MMWHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUMCKON ®EJEPAIIAHA
MHCTPYKLWA
110 MEJJULIMHCKOMY TTPUMEHEHHWIO JIEKAPCTBEHHOTI'O TTPEITAPATA
BakuuHa 7KeJIToi JHX0PA/IKH KUBAf cyXas ,
PerncrpanoHHbIH HOMEP \ — o i !‘
JIC-000592 JC‘OOOW"{” 110818 !
Topropoe HAaHMEHOBAHHE | :
BakiuHa XenToi JMXOpaIKH XKUBas cyxas. ‘L i p— )
I'pynnupoBoYHOEe HANMEHOBAHHE
BakiuHa Ui npoQuIaKTHKH KEJITOH JINXOPaIKH.
Jlexapcrsennas gopma
JInodumusar Ais IPUrOTOBIEHUSA PACTBOPA VISl MO/IKOKHOIO BBEICHHS.
Cocras
Opsa J03a pacTBOpa JUIA TOJKOXKHOIO BBEJICHHA COCTABILACT 0,5 MJI BOCCTaHOBJIEHHOI'O
npenapara u COJEPIKHT:
Jleticmeyiowee ewjecmso; BUPYC IKENTOH JIMXOPAJKH [ITaMM «17 1» uwe menee 1000 JIJ{so v
1600 BOE um 3,0 log,, ME Bupyca
Benomozamenvuvie eujecmsa: nakrosa (Mosornapar) 20 mr; copOuTON 10 mr; L-ructamnn 1,2
mr; L-amanus 0,7 mr.
[Ipenapar He COAEPIKUT KOHCEPBAHTOB U AHTHOMOTHKOB.
BakiuHa BHITYCKAeTCsl B KOMIUIEKTE C PaCTBOPHTE/IEM — BOJIa JULs WHBEKIHI.
Onucanue
BakuuHa - IOPHCTas Macca CBETJIO-PO30BOTO IIBETA, FTHTPOCKOMHIHA.
BoOCCTAHOBJEHHBI npenapaT — ONAIECLHpYIomas JKHIKOCTh JKENTOBATO-PO30BOTO  IBETA.
PactBopuTEIs — OECIBETHAS IPO3paTHAs KUIKOCTH Oe3 3amaxa.
XapakTepHCTHKA Npenapara
BakiMHa JKeNTOH JIMXOpaJKH MpeAcTaBuseT co0OH TOHKOM3MEJbYCHHYIO TKaHb KypPHHBIX
3MOPHOHOB, CBOOOAHBIX OT CHEH(HUECKOH natorennoii mukpodops (specific pathogen free-
SPF), 3apaykeHHBIX aTTeHyHPOBAHHBIM BUPYCOM JKEJITOH JIMXOPA/IKH IITAMM «17]1», OUHILECHHYIO
IeHTpH(YrHPOBAHHEM H JTHOPHIIH3HPOBAHHYIO.
dapmaxoTepaneBTHYECKAs! [PYIIA
MMUBII-Bakuna
Kon ATX: JO7BLO1

HMMyHOJI0rHYEeCKHE CBOICTBA

000000000



BaknMHa CTHMYJIHpYeT BbIpaGOTKY ~HMMMyHHTETa K  BHDYCY JKEITOH  JIMXOPAAKH
IIPOJIO/DKHTENBHOCTEIO He MeHee 10-15 ser.

IMoka3zanusi K NPHMEHCHHIO

[TpodunakTHKa >KeNTON JMXOpaIKH y JeTed ¢ 9-TH MECS4HOro BO3pacTa H B3POCIBIX,
HANPABJISIOMMXCS, MPOEIKATOUIHNX, HIIH IPOKUBAIOIINX B PETHOHAX, B KOTOPBIX PErHCTPHPYETCA
3a6071€BaEMOCTb JKEJITOH JMXOPaKoif; y JTHI, HANpPaBJIOIIKXCS B CTpaHy, BbhE3]l B KOTOPYIO
TpeOyeT HalM4Ksi MeXTYHapOIHOTO CBUAETENbCTBA O BAKIIHHAIMH, & TAKKe Y JIHLL, paboTaromux
C )UBBIMH KYJILTYPaMH BO30YyHTENs KEITON THXOPA/IKH.

IlporuBonoxkazanus

- Ateprisi (THIIEPUYBCTBHTENBHOCTD) K KOMIIOHCHTAM BAaKIMHBI, KypHHOMY OelKy;

- Cephe3Hble HeKeNaTeNbHbIE PEaKIMH TOCHe MPEeIECTBYIOMEro BBEACHHA KaKo-1nbo
BaKLUHbI MPOTHB XKeNTOH Juxopajku (temneparypa Boiue 40 °C, OTEK M rHICpEMHS B MECTe
BBEJICHHS CBEIIIE § CM B IHaMeTpe);

- Ocrpele MHOEKIHOHHBIE W HeMH(EKUHOHHbIC 3a00NeBaHHSA, XPOHHYECKHC 3aboneBanus B
CTaHi 000CTPEHHs MITH JEKOMIICHCAUMH — TIPUBHBKH MPOBOST HE PAHEE O/IHOr0 MeCsla Ioc/e
BBI3JIOPOBJICHUS (PEMHCCHH);

- 3aboneBaHHs BHJIOYKOBOM Kele3sl (Tsokemas muacrenus, cuHapom Jlu I'eopra, THMOMa),
COCTOSIHUE IIOCJIE YAAJICHUSA THMYCa;

- Iepprunble (BpOXKACHHBIE) MMMYHOAEUIATDL,

- Bropuussie (npruoOpeTennbie) IMMYHOASPUUUTET (TPUBHBKHM IPOBOAAT HE paHEee, YeM Uepe3
12 Mec mocIe BBI3I0POBJICHHUS/OKOHYAHHS JIEUEHHUS);

- BpoxeHHas HeePeHOCHMOCTh (PPYKTO3BL;

- BepeMeHHOCTH ¥ IEPHO/I IPYAHOIO BCKAPMITHBAHHUS,

- Jletn B Bo3pacte 10 9-TH MecsIIEB;

C 0cTOpPOKHOCTHIO

TMammenTam ¢ 6eccummromuoii BUU-undexiueii 6e3 mpusHaKoB HMMyHOAE(HIETA, KOTOPBIE HE
MOTYT H36€XkaTh Moe30K B 9HAEMHYHBIC PaHOHBI, B CBSA3H € OTCYTCTBHEM J0CTATOUHBIX JAHHBIX
AN ONpelesieHHss HMMYHOJIOTHYECKHX —[apaMeTpoB, —ONMpPEIEIAOINX Oe30macHOCTh M
3} eKTHBHOCTh BAKIMHALIMH, CIEAyeT PaCCMOTPETh MOTEHUHAIbHBIC PHCKH H MPEHMYIICCTBA
BAKIMHALIMH, IPUHAMAsi BO BHUMaHHE HMEIOLIMEC PEKOMEHIalHH.

B teuenue 14 mHel nocie BaKUMHALMK HENb3s OBITH JJOHOPOM KPOBH, TaK KakK B 3TOT IICPHO/
CYIIECTBYET PHCK [Iepe/ladi BUpYyca Yepe3 npenaparbl KpOBH.

BakiuHamms manMeHToB B Bospacte 60 NeT W cTapuie MOXeT COMpPOBOKIAATHCS MOBBILICHHBIM

PHCKOM HEXeJaTeIbHbIX pealcumi. B ciydae, €CJIM HEBO3MOXHO n3dbexarb MOCELICHHS



SH300THYHBIX PAfOHOB IO JKENTOH JMX0pajKe, NaHeHT! 60 JIeT U cTaplie A0JDKHbBI 0053aTebHO
MPOKOHCYJIBTHPOBATBLCSA € BPauOM I10 BOTNIPOCY BAKI[HHALHH.

B kaknoM ciydae 3a060/IeBaHus, HE COJAEPIKALIETOCs B HACTOANIEM MePeYHe IPOTHBONOKA3aHHUH,
BAaKIMHALMA [POBOAMTCS IO pa3pelieHHio Bpadyd, HCXOIs M3 COCTOAHHS  310POBbA
BAKIMHUPYEMOTO H PUCKA 3apaXKEHHs JKEITOMH JIMXOPaIKOMH.

JletsiM MItaiie JAeBSTH MecANeB, GepeMeHHbIM JKEHIMHAM U KOPMAIIMM MaTepsaM HeoOX0AHMO
OTJIOXKHTH TIOE3/IKY B SH300THYHBIE 110 XKEITOH TMX0paKe PETHOHBI WM OTKA3aThCsl OT HEE.
IMpumenenue npu GepeMEHHOCTH H B MEPHO IPYAHOI0 BCKAPMIIHBAHHS

3anpemmeno MCHOIb30BATh BAKUMHY JKEITOH JMXOpaJKH TPH OEpeMEHHOCTH H TIPYHOM
BCKapMJTHBAHHH.

Cnocod npuMeHeHHsl M /103b1

BaknMHAaIHMIO MPOBOIAT OJHOKPATHO HOKOXKHO, IIMPHIEM MO/ HAPYKHBIH YroJl JIONATKH HITA B
o6nacTh AeTBTOBHIHONM MBIMIIEI TUTe4a B go3e 0,5 Mi1 Ui BceX BO3PACTHBIX IPYNI HE MO3/HEE,
yem 3a 10 cyT /10 Bbl€3/1a B SH300THYHBIH paioH.

Bce coepKHMOe aMITyJibl ¢ PACTBOPUTENIEM HCIIOIB3YeTCsl Ul pACTBOPEHHUs BaKIUHEL BakiiHa
JI0JDKHA TOTHOCTBIO PACTBOPATLCA B TeUeHHE 5 MUH. PaCTBOPEHHYIO BaKIMHY BblIepxKuBatoT 10-
15 MHH, 3aTeM aMIy/y BCTPAXHMBAIOT W HAGMPAIOT B LUMPHIL OJHY NPUBHBOYHYIO 7103y 0,5 MiL.
JlonyckaeTcsl XpaHeHHe pacTBOPEHHON BaKLMHbI, 3aKPHITON CTEPHILHON candeTkoii, B TeYCHHS
He 6onee 1 4 npu Temnepatype ot 2 10 8 °C.

CornacHo 0OHOBJIEHHBIM PEKOMEHAUMAM MesKIyHapOIHBIX MeMKO-CaHHTapHbIX npasui BO3
CBHIETEIBCTRBO O BAKIIWHAITMH TIPOTHB JKEJITON JIMXOPAIKH NCHCTBHTEIHHO B TEUCHHE BCEH KU3HH
BaKIMHMPOBAHHOTI'O JIML@ U BCTYIaeT B cuily yepe3 10 aneit nocsie AaThl BAKIMHAIMH.

OJHAKO, CJIC/LYeT PACCMOTPETH HEOOX0IMMOCTE PEBAKIIMHALIMH Y OTAEIBHBIX KATETOPHH C yIETOM
PHCKa, B 3aBHCHMOCTH OT C€30Ha, MECTONOJIOKEHHUS, BUIOB JIESITEILHOCTH X NPOIOJKATETEHOCTH
HAXOXK/ICHUs B SHICMHYHOM paifone. PeBaKIMHALHMIO, IPH HEOOXOAMMOCTH, TPOBOJAT crycts 10
JIeT TIOCJIe BaKIMHAIIMM TOH XKe J1030H.

IToGounoe geiicrBue

Mcnomp30Banuch CAEAYIOIHE KPHUTEPHH OLECHKH YacCTOTBl BCTPEYAGMOCTH HEKE/IATEIbHBIX
peakuuii/sBiennii: yacto (>1/100 xo <1/10), nevacto (=1/1000 xo <1/100), peaxo (=21/10000 no
<1/1000), ouenn peako (<1/10000).

Peoxo:

MecTHBIE peakiiH: TUIEPEMHs H OTEK (IuaMeTpoM He 6onee 2,5 CM), KOTOPbIE MOIYT IOSBHTHCS
yepe3 12 - 24 4 1 ucye3aroT cmycTs 2-3 CyT 0C/Ie HHBEKIHH.

OG6mue peakuuy: NOBbILICHHE TemmepaTypsl Tena a0 38,5 °C, HeoMOraHue, roJoBOKpYKEeHHUE,

ronosHas 6omb, 03H00. Takke BO3MOKHO pa3BHTHE Aa/UIEPrHYecKMX peakuuid. Jlumam,



NpepaclioOKEHHBIM K /LIEPIrHYeCKHM PEAKIHAIM, Ha3sHAYalT TPHEM AHTHIHCTAMHHHBIX
TPenapaToB Ha NPOTHKEHUH 2-4 el 110 U Toc/e BaKIHHALHH.

Ouenb peoko:

MecTHbIE pEaKIMM: pa3BHTHE YIUJIOTHEHMs, CONPOBOXIAIOLICIOCs  3YJIOM, 00JIeBBIMH
OIIYIIEHHSIMH, YBETHYEHHEM PErHOHAPHBIX JIMM(OY3I0B.

O6uMe peakiuu: B MEIMIHHCKOH JHTEparype ONHCAaHbl OYEHb PCAKHE CITyHan CEpbe3HbIX
peakuyii CO CTOPOHBI HEPBHOH CHCTEMbI H OMACHbBIE UL JKH3HHU nobounsie 3QPexTH C
BO3MOXHBIM pa3BUTHeM (YHKIMOHATLHOH HEJ0CTATOYHOCTH BHYTPCHHUX OpraHoB IpH
HCMONb30BAHUA BAKIMH JPYrHX Ipou3BojuTenei. CHMITOMBI: BBICOKas Temieparypa Tea ¢
FOOBHOM GOMBIO M CIYTAHHOCTHIO CO3HAHMS, IIOBBILICHHAS YTOMJIAEMOCTD, CKOBAHHOCTb MBILILL
[eH, CyJIOpOTH, OHEMEHHMe KOHEYHOCTel WM BCero Tesia, OOMb B MBILILEAX, IOHIKEHHOE
apTepUaIbHOE JABJICHHE.

MecCTHBIE PeakIMM MOIYT NOSBHTHCS vepe3 12 -24 4 mocie MHBEKUHH H HCHE3al0T CIyCTd
2-3 cyr. O0wme peakiuy MOTYT Pa3sBUTbCS B HHTEPBAIE MCXKIY 4 u 10 cyT nmocie NpUBHBKH.
I[1poa0/DKHTENBHOCTD OOIIeH peakiliy HE MPEBbIIACT 3-x cyT.

BakiHHHPOBAHHOMY PEKOMEH/IOBaHO 00paliaTs BHHMaHHE Ha CaMO4yBCTBHE B TCUCHHUE ACCATH
nHeit mocne BakiuHauuu. [Ipy BO3HMKHOBEHHHM  TSIKCIIBIX W/WIA  HEMpeIBHIAEHHBIX
HeXenaTeIbHBIX peakiuii He0OX0IMMO CPOYHO 00PAaTUTHCS K Bpady.

Ilepexo3upoBka

[MoTeHUMAIbHBIH PUCK ITEPEO3HPOBKH HE U3YUCH.

BsaumojeiicTBHE ¢ APYTHMH JIEKAPCTBEHHBIMH IpenapaTaMH

Jing nun crapiie 15 7neT JOMyCKaeTcs MPOBOJHTH BAKIMHALMIO MPOTHB WKENTOH JTHXOPaJIKH
OJHOBDEMEHHO (B OMMH JEHb) C JPYTHMH IpPHBHBKAMH HAUMOHAIBHOIO KalCHAAps
npodunakTHueckux npuHBOK. Jlns nerei o 15 neT MHTEpBAT MEXKIY npe/IecTBOBaBIICH
NPUBUBKOM TIPOTHB JIPYroii HHGEKIMH U BAKIHHALIHCH IPOTHB JENTOH JTUXOPAIKH I0JKEH OBITh
He MeHee 2-X Mec.

[IpOTHBOIIOKA3aHO HCTOJIL30BAHUC BAKIMHBI MPOTHB KENTOM NTUXOpaJKH OIHOBPEMEHHO C
BaKIMHAMH, NPe/IHa3HAYCHHBIMA JUISA TPOQUIIAKTHKH XOJICPhl 1 napatudos A u B. B atom ciyyae
MesKIy 0GeHMH BaKIIMHAIMAMH CleyeT coOIo1aTh HHTEpBal B 3 mec.

BakiuHy He CleayeT CMEIIUBATh B OIHOM LUNPALE C IPYTHUMH JIEKApCTBCHHBIMH CPEACTBAMH. B
cllyyae HEOOGXOJMMOCTH IIPHMCHEHHS BAaKIMHBI OJHOBPEMEHHO C JPYIMMHM TPHBHBKAMH,
Tnpenaparsl clielyeT BBOJIUTE B Pa3Hble AHATOMHYECKHE obJactu Tena.

Oco0ble ykazaHus



C 1esbio BHISBJICHHS MPOTHBOIOKAa3aHHH Bpad B JI€Hb MPHBHBKH MPOBOJUT OMNPOC H OCMOTP
IPHBUBAEMEIX C 00s3aTe/IbHON TepMomeTpueil. Mecta NpOBEEHHs IIPHBHBOK JI0DKHEI OBbITH
OCHAIICHbI CPEICTBAMH ITPOTHBOLIOKOBOH TEparyH.

BakiMHUPOBAHHBI JIOJKEH HAXOAMTHCS MO/ MEIHIUHCKEM HaObmonenuem He Menee 30 MHH
MmocJe BaKIHHALHH.

He npurojeH K TpPMMEHEHHIO INpenapar B ammylax ¢ HapyUICHHOH [ETOCTHOCTRIO H
MApKHPOBKOM, TPH M3MEHeHHH (H3MUECKUX CBOWCTB (CHIbHAS nedopmanus TabneTkm —
TMOPHCTAs Macca CBETJIO-PO30BOTO 1BETAa M3MEHsSET (OpMY M PE3KO yMCHBIIAETCA B obbeme,
HErOMOTEHHOCTb PAaCTBOPEHHOTO Tpenapara ¥ Ap.), IPH HCTEKIIEM CPOKE rOIHOCTH, MPH
HapyLICHHH TEMIEPATYPHOro PeKKMa XpaHeHHs W TPAHCTIOPTHPOBAHHA.

I[TpoBe/IeHHYIO TPHBUBKY PETHCTPHPYIOT B YCTAHOBJICHHBIX YYETHBIX dopmax, ¢ yKazaHHEM
HAHMEHOBAHMA TIPENApara, AaTsl IPUBHBKH, J03bI, HOMEpA CCPUH, PEaKIH Ha IIPUBHBKY.
Bausinpe Ha cnocoOHOCTH YNIPABJISTH TPAHCIIOPTHHIMH CPEICTBAMH, MEXaHH3MAMH
VuuTHIBaS BO3MOKHOCTb pPAasBHTHS HEBPOTOrMYECKOH CHMNTOMATHKH (IOJIOBOKPYXEHHE,
cnabocTh), pekomeHayercss B mepuoa a0 10 cyTok mocne WMMYHH3AUMH C OCTOPOXKHOCTBIO
YIIPaBISTh TPAHCTIOPTHBIMH CPEICTBAMH H JIBHKYIIMMHCS MCXaHH3MaMH.

@opma BbIIYCKA

JInodumm3ar Juis MPUrOTOBJICHHS PACTBOpA JUTS TIOJKOKHOI'0 BBCICHHA, 0,5 mi/po3a.

BakiiHa BbIIIyCKAeTCsl B KOMIUIEKTE C PACTBOPUTE/IEM, YTIAKOBBIBACTCS B pa3HbIC MAIKH.
BakupHa B ammynax no 2 jo3sl, 5 03 wid 10 103, 10 ammyn B madke, HHCTPYKIHMA MO
TIPUMEHEHHIO ¥ HOXK aMITyJIbHBIH IpH HEOOXOMMOCTH;

pacTBOpHTENH (BOAA AIs HHBEKIH#T) 110 1 M1, 2,5 MiI B 5 MJI COOTBETCTBEHHO. 10 ammyn B mavke,
HOK aMITyJIbHBIH TIPA HEOOXOIHMOCTH.

YcioBusi XpaHeHHS

B coorsercteun ¢ CIT 3.3.2.3332-16 xpanuts npu Temmeparype ot 2 10 8 °C.

PacTBOpHTENb XPaHUTh IIPH Temmeparype oT 2 10 25 °C.

XpaHuTh B HEJOCTYITHOM JUIs I€Tei MeCTe.

Yci0BHs TPAHCTIOPTHPOBAHHS

B coorsercteuu ¢ CIT3.3.2.3332-16 TpanciopTHpoBaTh BaKIIMHY IPH TEMICPATYPE OT 2 1o 8 °C.
PacTBOpHTENH TPAHCIIOPTHPOBATE IIPH TEMIIEPATYPE OT 2. 1m0 25°C.

Cpoxk rognocTH

Bakiuna - 2 roja

PacrBoputens — 4 rojia

He npuMeHsTh npernapar o HCTeYeHHH CPOKa roTHOCTH.

Yeaosust oToycKa



OTnycKaioT Uist JIe4eOHO-TIPOPHUIAKTHYECKHX YUPEKICHHH.

IIponsBogurenns

dejlepaibHOE TOCYIAPCTBEHHOE OIOKETHOE HAayuHOe yupekuenue «DenepanbHbI HaydHbIH
LEHTp HCCneIoBaHui 1 pa3paloTku UMMyHOOHONOrHYecknx npenaparos uM. MLIL Yymakosa
PAH» (PI'BHY «®HLIUPHUIT um. MLIT. Yymakosa PAH»), Poccust

AJipec MPOU3BOIAUTENS U NPOH3BOICTBEHHBIX IUIONIA/IOK:

r. Mocksa, nocesneane MockoBck#id, mocénox MHCTUTYTA NOJIMOMHEITHTA.

Baajejen perscTpanHOHHOIO YA0CTOBEPEHHs/OPraHH3anus, NPHHHMAIOAs NPEeTeH3HN
norpeduTess

OI'BHY «@HILIUPUIT um. M.I1. Uymakosa PAH», Poccus

108819, r. Mocksa, mocenerne MOCKOBCKHM, IOCENOK WHCTHTYTa [OIMOMHEIUTA,
noMosJazesue 8, xopr. 1.

Ten.: (495) 841-90-02, pakc (495) 841-93-21, (495) 549-67-60.

E-mail: sue_polio@chumakovs.su

Cae/leHHs 0 peKJIaMaIsaX Ha KauecTBO [penapara, o cirydasx HOBBIINEHHOW PEAKTOr€HHOCTH HITH
Pa3sBUTHs IOCTBAKIIHHAILHBIX OCIOKHEHHH HANPABILITH B aJIpec ®I'BHY «®HILAPUIT um. MLIL
Yymaxosa PAH» u Poc3apaBHazazopa (109074, r. Mocksa, CiiaBsiHCKast IOk, A. 4, ctp.1;
Ten. : (495) 698-45-38, (499) 578-02-30).

[lepBsIit 3aMecTATEND - .
reHepaJIbHOI0 JHPEKTOpa OI'BHY o ase —
«DHIIAPUIT M. MLIL. Yymaxosa PAH» = A.JO. Aponun
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