxieHHast HEIEPEHOCHMOCTh (PPYKTO3BL;

- BepeMeHHOCTD M TEePHO/I IPYIHOTO BCKapMIMBAHHS;

- Jletr B Bo3pacTe 10 9-TH MecCsIEB;

C 0CTOpPOKHOCTHIO

TManmenTam ¢ 6eccummToMHuoit BUU-uupekimeii 6e3 MpU3HAKOB UMMYHOIC(DUIIHTA, KOTOPBIE HE
MOTYT H36€KaTh 0€30K B 9HIEMHYHBIE PAHOHBI, B CBS3H C OTCYTCTBHEM J0CTATOMHBIX IAHHBIX
Il ONpeJesieHHss HMMYHOJIOTHYECKUX —TapamMeTpoB, ONpPEACTIAOIINX 0e30macHOCTh M
3¢eKTHBHOCTH BAKLMHALIWH, CIEIyeT PaCCMOTPETh MOTCHIHATBHBIC PUCKH H NPEHMYIIECTBA
BAKI[MHALMH, IPHHAMAs] BO BHUMAHHE UMEIOIIHECs PeKOMEHIAllH.

B Teuenue 14 mHeii mociie BaKIMHAIMH HEJb3sl ObITh JOHOPOM KPOBH, TaK KaK B 3TOT ICPHON
CYyIIECTBYET PHCK Iepeiadu BUPyca Yepes Mpernaparsl KPOBH.

BakiuHaius mangeHToB B Bospacte 60 JeT U cTapile MOXET CONPOBOXKAATHCS MOBBIICHHBIM

PHUCKOM HEXEJIaTCIbHBIX peakunﬁ. B ciy4dae, €CJIi HEBO3MOXHO u30exarb IOCELIECHHS



SH300THYHBIX PAfOHOB M0 JKEIITOM JIMXOPAJIKe, MankeHTh! 60 JIeT U cTapiie T0JDKHBI 00s13aTeIBbHO
IIPOKOHCYIBTUPOBATHCS C BPaUYOM 110 BOTIPOCY BaKIMHALMH.

B Ka&KIOM clydae 3a00NIeBaHus, HE COEPIKALIErocs B HACTOANIEM NEPEYHE IPOTHBONOKA3aHHUH,
BAKI[MHALMS IIPOBOAUTCS 1O pa3peIICHHIO Bpaya, HCXOIS M3 COCTOSHHS 370POBbBS
BAKIIMHAPYEMOTO M PHCKA 3apaXKEHHUS KEITOH JIMXOPaIKOu.

JleTsiM MUIajiiIe JeBSTH MeCSIeB, GEPEMEHHBIM JKEHIHHAM M KOPMSIIMM MaTepsM HEOOXOIHMO
OTJIOXKHUTD T0E3/IKY B 3H300THYHBIE 10 XKEJITOH JTMXOPaJKe PErHOHbBI MIIH OTKA3aThCs OT HEE.
IlpumeHenne npu GepeMEHHOCTH H B IEPHO/I FPYIHOT0 BCKAPMJIHBAHHUS

3anpemeHo MCHOIb30BaTh BAKIUHY JKENTOH JMXOpajK¥ NpH OepeMEeHHOCTH H IPyIHOM
BCKapMJIMBaHHUH.

Cnoco0 npuMeHeHHs H 103bl

BaknuHamuMIo MPOBOAAT OAHOKPATHO MOAKOXKHO, IINIPUIIEM IO/ HAPYXKHbIH yroj JONaTKy WK B
006J1aCTh J€IbTOBUIHOM MBIIIIEI TUIeYa B o3¢ 0,5 M1 Ul BCEX BO3PACTHBIX I'PYII HE MO3/HEE,
yem 3a 10 cyT 10 BbI€3/1a B 9H300THYHBIH PaioOH.

Bce coiepKHMOe aMITyJIbl ¢ pACTBOPUTENIEM HCIIOJB3YeTCsl Ul paCTBOPEHHUs BAKIUHEL BakiiHa
JIOJDKHA [OJTHOCTBIO PACTBOPATHCS B TeUeHHE 5 MUH. PacTBOPEHHYIO BaKIHHY BblIep)uBaroT 10-
15 MuH, 3aTeM aMITyJIy BCTPAXHMBAIOT M HaOMpAIOT B LIIPUIl OJHY IPHBHBOYHYIO 103y 0,5 MiL
JlomycKkaeTcs XpaHeHHe PACTBOPEHHON BaKIMHBI, 3aKPHITOH CTEPUIIbHOM CalpeTKoil, B TedeHHe
He 6osee 1 4 npu Temneparype ot 2 1o 8 °C.

CoracHo 0GHOBICHHBIM PeKOMEHIAMAM MesKIyHapOHBIX MeIUKO-CaHHTapHbIX npasui BO3
CBHIETEIHCTBO O BAKIIMHAIIMHM IIPOTHB JKEJITOU JIMXOPAJIKH AEHCTBUTEIBLHO B TEUCHHE BCEH KU3HH
BAaKIMHMPOBAHHOTI'O JIMI[A U BCTYNAeT B cuily Yepe3 10 auei nmocsie 1aTel BaKIMHALKH.

OJHAaKo, CIIELyeT PACCMOTPETH HEOOXOAMMOCTh PEBAKIIHHAIIMH Y OT/IEIbHBIX KaTEerOpHii € y4eToM
PHCKa, B 3aBHCHMOCTH OT C€30Ha, MECTOTIOJIOKEHHUS, BUIOB ACSITEILHOCTH M IPOJOJDKUTETEHOCTH
HAXOXKIEHHS B SHIEMUYHOM paiioHe. PeBaKiMHALKIO, IIPH HEOOXOIMMOCTH, IPOBOAAT crycTst 10
JIET TI0CJIE BaKI[MHAIIMM TOH XKe J030H.

IToGouHoe geiicTBHE

Mcrnons30BaIMCh CIIEAYIONIHE KPUTEPHH OIEHKH YaCTOThI BCTPEYACMOCTH HEKEIAaTCIbHBIX
peakuuit/snennii: yacto (>1/100 go <1/10), Hewacto (>1/1000 mo <1/100), peaxo (=1/10000 no
<1/1000), ouensb peaxo (<1/10000).

Peoxo:

MecTHbIE peakiiu: THIIEpeMHst B OTeK (JuaMeTpoM He 6oiiee 2,5 ¢M), KOTOPBIC MOT'YT IOSBHTBCS
yepe3 12 - 24 4 ¥ BCYE3a0T CIyCTs 2-3 CYT MOC/IE HHBEKIHH.

O6mme peakiuy: MOBBIIEHHE TeMIepaTypsl Tena 1o 38,5 °C, HeoMoraHue, roJoBOKpYXKeHHUE,

ronopHas 6oib, 03HO00. Takke BO3MOXKHO pa3BHTHE QUIEPrHYecKuX peakuui. Jlumam,



MPEIPACTIONOKEHHBIM K a/UIEPIrHYeCKHM  PEaklusM, Ha3HA4aloT NpHEM AHTUTHCTAMHHHBIX
TIpenaparoB Ha MPOTsHKEHUH 2-4 JiHedl 10 ¥ MOC/e BaKIMHALKMH.

QOuenwb peoko:

MecCTHBIE peaKiMi: pa3BHTHE YIUIOTHEHHS, CONPOBOXKIAIOMWIEIOCs — 3y/OM, 00JIeBBIMH
OLIYIIEHHAMH, YBETMYEHUEM PETHOHAPHBIX JIMM(DOY3IIOB.

O6upe peaKkiMu: B MEMILMHCKON JHMTepaType ONHMCAaHBI OYEHb PEAKHE CIydad CEpbe3HBIX
peakiuii CO CTOPOHBI HEPBHOW CHCTEMBl M OIACHBIC JUIA JKH3HH no6ounsie 3GPEKTH C
BO3MOXKHBIM pa3BUTHEM (YHKIHOHANBHOH HEIOCTATOYHOCTH BHYTPEHHHX OpPraHOB TIpH
HCIIONB30BAHMA BAKIMH JPYTUX Mpou3BojuTenei. CUMITOMBI: BBICOKas TeMmeparypa Tela ¢
FONOBHOM GOJBIO M CIIYTAHHOCTHIO CO3HAHUS, MIOBBILICHHAsT YTOMJIAEMOCTh, CKOBAHHOCTD MBIIIIL
e, CyJOpOrH, OHEMEHHE KOHEYHOCTeH MIIM BCEro Tela, 607b B MBIIIIAX, MOHWKEHHOE
apTepHaTbHOE JaBIICHHUE.

MecTHBIE PEaKIHH MOTYT IOSBHThCS depe3 12 -24 9 mocie HHBEKUMH H HCHE3aoT CIyCT:
2-3 cyr. O6ume peakiuu MOTYT Pa3BUTBCS B MHTEPBAJIE MEMCIY 4 u 10 cyTt mociue MpUBHBKH.
TIpoOIIKHTENLHOCTS O0LIIeli peaKIiy He MpeBbIIaeT 3-X CyT.

BakMHAPOBAHHOMY PEKOMEH/I0BAaHO 00paliarh BHUMAHHE HA CAMOYYBCTBHE B TCUCHHE ACCATH
nHeit mociae BakiuHauuMu. IIpH  BO3HHKHOBEHHM — TSKCIIBIX W/WIA  HEeNpeJBUIAECHHBIX
HeXeJaTeNbHBIX Peakiii He0OX0MMO CPOYHO 0OPATUTBCS K Bpady.

Ilepeno3upoBka

[ToTeHIMAaIbHBINA PUCK NEPEIO3UPOBKU HE U3YYECH.

B3anmogeiicTBHe ¢ IPYTHMH JIeKapCTBEHHbIMH NpenapaTaMu

Jina nun crapuie 15 €T J0mMycKaeTcs MPOBOJAMTEL BAaKIMHALMIO MPOTHB JKEJITOM JIUXOPaAJKH
OIHOBPEMEHHO (B ONMH J€Hb) C JPYTWMH [PHBHBKAMH HAIMOHANBHOrO  KalCHIApA
npodurakTHyecKux NpuBHBOK. s neredl no 15 jeT uHTEpBan MEXIy Tnpe/IIecTBOBABIIEN
IPUBHUBKO# IPOTHMB APYroi HHGEKIMH 1 BAKIMHAIIMEH IPOTHB KEJITOH JIMXOPAJIKH JODKEH OBITh
HEe MeHee 2-X MecC.

[IpOTHBOIOKA3aHO HCIIOJIB30BAHUE BaKI[MHbBI NPOTHB HKEITOM JMXOpaJKU OJHOBPEMEHHO C
BaKI[MHAMH, IPeIHA3HAYCHHBIMH JUIS TPOQUIAKTHKH XOJIEPhl H napatudos A u B. B atom cirydae
MeX1y 00eMMH BaKI{MHALMAMH CIIElyeT COOI01aTh HHTEPBAI B 3 mec.

BakiuHy He CJIelyeT CMEIIUBATh B OJTHOM LINPHLE C APYTHMH JIEKAPCTBEHHBIMU CPC/ICTBAMH. B
cllyyae HEOGXOAMMOCTH NPHMEHEHHsS BAKIUMHBI OJHOBPEMEHHO C JIPYTHMH TNPHBHBKAMH,
Tpenaparsl ClIeyeT BBOJAUTE B Pa3HbIC aHATOMUYECKHE obJractu Tena.

Oco0bie ykazaHus



C 1eNbiO BHISBJICHHS MPOTHBOIOKA3aHWH Bpad B J€Hb MPHBHBKH MPOBOJUT ONpPOC H OCMOTP
PHUBMBAEMBIX ¢ 00s3aTebHOM TepMoMeTpHei. MecTa MpoBEICHHS IPUBHBOK JIOJDKHEL OBITH
OCHAIIIEHBI CPEJCTBAMH IIPOTHBOLIOKOBOM TEpaIuH.

BakMHUPOBAHHbIHA JIOJDKEH HAXOAMTHCS TOJI METMIMHCKMM HAOMIOJCHHEM HE MEHee 30 mMuH
0CJIe BaKI[MHALHH.

He npurogeH K TNPUMEHEHHIO Mpernapar B amiyjax ¢ HApYIIEHHOW LEIOCTHOCTBIO U
MApKHpOBKO#, TpPU H3MEHEHHH (HU3MUECKUX CBOKCTB (CHIbHAA nepopmarys TaONETKH —
TIOpHCTas Macca CBETJIO-PO30BOTO IBETA M3MEHsET HOpMY M PE3KO YMEHbIIACTCH B obbeme,
HErOMOTe€HHOCTh PAcTBOPEHHOTO Ipemapara M Jp.), IPH HCTEKIIEM CPOKE TOJHOCTH, IpH
HapyIIEHUH TEMIIEPATYPHOTO PEXUMA XPAHEHHS H TPAaHCTIOPTUPOBAHHS.

IIpoBeIeHHYIO MPHBHBKY PErMCTPUPYIOT B YCTAHOBJICHHBIX YHYETHBIX dopmax, ¢ yKazaHHEM
HarMEHOBAHHS Tpernapara, AaThl IPUBUBKH, J103bl, HOMEpA CEpHH, PEaKIMy Ha IIPUBHUBKY.
Bansinue HA CIOCOOHOCTH YIPABJISATH TPAHCHOPTHBIMH CPEICTBAMH, MEXaHH3MAMH
VYuTHIBaS BO3MOXHOCTh DA3BHTHS HEBPOJIOrMYECKON CHMITOMATHKH (TOJIOBOKPYXKEHHE,
cnabocTh), pekoMeHayercss B mepuon 1o 10 cyTok mocine MMMYHH3AlUUH C OCTOPOXKHOCTDHIO
YIIPaBJIATH TPAHCTIOPTHBIMH CPEICTBAMY ¥ JBHXKYIIHMHUCS MEXaHH3MaMH.

®opma BbIIYCKA

JInogunmsar Uit IPUTOTOBJIEHHS PACTBOpA JULS IOAKOKHOIO BBEICHHU, 0,5 mu/no3a.

BaxipHa BBITyCKAeTCsl B KOMIUIEKTE C PACTBOPHTENIEM, YTIAKOBBIBACTCS B PA3HBIC AIKH.
BaknuHa B ammyngax 1o 2 jo3sl, 5 03 wix 10 po3, 10 ammyn B nadke, HHCTPYKIHS TIO
TIIPHUMEHEHHIO U HOXK aMITyJIbHBIH IIpH HEOOXOAMMOCTH;

pacTBOpPUTENH (BoZA VISl HHBEKIHIT) 1o 1 M1, 2,5 MIT H 5 MJI COOTBETCTBEHHO. 10 amnyn B mayke,
HO aMITyJIbHBIN TTPU HEOOXOIMMOCTH.

YcaoBusi XpaHeHHs

B cootserctBun ¢ CIT 3.3.2.3332-16 xpanuts npu Temmueparype ot 2 1o 8 °C.

PacTBOpHTENh XPaHUTH IPH Temmepatype oT 2 10 25 °C.

XpaHuTh B HEJOCTYITHOM JUIs IETEH MeCTe.

YcioBusi TPAHCIIOPTHPOBAHHS

B cootserctBuu ¢ CIT3.3.2.3332-16 TpanciopTHpOBaTh BAaKIUHY IPH TEMIIEPATYPE OT 2 o 8 °C.
PacTBOpHTEH TPAHCIIOPTUPOBATH TIPH TEMIIEPAType OT 2 JI0 23 °C.

Cpoxk rognocTH

Bakiuna - 2 roza

PactBoputens — 4 roza

He npumeHsATH mpenapar 1o HCTeYSHHH CPOKa FOAHOCTH.

YciaoBus oTIycKa



OTnycKaioT uist JIedeOHO-TIPOGUITAKTHIECKHMX YIPEKICHHIA.

IIpousBoauTenb

dezepanbHOE TOCYNAPCTBEHHOE OIOKETHOE HayuHoe yupesxaenue «DelepanbHbli HaydHBIH
EHTP MCCIIEJOBaHUM U pa3pabOTKM MMMYHOOHOJIOTHYECKHX NPENaparoB HM. M.II. YymakoBa
PAH» (PI'BHY «®HIIUPUIT um. MLIT. Yymakosa PAH»), Poccus

AJpec IPOU3BOAUTEIS M IIPOM3BO/ICTBEHHBIX IIONIA/IOK:

r. Mocksa, nocesieaie MockoBckuid, mocénok MHCTUTyTa NOJTMOMHETHTA.

Biajenen permcTpauoOHHOrO YAOCTOBEPEHHs/OPraHH3alHsl, NPHHHMAIOMASA NPEeTeH3HH
norpednTe.Is

®I'BHY «®HIIUPUII um. ML.IT. Uymakosa PAH», Poccust

108819, r. MockBa, mnocenenne MOCKOBCKHH, MOCENOK MHCTHTYyTa MOJHOMHENNTA,
nomoBianenue 8, xopi. 1.

Te.: (495) 841-90-02, dakc (495) 841-93-21, (495) 549-67-60.

E-mail: sue_polio@chumakovs.su

CBeJieHHs 0 PeKJIaMaIisIX Ha Ka4eCTBO MpenapaTta, o ciay4asx MOBBIIIEHHOW PEaKTOT€HHOCTH HJIH
pa3BUTHs IOCTBAKIIMHATBHBIX OCIOXKHEHHUH HANPABIISTE B apec ®I'BHY «OHIWUPUIT um. MLIL.
Uymakosa PAH» u PocznpasHaznzopa (109074, r. Mocksa, CiaBsiHCKas IIOMIA/1b, A. 4, ctp.1;
Ten. : (495) 698-45-38, (499) 578-02-30).

ITepBbIit 3aMECTHTEIID -

renepaibHoOro aupekropa ®I'BHY / - AIO Adosu

«®HIAPUIT um. M.IL. Uymakosa PAH» ;
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