MUHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUMCKOW OEJEPALINU
MucTpyKuHsi N0 NPHMEHEHHIO JIEKAPCTBEHHOT0 Npenapata s
MEAHIIHHCKOIO npnmeuenuﬂ
IMuesmoBake” 23

(BakuuHa NHEBMOKOKKOBAS, 10/ IHBAJIEHTHAs)

PEIMCTPAIIMOHHBII HOMEP:

TOPIOBOE HA3BAHHUE: ITuenmosakc” 23 (BakumHa NHeBMOKOKKOBAs, OJIHBAICHTHA)
I'PYIIIMIAPOBOYHOE HA3BAHHUWE: pakuuna Juis 1poQUIaKTHKH TTHEBMOKOKKOBBIX
UHpEKIMH

JIEKAPCTBEHHAS ®OPMA: pacTBOp /Ulsl BHYTPUMBIIIEYHOTO H IIOJKOKHOTO BBEACHHS
COCTAB

OsHa 103a (0,5 MIT) COEpPKHT:

Jeticmeyrowue seujecmsa

Streptococcus pneumoniae ToJMcaxapu/bl (10 AaTCKOH HOMEHKIATYpPe CEPOTHIILI I, 2,3, 4,3,
6B, 7F, 8, 9N, 9V, 10A, 11A, 12F, 14, 15B, 17F, 18C, 19A, 19F, 20, 22F, 23F, 33F) o 25 mMkr
Ka’k/JI0ro CepoTHIIA.

Benomozamenvnvle 6eujecmsda

Harpus xnopun 4.5 mr, denon 1,25 mr, Boga s unneximi 10 0,5 Mo

OIMUCAHHUE

[Tpo3paunas GecLBeTHAs KUIKOCTD.

XAPAKTEPUCTHUKA MPEITAPATA

B cocraB BakuuHel IlneBmosakc” 23 (BakumHa s NPOQHIAKTHKH ITHEBMOKOKKOBBIX
HH(pEKIHH, [10JMBAICHTHAS) BXOJIT CMECH BHICOKOOUYHILEHHBIX KamCyIBLHBIX MOTHCAXapHIIOB H3
23 nanGoliee PaCTIPOCTPAHEHHBIX U MHBA3HBHBIX CEPOTHIIOB Sireplococcus pneumoniae. 23-
BaJICHTHAs BAaKIMHA COJEPKUT npubiim3utenbHo 90% CepoTHIOB, BbI3BIBAIOILIMX HHBA3HBHBIC
THEBMOKOKKOBbIe MH(EKIMM B Pa3sBUTBIX M pPa3BHUBAIONIMXCA cTpaHax. B coorsercTBuM ¢
HayuHbIMH nyGiukaiusvu B Pocenn Hanbosiee pacipoCTpaHEHbl CEPOTHIIBI 3, 6B, 14, 19F u
23F. CepoTunsl, KOTOpble HauGoJlee 4acTo ABIAIOTCS MPUYHHONH MHBA3HBHOMH JICKApCTBEHHO-
PE3UCTEHTHON [THEBMOKOKKOBOH HH(EKIHH, — 6B, 19F, 19A, 23F.

Bakuunny [TiemoBakc” 23 MPOM3BOAAT 1O TEXHOJIOTHH, pa3paboTaHHONH B MCCIIEI0BATEIBCKHX
naboparopusx komnanuu Mepx Hlapn u JIoym.

G®APMAKOTEPAINIEBTUYECKAS I'PYIIIIA: MUbII-akinna

KO ATX: JO7TALOI1
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HMMYHOJIOTHYECKHUE CBOMCTBA

[THeBMOKOKKOBas MH(EKIMA ABIACTCA OJHOH M3 BEAYLIMX NPHYMH CMEPTH BO BCEM MHPC H
OMHON M3 OCHOBHBIX NPHUYHH ITHEBMOHHH, OakTepHeMmiu, MeHMHTHTAa M OTHTA. IlITammbl
S. pneumoniae, o0IajaAONEe JICKAPCTBEHHOH yCTOHYMBOCTBIO, CTAHOBATCA  BCE Gosee
pacnipocrpasensbivi B CIIIA u B apyrux permonax mupa. CooOumiaercsi, 4To B HEKOTOPBIX
peronax Oosee 35% IITAMMOB TMHEBMOKOKKOB YCTOHYMBBI K TMEHHLMILUIHHY. Muorue
YCTOMUMBBIE K [EHMLM/UIMHY ITHEBMOKOKKH SBJISIOTCS TaKKe YCTOHYMBBIMH K JpYrHM
AHTUMHMKPOOHBIM TIpenaparaMm (Harpumep, 3pUTPOMHUIIHHY, TPUMETOIPUMY-CYIb(haMeTOKCa30I1y
u redanocnopuHam LIMPOKOro CMEKTpa JACHCTBUSA), YTO eme pa3 IOAYCPKHBACT BAKHOCTH
BAKIIMHOMPO(MITAKTHKH THEBMOKOKKOBOH HH(EKIIHHL.

NmmyHOreHHOCTh

BBUIO YCTAHOBIEHO, YTO OYHIIEHHbIC KalCyJIbHBIC MOTHCAXAPUAbI MHCBMOKOKKOB BbI3bIBAIOT
BRIPaGOTKY aHTHTEN, KOTOpble ((EKTHBHO 3alIHIIAIOT OT [MHEeBMOKOKKOBO# HHpexunu. B
KITHHUYECKHX HMCCIICAOBAHUSAX TMOJUBAICHTHOH BaKIMHBI TOATBEPXKICHA HMMYHOrE€HHOCTD
KAKJ10r0 M3 BXOJAIINX B COCTAB BAKIMHbI 23 THITOB KalICYJIbHBIX aHTUTCHOB.

3amMTHBIC YPOBHH AHTHTEN K THIOCHCUM(HYECKAM KarCylbHbIM aHTHTCHAM ITHEBMOKOKKORB
0BBIYHO MOABIAIOTCH K TpeThell HeJele M0cie BaKIMHAUMK. bakTepHasbHbIE KallCy/lbHBIC
[MOTMCAXapHIbl  CTHMYJIMPYIOT — BBIDA0OTKY —@HTHTEN, TJIABHBIM o0pa3zoM, MOCPEACTBOM
MEXaHH3MOB, KOTOpbIE He 3aBucaT oT ydactns T-nmumdouuton. Beneacrsue sToro y nerer B
BO3pacTe A0 2-X JICT, Ubf MMMYHHAs CHCTEMa ABJIACTCS €LIC He3penoi, MMMYHHBIH OTBET Ha
GOMBITHHCTBO THIIOB NHEBMOKOKKOBBIX KAICY/TBHBIX AHTHIEHOB, KaK TpPaBHJIO, CIAObLi MM
HCYCTOHYHBBIN.

ITpoa0/IKHTELHOCTH NPHOOPETEHHOr0 HMMYHHTETA

Mocie BBEICHHS MHEBMOKOKKOBOW BAKIMHBI YPOBHHM CEPOTHI-CMEH(HYCCKHX aHTHTEN
CHMKAIOTCS yepes 5-10 meT. Y HEKOTOpBIX IpyIi JMIl (HalpuMep, y AeTeH) CHUKEHHE ypOBHS
AHTHTET MOKET MPOHCXOAMTH ObicTpee. OrpaHuueHHbIE (MO KOIHYCCTBY) onyOIMKOBAHHBIC
JAHHBIE TOKA3BIBAIOT, YTO YPOBHM aHTHTEN MOTYT CHHKaThCst Gosiee ObICTPBIMU TEMITAMH Y JIHIL
noxmuiaoro Bospacta (crapme 60 ner). DT pe3ynpTaThl MOKa3bIBAOT, HUTO LA obecrieueHus
TOCTOSHHON 3alUThl MOKET MoTpeboBaThCs peBaKIMHALMS (CM. pasjen «ITOKA3AHUA K
[MTPUMEHEHHUIO», noapaznen «PepakunHausm»).

WUccmeroBanue  pacipoCTPaHEHHOCTH —CEpPOTHIIOB B paMKaxX —CHCTCMBI HabmoeHus  3a
[THEBMOKOKKOBBIMH HH(eKimsiMu L[enTpa Mo KoHTpoio u npodunaktuke 3abonesaHui CIIA
npoieMOHCTpHpoBaI0  57% 3ammTHy0 Sh(GEKTHBHOCTE BAKIMHAIMH NPOTHB HHBASHBHBIX
nH(EKLUHi, BBI3BAHHBIX CEPOTHIIAMH, BXOJAIIMMH B COCTAB BAKLWHBI, Y JIHIL CTApIIC 6 ner; 65-

84% > dheKTHBHOCTD y MAIMEHTOB OCOOBIX IPYIIN (HAMPAMED, JIHLL € 1MadeToM, HIEeMHYECKOM
2
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GOJIC3HBIO CepIla, 3aCTOMHHOM Cep/leyHOl HeI0CTATOMHOCTBIO, XPOHHYECKOH GOJIC3HBIO JIErKHX
M aHATOMHYECKOi acrierneil); 1 75% ek THBHOCTL Y HMMYHOKOMIIETEHTHBIX JTHI CTapiie 63
net.  DddeKTHBHOCTL BaKuMHBl He ObUta  MOATBEPXAIACHA JUIA  HEKOTOPBIX  TPyMNI
HMMYHOKOMIIPOMETHPOBAHHBIX TIAIIHEHTOB, IOCKOJIbKY B TPYTIBI KaXA0ro 3abosecBaHus He
yjanock Habparh JOCTATOYHOE KOJHYECTBO HEBAKIMHHPOBAHHBIX MAlHEHTOB. PesynbTarsl
MCCIIEIOBAHMST TTO3BOIIAIOT MPENON0KHUTh, YTO BAKI[WHAIMS MOXKeT 00ccreqnBaTh 3alMTY B
TEUeHHE He MeHee 9 JIeT ¢ MOMEHTA [OJIyYEHHUs [IEPBO JI03bI.

B apyroM ucciie/IoBaHMM  OBIIO  MPOJAEMOHCTPUPOBAHO  CHHIKEHHE ypdexTuBHOCTH €
yBeTHUEHHEM BPEMEHH [I0CJIC BAKIMHAIIMH, OCOOCHHO y OUCHb MOKMITBIX JIHIL (crapwe 85 ner).
MMOKA3AHUS K IPUMEHEHHAIO

Bakimua TMuesmosakce”® 23 mpeanasnavena s npoQuIakTHKM TTHEBMOKOKKOBOMH WH(CKIHUH,
BBI3BIBAEMOI THIIAMH [HEBMOKOKKA, AHTHTEHbI KOTOPBIX BXOJST B COCTAaB BakUuHbL. Bakimna
BBOJIHTCA JIMIIAM B Bo3pacTe S50 jieT W crapiie, a Takxke JMIaM crapiic 2 JIeT ¢ NOBBILICHHBIM
PUCKOM Pa3BHTHS TTHEBMOKOKKOBBIX MHpEKLIM.

Hymynokomnemenmubie 1uya:

¢ [lnanoBas BAKIMHAIMA I B Bo3pacTte S0 JieT u cTapie.

e Jluma crapme 2 JeT, CTpajaiolMe XPOHHUCCKAMHM  CEPACHHO-COCYIHCTHIMH
3a60/1eBaHusAMI (B TOM UYHCJIC 3aCTOMHON  CepAeuHOM  HEA0CTAaTOYHOCTHIO M
Kap/IMOMHOTIATHEH), XPOHHYCCKUMH 3a00JICBAHHAMH JICTKHX (BKJIIOYAsE XPOHHUYECKYIO
06CTPYKTHBHYIO 0OJIE3HB JIETKHUX H M(pH3eMY) HIIN caXxapHbIM JnabeToM.

e Jluna crapme 2 JI€T, CTPaJAIONIHE ATKOTOJIU3MOM, XPOHHHECKHMH 3a00J1cBaHUAMH
HeucHH (B TOM YHCTIE [MPPO3 NEUSHH) M C BHITEKAHHEM CIIHHHOMO3TOBOH JKH/IKOCTH.

e Jluia crapme 2 jeT ¢ (YHKIMOHAIBHON WM aHATOMHYCCKON acrieHHEH (BKIHOUAs
CEpIIOBH/IHO-KJICTOYHYIO AHEMHIO M CILICHIKTOMHIO).

e Jluua crapme 2 €T, XHUBYIIHE B OCOOBIX YCIOBMSX BHCIIHEH CPebl HIIHM 0CO0BIX
COLMANBHBIX YCJIOBHAX (B TOM urcie Haposl Kpaitero Cesepa).

HMMYHOKOMIPOMEMUPOBAHHbIE TUYA:

e Jluua crapie 2 Jiet, B ToM uncie crpagaomue BUY-undekumei, neikosom, TUMPOMOI,
6one3HBI0 XO0JUKKHHA, MHOKECTBEHHOM MHEITOMOH, pacrpocTpaHEHHOM
37I0KAYeCTBEHHON  ONYyXOJBbIO, XPOHHYECKOH MOYCYHOH HENOCTATOYHOCTBIO  WIIH
HePOTHYECKHM  CHHAPOMOM,  JIHIA,  MOJYydYaloWue  HMMYHOCYIPECCHBHYIO
XHMHOTEPATNHIO (BKIIOYask KOPTHKOCTEPOMJIBI), @ TAKXKE PELMIHECHTEI MOCIe Nepecaiki
KOCTHOTO MO3ra WM TPAHCIUIAHTALMK OPraHoB (JUTA MAlMEHTOB H3 OCOOBIX TPYMIT CM.
paznen «OCOBbIE YKA3AHW», nospasaen «Cpoku BaKI[MHALIMHY).

Pepaknunanus
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OOBIYHO peBaKUMHALMIO BAKLIMHOH [aeBmoBakce”™ 23 HMMYHOKOMIIETEHTHBIX JIMLL, PaHEe
BAKIIMHUPOBAHHBIX ~ 23-BalEHTHOH  TOJMCAXapHAHON  BAaKUMHOH, [POBOJHTL  HE
PEKOMEHTYETCSL.

Tem He MeHee, 0JJHOKpaTHas PEBaKITMHAIMA BAKITHHOM TMueBmoBaxc” 23 PEKOMEH/TyeTCs
JMNAaM  OT 2 JIET M CTaplle, KOTOPBIE 110/BEpPraloTcs HaubOJIbIIEMY PHCKY CEpbE3HBIX
THCBMOKOKKOBBIX HMH(EKIHH, ¥ TeM, Y KOro MOKeT OBICTPO CHH3HTBCA YPOBCHb
AHTHITHEBMOKOKKOBBIX AHTHTEI, IIPH YCJIOBHH, YTO MPOILIO 110 KPaiHEH Mepe MATh JIET ¢
Tex mop, Kak ObiTa BBEJEHA IepBas 103a ITHEBMOKOKKOBOH BakuuHbl. B rpymmy
pHanbosiee  BBICOKOrO  pHUCKAa  IMHEBMOKOKKOBBIX ~ MHOQEKIMH  BXOIAT JIHOAM €
GyHKUMOHANLHON — WIM  AQHATOMMYECKOH  acruieHWed  (HampuMmep,  CTpaarolue
CepIIOBH/IHO-KJICTOYHONH aHEMUEH HJIH 110C/IC CIUICHIKTOMHH), JTHIA, CTPAAAIOLIHC BHUY-
undexuei, jeiikemuei, mamdomoit, 60J1e3HbI0 X0JUKKHHA, MHOYKECTBEHHOH MHEIIOMOH,
PacIPOCTPAHEHHOH  3JIOKAYECCTBEHHOH — OMYXOJBIO,  XPOHHUECKOH MOYeHHON
HEI0CTATOUHOCTBIO, HEPPOTHYECKHM CHHAPOMOM, HWIH € JIPYTHMH COCTOSHHAMH,
CBS3AHHBIMM € HMMMYHOCYIpeccHel (Hanpumep, MepecajKa KOCTHOTO Mosra HiTH
TpPaHCIIAHTAIIWA ~ OPraHoB), W JHI@,  MOJyYalomHue  MMMYHOCYIPECCHBHYIO
XUMHOTEPAIHIO (B TOM YHCIIE JUIHTEJILHBIC KYPChl CHCTEMHBIX KOPTHKOCTEPOUIOB) (CM.
pazzen «OCOBBIE YKA3AHWS», noapasaen «Cpokn BaKIMHALMH »).

V nereit 10 sner W Migaame, OTHOCHMMBIX K TpyMnre BBICOKONO pHCKa TOKENTBIX
ITHEBMOKOKKOBBIX HH(eKIHii (Hanpumep, AeTH ¢ QYHKIMOHATLHOH HIH aHATOMUYECKOH
acTIeHKeH, BKII0Yas CepPrOBHIHO-KICTOYHYIO aHEMHIO HIIH 10C/IC CIUICHIKTOMHH, HITH
NPH HATMYHH COCTOSHHI, CBA3AHHBIX ¢ OBICTPHIM CHHKEHHEM YPOBHS AHTHTEN MOCIC
NepBHYHOM  BAaKIMHALMK,  BKmoWas — HeQpOTHUCCKMH  CHHIPOM,  MOHCHHYIO
HEIOCTATOYHOCTD MJIM TIOC/IE TPAHCIUIAHTALMM TIOYEK), MOXKET PaccMaTpHBATLCS BOIPOC
0 peBaKIHHAUMH BaKLMHOMH IMuesmoBakc® 23 depes TpH ToAa MOCIHE BBEECHHS
npeabLyIieit 10361 BAKIUHDI [Tuesmonakc® 23.

Ecii npe/iecTBYIOUMI CTATyC B OTHOIIEHHH BAKLMHALMA HEH3BECTCH, NALCHTaM M3
IPYIIIbl BBICOKOTO PHCKA PA3BHTHS ITHEBMOKOKKOBBIX MH(EKIHH CIETyeT MPOBECTH
PUBHUBKY [MHEBMOKOKKOBOH BaKIHHOM.

Bee sMua 65 €T 1 cTapire, KOTOpble He MPUBHBAIHCE B TEUEHHE S5 JICT (M HAXO/IMIACEH B
BO3PACTHOMN Tpymnine miaiue 65 JeT Ha MOMEHT BAaKUMHAIMH), JIOJKHBL TOJYHHTE eIle
0/IHY 7103y BaKLHHbI [Tuesmoakc® 23. TToCKOIBKY JaHHBIE, KAcaromHUXcs 0e30macHOCTH
[THEBMOKOKKOBOW BAaKIMHBl NpU €€ BBEJCHHH Tpu wim Oosnee pa3s, ABIAIOTCH
HEJ0CTATOUHBIMH, JIOTIONHHTENLHYIO BaKLMHAIMIO [OCTE BBEACHMS BTOPOH J103bI

BAKI[AHEI 0OLIYHO MPOBOJIMTH HE PEKOMEH1YETCS.
4
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e JlumaM or 2 JerT M crapiue, MOJABEPralomMMcs HauOOJIBIIEMY PHUCKY CEPBE3HBIX
MHEBMOKOKKOBBIX MH(EKIHMH ¥ paHee NPUBHTHIM KOHBIOTHPOBAHHOM - [HEBMOKOKKOBOH
BAKLMHOM, PEKOMCHIYeTCs pEBAKIMHAIAA BaKIIHHOM [TneBmoBakc® 23. Wnrepsai
MEX/y BBEJCHHEM KOHBIOTHPOBAHHOH ITHEBMOKOKKOBOH BAaKLMHbI M BBCICHUCM
pakiuHb [THemoBakce”™ 23 omkeH OBITH He MeHee 8 Helelb.

IMPOTUBOITOKA3AHMUSI

o THIEPUYBCTBUTEILHOCT K JI0GOMY KOMIOHEHTY Bakimubl. Ha cnyuaii pasBuTHs OCTpOH
aHa(UIAKTOM/HOM peaKkiMi Ha Kako#-IM00 KOMIIOHEHT BBEJICHHON BaKIMHBI, HArOTOBE
JI0JKeH uMeThest pactBop runedpuna (1:1000) st HeMeUICHHOTO BBECHHS.

o CuibHas peaKiMs WIH TOCTBAKIIMHAIBLHOE OCIOKHEHHUE HA TPEJIBINYINEE BBEACHHC.

e Ocrpble MHPEKUMOHHBIE M HeHH(EKIHOHHbC 3a00/eBaHust, ODOCTPEHHE XPOHHYCCKHX
3a607MeBaHMH  ABJIAIOTCS BPEMEHHBIMH TTPOTHBOINOKA3aHHAMM /Ul MPOBEICHHS TPHBHUBOK.
[11aHOBBIC TPUBHBKH MPOBOAATCS uepes 2-4 HEJeNH Moc/ie BbI3JIOPOBICHHS WIH B MEPHOLL
PEKOHBA/IECUCHLHH WM peMHCCHH. [IpH HETSIKEIBIX OCTPHIX PECHHPATOPHBIX BHPYCHBIX
MHpEKIMAX,  OCTPBIX  KHMIICYHbIX  3a0oneBaHMsX M JIpyruX 3a00s1eBaHUsX,
COIPOBOXKIAIONIMXCS MOBEIICHHEM TEMIIEpaTypbl, TMPUBHBKH MPOBOJSATCS Cpasy MOCIE
HOpMaJIM3aLuy TeMIIepaTyphbl.

e JlioGoe Mxopano4yHOe pecrupatopHoe 3abojieBaHHE WM JIPYIHE OCTPhIC HH}pEKIHH
SBISIOTCS  MPUMUMHOM Ui TOro, 4TOOBI  OTJIOXKHTH — BaKIWHALMIO  IPCIapaToM
IueBmoBakc” 23, KpoMme CJyyaes, KOIja 10 MHEHHIO Bpaua nojo0Has 3a/Iepka BIEHCT 33
coboii ete OONbIIKMH PHCK.

C OCTOPOXHOCTBHIO

CreayeT NpOABIATH OCTOPOXKHOCTL TIPH  BBEJCHHM  BAKUHMHBL JII@M, TOJYyHalOUM

MMMYHOCYIIPECCHBHYIO Tepalfio, JTHIAM C TsDKEIbMH  hopMaMH HapyIICHWH CcepeuHo-

cocyameTolt u/unmm nerounoi Gpyuxumii (em. pasaen «OCOBbIE VKA3AHHUS»).

MPUMEHEHME TIPM  BEPEMEHHOCTM W B TIEPHMOJ T'PYIHOI'O

BCKAPMJINBAHMUS

He n3yueno.

OCOBBIE I'PYIIIBI TAITMEHTOB

Jletn

Bakimna [Tnesmosake® 23 He mpUMeHseTCs y AeTed Muamme 2 JIET, [OTOMY 4TO y JIeTeH

JIAHHON BO3PACTHOM IPyIbl He pa3BHBaeTes dP(eKTHBHBI HMMYHHBIH OTBET Ha KallCYJIbHBIC

AHTUIE€HBI, BXOJAIIHE B COCTAB MOJUCAXAPHIHON BAKIIUHBL

ITaliHeHTBI MOKHIOT0 BO3pacra
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K imHiueckne uec/ie10Banns Bakinb! [THeBMoBake” 23, B KOTOPBIX NMPUHHMAIH y4acTHE JIHIA
B Bozpacte 65 JIeT W CcTapiie, POBOIMIMCH JI0 M [0C/I€ PErHCTPAllMH JIaHHOTO npenapara. B
caMOM KPYITHOM M3 3THX HCCIIe0BaHMil nokasated 6e30MacHOCTH BaKUMHbI Iluesmoake” 23
pH ee MCIONB30BAaHUM Y B3POCIBIX B Bo3pacte 65 seT u crapme (n = 629) cpaBHHBaIH C
GesonacHocTbio [THeBMoBake” 23 npH BBEJICHUH B3POCIIBIM NALKEHTAM BO3PACTHOHN IPYyINIbl OT
50 10 64 net (n = 379). YUacTHHKHM TOr0 HCCieI0BaHHA ObUTH aMOyJIaTOPHBIMH MAIKCHTAMH,
M PacrpoOCTPAHEHHOCTh CBA3AHHBIX ¢ BO3PACTOM XPOHHUYECKHX 3a001eBatHil OblIa 0XKHIACMO.
KiuHMUecKHe JaHHbIE He T[I03BOJHIH  BBISBUTL IIOBBILICHHYIO 4acTOTy M THAKECTH
HEXKEIATebHBIX Peakildil y JIMIl B BO3pacTe crapimie 65 JieT, 10 CPAaBHEHHIO C MOKa3aTelsIMH Y
nauMeHToB M3 rpymmsl 5064 ner. OfHAKO, MOCKOJbKY TOJNEPAHTHOCTh MOKHIBIX JHOACH B
OTHOIICHHH MEMIMHCKHX BMEIIATEILCTB MOYKET ObITh HE TaKoH, Kak y 0oziee MOJIOIBIX
NALMEHTOB, HEJIB3s HCKIIOYATh 00.1e¢ BHICOKYIO YacTOTy H/HIH 00JeC BBIPAKCHHYIO TAKECTH
peakimii y HEKOTOPBIX MOKHIIBIX JO/eH. BbUIH 10Jy4eHbl NOCTMAPKETHHIOBBIC cooO0uienns, B |
KOTOPBIX OTMEUAJIOCh, YTO Y HEKOTOPBIX OCHA0IEHHBIX MOKHIBIX MOJCH C HECKOJIBKHMH
CONYTCTBYIOIMMH 3a007eBaHUAMI  110C/IC NPOBECHNA BAKUHHAUMH MMEIH MECTO THKCIIBIC
HeYKeIaTeTbHbIE SBJICHAS U OCTOKHEHHE KIMHHYECKOTO TCYCHHS HMEBIIMXCS 3a00IeBaHHH.
CIHOCOB INPUMEHEHUS U J103bl

Cnoco® BBeleHHA:

TOJIBKO JUUIS1 BHY TPUMBIIITEYHOTO WIH ITOJKOXHOTI'O BBEJAEHHA!

He 6600umb 6HYMPUBEHHO UIU GHYMPUKOICHO!

[Mepen BBeACHHEM cOEPKUMOE (DIIAKOHA HIIH LITIPHIIA TIPOBEPAIOT HA HATHIHE MEXAHHYCCKHX
YyacTHIl ¥ W3MeHeHHe LBeTa. BakinHa IMiesmosake” 23 — npo3paunas GeciuBeTHAs KHIKOCTD.
Bakuuny [TnemoBakc® 23 BBOAST B o0Obeme 0,5 M MOAKOKHO HWIH BHYTPHMBIIIEYHO
(IPE/IOYTHTENBHO B JIETHTOBH/IHYIO MblUIy HITH OOKOBYIO IOBEPXHOCTH cpe/iHel 4acTH
Genpa), cobmojas TpH STOM HEOOXOJAMMbBIE MEpbl MPEIOCTOPOIKHOCTH, yroObl  M30exKaTh
BHYTPHCOCYIMCTOTO BBEJICHMS,

JUts npeoTBpaleHds nepeaaun Bo3OyauTenel MHPEKIMH OT OJHOro 4ernoBeKka K Apyromy
BAKHO MCIOJIL30BATL OT/AE/IBHBIN CTEPHJILHbIA IINPHIL W WY JUIS KakI0ro KOHKPETHOrO
narMenTa.

Pa3BejieHHS WIIH BOCCTAHOBJICHHUS IperniapaTa He TpebyeTcs.

Beeoenue eaxkyunbl, nocmasasemou 60 d).’l(ll\'()H(:'

Coznepxknmoe (/1aKOHA TMOTHOCTBIO HAGHPAIOT B IINPHI, HE COJAEPKAUIMH KOHCCPBAHTOB,
AHTHCETITHKOB U JIETEPreHTOB.

Beeoenue sakyumbl, NOCMABGISACMOU 8 NPEOBAPUNEIbHO 3ANOIHEHHOM Whpuye




[IpeBapHTEILHO 3aMOTHEHHBIH LINPHLL IIPEJHA3HAYEH TOJIBKO Ul OJAHOKPATHOIO BBCICHMSA.
BBoasT Bee coiepykiMoe MIMpHILa.

MOBOYHOE JENCTBUE

B KIMHHYECKOM HCCIEIOBAHMM BakuuHbl [lHeBMOBakc® 23 NMPUHHUMATH yYacTHE BIEpBBIC
BaKLMHIPYEMbIC ¥ PEBAKIMHUPYEMbIE B3POCIIbIC NALMEHTHI, CPEH KOTOPBIX 379 M ObuIo B
Bo3pacte oT 50 n1o 64 et u 629 M1 B Bo3pacTe 65 seT u crapiue. YacToTa MOSBICHAS PeaKiHi
B MeCTe HHBEKIMH Y BAKIMHUPYCMBIX BIIEPBBIC U PEBAKIHHHPYEMBIX TauueHToB Gbina 72,8% n
79,6% COOTBETCTBEHHO Y JHIL B Bo3pacte oT 50 10 64 net u 52,9% u 79,3% COOTBETCTBEHHO Y
ML B BospacTe 65 et u crapuie. YacTora NOsBICHMHS Peakiuit B MECTE MHBEKLHMH B CTapIIeH
BO3PACTHOMN IPyIIIEe PEBAKIIMHUPYEMbIX Obllla CPaBHHAMA € 4acTOTOM, HAGTIOIaeMOi B MJIJIILICH
BO3PACTHOH Tpynme peBakUMHUPyeMbIX. Peakiii B MeCTe MHBEKUMH MOABJSINCH B TCUCHHC
TpeX JHEH 1ocsie BaKIMHAIMH H 0ObIMHO HCYE3AI HA TATBIH JICHb M0C/IC BAKIIMHALTH. Yacrora
MOSBIEHNUS CHCTEMHBIX PEaKiHii y BaKIIMHUPYEMBIX BIICPBBIC ¥ PEBAKIIMHMPYCMbIX IIAIMCHTOR
6bima 48.8% 1 47.4% COOTBETCTBEHHO y JHIL B Bospacte or 50 1o 64 net u 32,1% u 39,1%
COOTBETCTBEHHO y JIMIl B Bospacte 65 nerT u crapiue. Yactora mMOABICHHS YCTAHOBICHHBIX
BAKIMH-AaCCOIMMPOBAHHBIX ~ CHCTEMHBIX ~ PEaKuMi Y  BAKUMHMPYCMbIX  BIEPBBIC M
PEBAKITMHUPYEMbIX NALMEHTOB Obl1a 35,5% u 37,5% COOTBETCTBEHHO Y JIMLL B BO3PACTE OT 50 no
64 ner u 21.7% wu 33,1% COOTBETCTBEHHO y MLl B Bo3pacTe 65 J€T M cTapuie. YacroTa
[OSBJICHMS CHCTGMHBIX M  BAKLMH-aCCOIMHPOBAHHBIX CHCTEMHBIX peakuuii B Crapmie
BO3PACTHOI IPyIIIE PeBaKIMHAPYEMbIX Obl1a CPaBHUMA C HaCTOTOH, HaOmo1aeMoi B Mulazmei
BO3PACTHOM TPyIIe PeBAKIIMHUPYEMBIX.

Cpean  Hambonee  paclpOCTPAHEHHBIX — CHCTEMHBIX — HEKeTaTeNbHBIX sBJIcHAH  OBLIH
ACTEHHs/yCTATOCTh, MHAITHSA W Toj0BHas 60mb. CHMITOMATHYECKOE JEUCHHE NPUBOIMIO K
TOJTHOMY BBI3ZI0POBJICHHIO B OOTBIIHHCTBE CI1yUacs.

Hmke npejcTaBlieHbl HEXKeJIaTelbHbIe PeaKluH, KOTOpbhIe HAOMOAATHCh  BO  BpeMs
KIMHUYECKMX — MCCJIENOBAHME  W/WIH B HOCTpErucTpanMoHHOM — nepuoze.  Yactora
HeKeJIaTe/IbHBIX PeaKIuii Onpesessach CIeylomum 00pasoM: OUeHb YacTo (=21/10), yacro
(=1/100, no <1/10), mewacro (>1/1000, no <1/100), pesko (=1/10000, o <1/1000), o4eHb peaKo
(< 1/10000), Heu3BeCTHO (YACTOTY JIAHHBIX HEKEIATCIBHBIX peakifii HEeBO3MOXKHO YCTaHOBHTD
M3 WMEIOMIMXCA [aHHBIX, [OCKONBKY OHH OBUIM TOJIyYeHBI JOOPOBOJILHO OT HaCEIeHHS
HEHM3BECTHOTO KOJIHYECTBEHHOIO COCTaBA).

Hapvwenus co cmoporbl KposU U .'lzmd)amuuecxoil CUcmeMbl

Heuseecmuo: TeMOJMTHUECKAs aHeMmus*, NeikoruTo3. JuMpaieHuT, JTuMbaseHonaTus,
TpomGouMuTONCHUS * *

Hapywenus co cmoponbl UMMYHHOU CUCEMbL
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Heussecmno: anauIakTOWIHBIE peakiuu, oTek KBuHKe, chiBopoTOYHast 60JIe3Hb

Hapywenus co cmoponel HEPBHOU CcUCeMbl

Heuseecmuo: deGpunbubie cynopor, cuuapom ['uitena-bappe, rososnas 60i1b, napecTesu,
PaaMKyJIOHEBPOIIATHS

Hapyuwenusi co cmopoHbt HCENVOOUHO-KUULCYHO20 MPAKMA

Heuzeecmino. TOIIHOTA, PBOTA

Hapywenus co cmoponbl KOHCU U NOOKOJICHBIX MKAHEU

Heussecmuo: chillb, KparMBHAIA, MyTbTH(GOPMHAs spUTEMa

Hapyuenust co cmoponbl CKeAemHO-MbIUeYHOU U COCOUHUMENbHOU MKAHU

Heuzsecmno: apTpairus, apTpHT, MUAJIT U

Qbwue PACCMPOUCMBa U HapVuleHus 6 Mecme 66COCHU

Ouenv wacmo: mxopaaka (< 38,8°C) u cienyromme peakiuu B MECTC BBEACHHUS: SPUTEMA,
MECTHOE YIJIOTHEHHE, GOIE3HEHHOCTh, UYBCTBHTEILHOCTD, OTEK, MPUJIUB TETIa

Peoxo. dinermona B MecCTe HHBEKLUH

Heuzeecmno.: acTeHus, 03HO0, TUXOPaaKa, CHHKEHUE MOABHIKHOCTH KOHECYHOCTH, B KOTOPYIO
Gbia c/Ie/IaHa HHBEKLIMS, HEJJOMOTaHne, epHpepHICCKUi orek’ '

JlabopamopHbie u uHcmpymenmaibHbsle OaHHbLE

Heuseecmuo: nopbimenne yposus C-peakTHBHOTO Oelika

* y IANMENTOB, HMEBIUMX WHBIE TeMATOIOrHYCCKHE 3a00IeBanus

¥¥ y MaIMenToB cO CTaOM/IH3MPOBAHHON HHONATHICCKOH TPOMBOLMTOIICHHYECKOI TTypIypo#

T ¢ OBICTPBIM TOSIBICHHEM T10CJIC BBCACHHS BaKITMHDI

+1 KOHEUHOCTH, B KOTOPYIO Oblla c/le/laHa HHBCKITHA

IMEPEJTO3HPOBKA

JlaHHbIE O CIyYagsX Mepelo3uPOBKH OTCYTCTBYIOT.

B3AMMO/IENCTBHE C JIPYTUMHU JIEKAPCTBEHHBIMHU INPEMTAPATAMH
ITpumenenue ¢ Opysumu 8aKyuHamu

[THEBMOKOKKOBYIO BaKIMHY MOXHO BBOJIMTH OJHOBPEMEHHO C BAaKUMHOH JUIA npoHITAKTUKHA
rpunma (KOTOPYIO BBOMAT B Japyryio pyky). Takoe BBejneHME HE NMPHUBOJMT K HMOBBINCHHIO
YaCTOTHI TOOOUHBIX dPHEKTOB HIIH CHIJKEHHIO HHTEHCUBHOCTH MMMYHHOTO OTBETA HA BBC/ICHHC
Kavk10i 13 BakiuH. TTHEBMOKOKKOBYIO BAKIIHHY MOXHO BBOJHMTH OJTHOBPEMEHHO (B OJUMH JICH)
¢ JPYrMMH BakIMHAMH (32 MCKIIOYEHHEM BAKIMH IS MPOQHIAKTHKA TyOepKyie3a) B pasHble
YYacTKH Tela ¢ WCromb3oBanueM pasubix wmpuies. (Mudopmanus 00 HHTEepBalle MEKIY
BBEJICHHEM  KOHBIOTMPOBAHHOM — MHEBMOKOKKOBOH — BaKIHHBI M BBCJCHHCM  BaKIIMHbBI
IMuesmosakc™ 23 mnpenctasieHa B pasaene «llokasanust K TIPHMEHEHHION, MOJpasjene

«PeBakuMHAIHAY).



OCOBBIE YKA3AHUSI i

BaknuHainmga ¢ MCNOJAb30BAHUEM  BAKIIMHBI nHCBMOBachﬁZ 23 He Oyuer 3aimumars - oT

3a00JIeBaAHMI, BbI3LIBAEMBIX TMHEBMOKOKKAMHM TEX KalCYJIbHBIX THITOB, KOTOPbLIE HC BXOJAT B

COCTaB JIAHHOW BAKLIUHBI.

Eciu  BBeJcHWe BakiMubl IlHeBMOBakc® 23  OCYIIECTBIACTCS JIMLAM, MOJNyHalONHM
HMMYHOCYIPECCHBHYIO TEPAruio, YpOBEHb CHIBOPOTOYHBIX aHTHTEN MOXKeET ObITh HHKE
OXKHMIAEMOTO M MOMKET HMMETh MECTO HEeJIOCTATOYHOCTb MMMYHHOIO OTBETa Ha AHTHUICHBI
IHEBMOKOKKa (cM. mojipasient «CpoKH BaKLIMHALIMH ).

BHYTPHKOKHOE BBEICHHE MOYKET BBI3BATH TSKEIBIE MECTHBIC TIODOYHBIC PEAKLIMH,

Kak u B ciyuyae moGoil BakuMHbBI, BakIMHAIMS MpErNaparom [neBmoBakc” 23 MOXKET He
IIPUBECTH K [10JIHOM 3alllUTe BCEX MPUBHTBIX.

Bakumnanus mpenaparom [THeBmoBakc® 23 MoskeT okasaThes Hed(pheKTHBHOH juid
npeoTBpaiienus HHPEKUHH, BO3HMKIICH B pe3yiIbTare MepeloMa OCHOBAaHHS 'epena HiH
BBITEKAHUS CIIMHHOMO3TOBO# H/IKOCTH BO BHELIHIOIO Cpejly.

YV [AnMenToB, COCTOSHHE KOTOPBIX TpeOGyeT BBECACHHMS TMEHHIWUIHHA (MM JPYTUX
aHTHGHOTHKOB) /U TIPOMUIAKTHKH [THEBMOKOKKOBOH HH(EKLHH, Takas npoduIaKTUKa HE
JIOJI7KHA NPEKpaIaThes Nocse BaKIMHALKH [1perapaToM IMuesmonaxc” 23.

Creayer TNposBasTh  ocoboe  BHUMAaHHWE W [IPHHMMaTh  COOTBETCTBYIOUIME — MEpEI
[IPeI0CTOPOKHOCTH MPH BBEJICHHHU Ipenapara [THenMoOBake™ 23 IHIAM ¢ TAHKEIBIMH (opMaMH
HApYIIEHHI CepACYHO-COCY/IACTON H/MIIH JIETOUHOM (yHKITHI.

Cpokn BaKIMHAIIHH

[Tpu HeKOTOPBIX 3ab0sIeBaHHAX THEBMOKOKKOBAA BAKIIMHA JI0JDKHA ObITH BBE/ICHA HE MEHEE YEM
3a JIBEe HeJeJH IO IJIAHOBOM CIUleHIKTOMMH. IlpH njiaHMpoBaHMHM XMMHOTCPAIIMH paka HIlH
JPYTHX BapHaHTOB MMMYHOCYIIPECCHBHOM Tepanun (Hanmpumep, y TNalHeHTOB € Gonesnbio
XOWKKMHA WM y TeX, KOMY IIPEeJCTOMT Mepecajika KOCTHOrO MO3ra M TpaHCIUIAHTallMsA
OpraHoB) WHTEPBAT MEKJly BAKIMHAIMEH M HAYAIOM MMMYHOCYNPECCHBHOH TEpamuu A0MKCH
COCTABIATH HE MEHEe JBYX Hejeib. IIpoBesieHHs BaKIMHALMH BO BPEMA XHMHOTEpPAITHH HJH
JlydeBoii Tepanuu creyer u3derarh. [JHEBMOKOKKOBas BAKLMHA MOKET ObITh BBEJCHA CIYCTH
HECKOJILKO MECSILIEB [OC/Ie 3aBEpIICHUs XHMHOTEPAMH WM JIYYEBOH TEpanHu OMyXOJeBRIX
saGosnesanuii. [Tpu Gosesnn XoJUKKHHA MOCIe HHTCHCHBHOH XMMHOTEpanuu (B KOMOMHALMK ¢
nydeBoii Tepanued win Ge3 Hee) MMMYHHBIH OTBET HA BAKIMHALMIO MOKET OBITH CHHXKCH B
TeYeHHe JIBYX NeT M Gosee. Y HEKOTOPBIX MAlMEHTOB B TEUCHHC JIBYX JICT MOCIC 3aBEPLICHHA
XHMHOTEpAIHH WM JPYTHX BapHAHTOB HMMYHOCYIPECCHBHOH Tepanuu (B KOMOMHAIMK €

nydeBoii Tepanued win Ge3 Hee) HaGMOAETCA 3HAYMTENLHOC Y/TyyllleHHe HMMYHHOTO OTBETA,
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ocobeHHO C YBCIIHYECHHEM HHTEpBAJla MCHKIY OKOHYaHHUEM JIEYCHHS H BBCICHHCM

THEBMOKOKKOBO# BaKLMHBI.

Jluna ¢ GecCHMITOMHON WM KIMHHYecKH BbipaxenHoi BHUY-undekuneil A0KHBI OBITH
NPUBHUTHI KaK MOJKHO CKOpEE 1ocjie yCTaHOB/ICHHS YKa3aHHOro IHariosa.

BaAusinMe HA CMOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMH cpeicTBaMu M paboTaTh ¢
MeXaHH3IMaMH

BiusHHe BaKLMHBI HA CMOCOOHOCTH YNPABIATH TPAHCIOPTHBIMK CPEICTBAMH M paborarh C
MEXaHH3MaMH He H3y4aslocCh.

®OPMA BbIITYCKA

PacTBOp /115l BHYTPHMBIILICYHOTO W MTOJIKOKHOI'O BBE/ICHHS.

ITo 0,5 mu (1 103a) BO hrakoHe U3 GECUBETHOTO CTEKJIA BMECTUMOCTBIO 3 MJI. (JTaKOH YKYIIOPCH
6poMGYTHIIOBO# TPOGKOI ¢ CHIMKOHOBBIM MOKPBITHEM, MO ATIOMHHHEBOH 00OKaTKo# ¥ 3aKpbIT
OTIENKHBAIOIIEHCS JIACTHKOBOM KPHIMIKOH ¢ KOHTPOJIEM MEpPBOrO BCKPHITHA. 1 (uiakon ¢

BaKIIMHOH MMOMEIIIEH B NavyKy KapTOHHYIO C HHCTp_VKIlﬂeﬁ M0 MEAULIHHCKOMY MPUMEHEHHIO.

[To 0,5 ma (1 go3a) B OAHOPA30BOM MIMPHIIE BMECTHMOCTBIO 1,5 Ma1 u3 crekina tuna [ ¢
agantepom THna «Jlyep-JIok», 3aIMTHBIM CTHPOJIOYTAIHEHOBBIM KOJIMAYKOM, COCIMHCHHBIM C
MIACTHKOBOM KPBIIICYKOH, W MOPIIHEM, NOKPHITBIM MPoOKOi 13 GpomOyTiia. 1 oaHOpa3’oBLIi
LITPHIL C UITION W3 HepsKaBerolleH cramu (WM 6e3 Uriibl), MOMENIEH B KOHTYPHYIO YIIAKOBKY. 1
KOHTYpHasi yNakoBKa MOMEIICHA B MayKy KapTOHHYIO C MHCTPYKIMEH 110 mpuMeHeHnio. 10
KOHTYPHBIX SYCHKOBBIX YMAKOBOK [OMCLICHBI B TIA4YKy KapTOHHYIO C WHCTPYKLHEH 110
MEIMIIHHCKOMY ITPUMEHEHHIO.,

YCJI0OBUSI XPAHEHUSA

XpaHuTh 1IpH TEMIIEpaType oT 2 10 8 °C B 3alMIIEHHOM OT CBETa MECTE.

XpaHuTh B HEJAOCTYIIHOM JUIs JIETEi MecTe.

CPOK I'OJJHOCTH

2 roja.

He Mcnosnb30BaTh [OC/IE HCTEUEHHS CPOKA FOAHOCTH, YKa3aHHOTO Ha YITaKOBKE.

YCJIOBUSI OTITYCKA

OTnyckaroT 110 peuenTy.

IOPUJIMYECKOE JIMILO, HA UMs1 KOTOPOI'O BbBIJ/IAHO PEITMCTPAIIMOHHOE
VYJIOCTOBEPEHHE

Mepk Illapn u Jloym b.B., Hujepnanjisl

MPOU3BOAUTEJIb
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[Ipousseaeno:
Mepxk [Hapn u Jloym Kopn., CILIA
Merck Sharp & Dohme Corp., Sumneytown Pike, P.O. Box 4, West Point, PA 19486, USA

Boinyckaomuii KOHTPOJIbL KayecTsa:

Mepk [lapn u Jloym B.B., Huzepianasl

Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, The Netherlands
NMPETEH3UHU NOTPEBUTEJEN HAIIPABJISITH IO AJIPECY:

000 «MCJ] ®apMacbIOTHKAJICY

yn. IMasnosekas, a. 7, crp. 1, r. Mocksa, Poceus, 115093

Ten.: (495) 916-71-00; daxc: (495) 916-70-94

s 1010 DT
P '(7,4.1‘\

CrienmaiaucT oTjiesa o
1o paboTe ¢ peryIaTOPHBIMH OpraHaMu

000 "MCJ1 dapmaceroTukaic”

| BEPCHHU IOKYMEHTA i ™ 11
- e s ] -
00000O0O0OUO O 4

9 17353




