MUWHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUMCKOW OEEPALINU
MHceTpyKUMs Mo npuMeHEeHHI0 JIEKAPCTBEHHOT0 npenaparta 1Jid
MEJHIIHHCKOI'O npnmenemm
Muesmosake” 23

(BakuuHa NHEBMOKOKKOBAasl, OJIHBAJIEHTHAS)

PEI'MCTPALIMOHHBIA HOMEP:

TOPIOBOE HA3BAHUE: ITnemosakc® 23 (BakiiHa THEBMOKOKKOBAs, 10JIHBATICHTHAS)
I'PYINIIUPOBOYHOE HA3BAHME: Bakuwna /Uit 1poQHIAKTHKH TTHEBMOKOKKOBBIX
UHpeKImi

JIEKAPCTBEHHAS ®OPMA: pacTBOp /Ul BHYTPUMBIIIEYHOTO U MTOJKOKHOTO BBEIACHUS
COCTAB

Opna mo3a (0,5 M) COAEPIKUT:

Jeticmeyiowue eeujecmesa

Streptococcus pneumoniae nonucaxapusl (10 IaTCKOH HOMEHKIATYpe CEPOTHIIBI 1, 2, 3,4, 3,
6B, 7F. 8, 9N, 9V, 10A, 11A, 12F, 14, 15B, 17F, 18C, 19A, 19F, 20, 22F, 23F, 33F) mo 25 Mxr
KaXXI0r0 CEPOTHUIIA.

Benomoeamenvivie 6euyecmea

Hatpust xnopun 4,5 mr, denoxn 1,25 Mr, Boza s uibekuuit 10 0,5 M.

OIMUCAHUE

[Tpo3paynas OeclBeTHAs KHU/IKOCTb.

XAPAKTEPUCTUKA IIPEITAPATA

B cocra Bakuumbl IlneBvoBakc” 23 (BakiuHa JUis NPOQHIAKTHKH ITHEBMOKOKKOBBIX
MHOEKIHNH, MOJUBAICHTHAS) BXOJUT CMECH BHICOKOOUYHIIICHHBIX KaMCYJIBbHBIX MMOIMCAXapHIOB U3
23 nanGoliee PacCIpPOCTPAHEHHBIX U MHBA3UBHBIX CEPOTHIIOB Streplococcus pneumoniae. 23-
BAJICHTHAs BAaKIMHA COJAEPXKUT NpuOIH3uTEabHO 90% CEpOTHUIIOB, BBI3BIBAIOMIMX HHBA3WBHBIC
MHEBMOKOKKOBbIE MH(EKIMM B Pa3BHTHIX H pPa3BHBAIOIIMXCS CTpaHaX. B COOTBETCTBHH C
HayuHbIMH myOsmkaiusmu B Pocenu Hanbosiee pacrpOCTpaHEHbI CEPOTHUIIBI 3, 6B, 14, 19F un
23F. CepoTuIibl, KOTOpble HaubOJIee YacTo SBISIOTCA NMPUYAHON HHBA3HBHOM JICKAPCTBEHHO-
PE3UCTEHTHOM MHEBMOKOKKOBOH uHpexiun, — 6B, 19F, 19A, 23F.

Bakuuny [THeBmoBakc” 23 MPOMU3BOAAT 10 TEXHOJIOTHH, pa3pabOTaHHON B HCCIIEI0BATEIBCKHX
naboparopusix komnanuu Mepk Ilapm u Jloym.

GOAPMAKOTEPAIIEBTUYECKAS I'PYITITA: MUBII-BakunHa

KOJ ATX: JO7ALO1




UMMYHOJOIMYECKHUE CBOMCTBA

[THeBMOKOKKOBass MH(DEKIHs SBJISCTCS OAHOM M3 BEAYIIMX MPHYUH CMEPTH BO BCEM MHUPE U
OMHOI M3 OCHOBHBIX NPHYHH IHEBMOHHH, OAKTEPHEMHH, MEHMHrMTa U OTHTa. IllTamMMmbl
S. pneumoniae, 00NanaONHE JICKAPCTBEHHOW — YCTOMYMBOCTBIO, CTAHOBATCSH  BCC Oonee
pacripoctpaneHHbiMi B CIIIA u B Jpyrux peruonHax Mupa. Coobmaercsi, 4T0O B HEKOTOPBIX
pernonax Oonee 35% IMITAMMOB ITHEBMOKOKKOB YCTOHYMBBI K MCHHILHIUIHHY. Muorue
YCTOUMBBIE K TMEHHIMLUIMHY [THEBMOKOKKH SIBJISIOTCS TaKKe YCTOHYMBBIMH K JpYrHM
AHTUMHUKPOOHBIM TIpernaparam (Harnpumep, 3pUTPOMHLIHUHY, TPUMETOIPUMY-CYIb(aMETOKCA30ITy
1 1edasocnopyHaM IIHPOKOro CIEKTpa AEHCTBHS), YTO emie pa3 MOJYCPKUBACT BaXHOCTH
BAKLIHHONPO(UIAKTUKN ITHEBMOKOKKOBOH MHPEKIHH.

NMMyHOTreHHOCTD

BbUIO yCTaHOBIEHO, YTO OUMIIEHHBIE KallCyJIbHbIC MONHCAXapH/bl THEBMOKOKKOB BBISHIBAIOT
BBIPAOOTKY aHTHTEN, KOTOpble (Q(QEKTUBHO 3alIUIIAIOT OT THEBMOKOKKOBO# nHpexuuu. B
KTHHUYECKHX MCCIICIOBAHUSAX IMOJMBAJICHTHON BAaKIMHBI IMOATBEPXKJICHA HMMYHOICHHOCTD
Ka)KI0T0 M3 BXOSAIIMX B COCTAB BAaKIIUHBI 23 THIIOB KarcCyJbHBIX aHTUICHOB.

3alUTHBIE YPOBHH AHTUTEN K THIOCHEUM(HYECKUM KaNCyTbHBIM aHTHICHAaM ITHEBMOKOKKOB
0BGBIYHO MOSABISIOTCS K TPEThel Hesele Mocie BAaKIMHAIMK. bakTephanbHbIC KarCyJbHbIC
[IOJIMCAXAPU/IBl  CTHMYJIHPYIOT —BBIPAaOOTKY —AaHTUTEN, TJIABHBIM o0pa3oM, TOCPEICTBOM
MEXaHH3MOB, KOTOPBIE He 3aBUCAT OoT ydacTHs T-numdountos. BemeacTue 5TOro y nerel B
BO3pacTe J0 2-X JIET, Ybsid MMMYHHAsi CHCTEMa SABIIETCS CIIC He3pesiol, IMMYHHBIH OTBET Ha
GONBIIMHCTEO THIIOB TTHEBMOKOKKOBBIX KaIlCyJIbHBIX AHTHIEHOB, KaK MpaBuIo, Ciabbiii uix
HEYCTOMUMBBIH.

ITpoa0/ KN TEILHOCTH NPHOOPETEHHOr0 HMMYHHTETA

[ocie BBEJIEHHS MHEBMOKOKKOBOW BAKIMHBI YPOBHH CEPOTHII-CHCLH(MHICCKUX AHTATE]
cHmkarotes depe3 5-10 set. Y HEKOTOPBIX TPYII JIMI| (HAlpUMep, y A€TeH) CHHKCHHE yPOBHS
AHTHTE] MOKET MPOMCXOMUTH ObicTpee. OrpaHuyeHHbIC (IO KOJIMUECTBY) OIYOJMKOBAHHbBIC
JAHHBIE TOKA3BIBAIOT, YTO YPOBHHM aHTHTE] MOTYT CHHKAThCs 00JIee OBICTPBIMU TEMIIAMH Y JIHIL
noxunoro Bospacra (crapme 60 yer). DTH pe3ysnbTaThl MOKa3bIBAIOT, YTO A obecrnieueHus
TOCTOSHHOMN 3alMThl MOXET ToTpe0oBaThesi peBaKlIMHALMA (CM. pasjen «(ITOKA3AHUSA K
[TPUMEHEHUIO», noapasaen «PeBakuuHamms»).

WUccneoBanue paclpoCTPaHEHHOCTH CEPOTUIIOB B paMKax — CHCTCMBI HaOmoieHust  3a
ITHEBMOKOKKOBBIMH HH(MeKImsaMU LleHTpa 1o KOHTPOMO U MpoQHIaKkTHKe zabonesanuit CIIA
POJEMOHCTPUpPOBAIO 57% 3amuTHYI0 S(QEKTHBHOCT BaKUMHALMA TPOTHB HHBA3HBHBIX
MH(EKIUH, BBI3BAHHBIX CEPOTUNIAMHU, BXOSIIMMH B COCTAB BAaKIHHBIL, Y JIHII crapiue 6 net; 65-

84% > hexTMBHOCTE Y MAMEHTOB 0COOBIX IPYII (HAPUMED, JIHIL C MabeToM, MIIeMHYECKON
2
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GOJIE3HBIO CEPIIla, 3aCTOMHOM CEpIEYHON HEIOCTATOUHOCTBIO, XPOHHIECKOH GOJIC3HBIO ETKHX
1 aHATOMHYECKOi acruienueit); 1 75% 3hHeKTMBHOCTS Y MMMYHOKOMIIETEHTHBIX JIMIL CTapie 65
ner.  DQGEeKTUBHOCT, BaKUWHBI He ObLla MOATBEPXKICHA JUI  HEKOTOPBIX  TPyII
MMMYHOKOMIIPOMETHPOBAHHBIX MALMEHTOB, TOCKOJIBKY B TPYIIBI KaXKIOr0 3a00ieBaHMA HE
yanoch HabpaTh JOCTATOYHOE KOJIMYECTBO HEBAKIMHMPOBAHHBIX TAMCHTOB. Pe3ynpTaThl
MCCITEIOBAHMS [TO3BOJISIOT MPEJNON0KHTh, YTO BAKIMHAIMA MOXKET OOecreynBaTh 3allUTy B
TedyeHHe He MeHee 9 JieT ¢ MOMEHTA IOJTyYeHH s IIEPBOM JI03bI.

B pyroM uccrieoBaHHM ObUIO  MPOJAEMOHCTPUPOBAHO  CHHIKCHHE 3 GeKTHBHOCTH €
yBEIMYEHHEM BPEMEHH IIOCIIe BAKIMHALMHK, OCOOCHHO Y OYEHb TIOKHIIBIX JIULL (ctapmre 85 ner).
IMOKA3AHUS K IPUMEHEHHAIO

Bakimua TTnesmoBakc” 23 mnpeaHasHaueHa Juis MPOQHIAKTHKM THEBMOKOKKOBOM WH(EKIHH,
BBI3LIBAEMON THIIAMM MTHEBMOKOKKA, AHTHIEHbl KOTOPBIX BXOJSAT B COCTAB BaKIMHBL BakimnHa
BBOJMTCSA JIMIAM B Bo3pacte 50 JieT  cTaplile, a TaKkke JIMIaMm cTapiie 2 JIeT ¢ MOBBIIICHHBIM
PHMCKOM pa3BUTHSI ITHEBMOKOKKOBBIX MHpEKIIHIA.

Hmmynokomnemenmubvie 1uya:

e [lnanoBas BakuMHALUs ML B Bo3pacTte 50 JieT u cTapie.

e Jluma crapme 2 JeT, CTPajalollMe XPOHHYCCKUMH  CEPACIHO-COCYAMCTHIMH
3a60/€BaHUAMH (B TOM 4YHCJIe 3acTOMHONM  CepAeYHOM  HEI0CTaTOYHOCTBIO U
KapIMOMHONATHEH), XPOHHYECKMMH 3a00JICBAaHHAMH JIETKUX (BKJIIOYAsE XPOHHYECKYIO
O6CprKTHBHyK)60H€3HBHCFKHX11SquBeMy)Hﬂﬂcaxapﬂbm1ﬂHaGeTOM.

e Jluma crapmie 2 JeT, CTPaJaiollie AIKOrOJM3MOM, XPOHHYCCKHMH 3a00JIeBaHUSAMH
MeyeHH (B TOM YHC/IE IUPPO3 MEUYESHH) UM C BEITEKAHHEM CIIHHHOMO3TOBOH JKHKOCTH.

e Jluna crapme 2 1eT ¢ (YHKIHOHAJIBHON MM aHATOMHYECKOH acruleHHen (BKIroYast
CEPIIOBU/IHO-KJIETOUHYIO aHEMHUIO H CIIICHIKTOMHIO).

e Jluma crapme 2 JeT, KMBYIIHE B OCOOBIX YCJIOBHSIX BHEIIHCH Cpe/bl HIH 0c00BIX
COLMATBHBIX YCJIOBHSX (B TOM uKcie Hapo bl KpaiiHero Cesepa).

HMMYHOKOMNPOMEMUPOBAHHbLE TUYA.

e Jluna crapimie 2 J€T, B TOM YHCIIC CTPAJAIOLINE BUY-undexuunen, JIeiHKo30M, auMpOMOH,
00J1e3HBIO XOJKKUHA, MHOKECTBEHHOM MHUEJIOMOH, pacrpocTpaHeHHOH
3JI0KQYECTBEHHOH  OIMyXOJbIO, XPOHHUYECKOH TOYEYHON HEIOCTATOYHOCTBIO WM
HEPPOTHUECKUM CHHJIPOMOM,  JIMIIA, MOJIy4aroue UMMYHOCYTIPECCHBHYIO
XHMHOTEpANuio (BKJIFOYasi KOPTHKOCTEPOUJIBI), @ TAKKE PELHUITUEHTBI MOC/IC MEpeCalku
KOCTHOTO MO3Ta WM TPAHCIUIAHTALMM OPraHoB (JUIA MAllMEHTOB M3 OCOOBIX IPYMI CM.
pasaen «OCOBbIE YKA3AHWS», noapasaen «Cpoku BaKIIMHALIUNY).

PeBakuuHanusa
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OOBIYHO pPEeBAaKIMHALMIO BAKIIMHON [THeBMoBakc” 23 HMMYHOKOMIETEHTHBIX JIMII, paHee
BAKIIMHMPOBAHHBIX ~ 23-BaJECHTHOM  TOJMCAXapHIHON  BaKIMHOW, [POBOJMTH HE
PEKOMEHTy€ETCHl.

TeM He MeHee, OJJTHOKpaTHas peBaKIMHALMS BaKIIHHON ITueBmoBakc” 23 PEKOMEHIyeTCS
JUIAaM  OT 2 JIeT W CTapiie, KOTOpbIe MOJBEPraroTcs HauOOJIbIIEMY PHCKY CEpPbE3HBIX
THEBMOKOKKOBBIX HMH(EKIUH, ¥ TeM, y KOro MOXKET OBICTPO CHU3HTHCS YPOBEHB
AHTHITHEBMOKOKKOBBIX aHTHTEI, [IPH YCJIIOBHH, YTO MPOILIO 110 KpaifHe# Mepe MATh JIET ¢
Tex Top, Kak Oblla BBeAeHA IepBas 71032 MHEBMOKOKKOBOW BaKIMHBL B rpynny
Hanbosiee  BBICOKOrO  pHCKA  ITHEBMOKOKKOBBIX ~ MHQEKIMH  BXOAAT JHOJM €
(QYHKIMOHAIBLHON  WIM  AHATOMHYECKOM  acmyeHHeH (HampuMmep,  CTpaJalolue
CepIOBHIHO-KIETOYHON aHeMHUeil WM MocIie CIUIEHIKTOMMUN), JTHIA, CTPA/AloIue BUU-
HH}EKIeH, JeiKkeMuen, nmuMpoMoii, 6011e3HBI0 X0/UKKHHA, MHOECTBEHHOH MHEJIOMOH,
pacrpocTpaHEHHON 3JI0KQ4e€CTBEHHOM OIYXOJIBIO, XPOHHYECKOMN MOYEUHOM
HEJI0OCTATOUYHOCTBIO, HE(PPOTHYECKHUM CHHJIPOMOM, HJIH C JAPYIHMH COCTOSHHAMH,
CBS3aHHBIMM C MMMYHOCYNpeccHel (Hanmpumep, Mepecajka KOCTHOrO Mosra WM
TpPaHCIUIAHTALWSE ~ OPraHoB), M JIMI@,  MOJyYalolMe  UMMYHOCYNPECCHBHYIO
XMMHOTEPAIHIO (B TOM YHCJIE JUTMTEIbHBIE KypChl CHCTEMHBIX KOPTHKOCTEPOUJIOB) (CM.
pasnen «OCOBBIE YKA3AHWS», noxpasaen «Cpoku BaKIIMHALIUK»).

V gereit 10 ner ¥ Miaaimie, OTHOCHMMBIX K TpYIIe BBICOKOTO pHCKa TKEIBIX
ITHEBMOKOKKOBBIX HH(MEKIHil (HarpuMep, eTH ¢ QyHKIMOHATBHON WK aHATOMHUYECKOM
acTICHHel, BKIIOYas CEPIIOBHIHO-KJICTOYHYIO aHEMHUIO MM TI0CJIE CIUICHIKTOMHH, HITH
NIPH HAJIMYMHA COCTOSIHHI, CBA3AHHBIX C OBICTPHIM CHHXXEHHEM YPOBH: aHTHTEN TOCIC
MepBUYHONH  BakIMHAIMH,  BKJIKOYad HepPOTHYECKHH  CHHJIPOM,  INOYEYHYIO
HEJI0CTATOYHOCTD WIIH TI0C/IE TPAHCIUIAHTALMH TT0YEK), MOXKET PaccMaTpUBaTHCS BOIIPOC
0 peBaKkIMHAIlMK BaKIMHOM [THeBMoBakc® 23 uepe3 TpH TIoja IOCIE BBEICHHS
IpebIAYIIeH 103bl BAKIIHHBI [MueBmoBakc” 23.

Ecii npemecTByOIHii CTaTyc B OTHONICHHH BaKIMHAIMK HEU3BECTCH, MAllMCHTAM H3
IPYIIBl BBICOKOTO PHCKA Pa3BUTHs ITHEBMOKOKKOBBIX UHQEKIUH clieayeT MpoBECTH
IIPUBUBKY MHEBMOKOKKOBOM BAKI[HHOM.

Bce nuia 65 €T 1 cTapiie, KoTopble He IPUBUBATMCEH B TeYeHUE 5 JIeT (M HaXOJIMIIUCH B
BO3pPACTHOM rpymnie miamme 65 JIeT Ha MOMEHT BAKI[MHAIMH), JIOJDKHBI ITOJTYYUTh €Ille
OJIHY /103y BaKIMHBI TTaenmoBakc”® 23. TToCKOIBKY JaHHbIE, KACAIOMIHXCs 0€30MacHOCTH
THEBMOKOKKOBOW BAaKIMHBl TIpH €€ BBEICHHH Tpu uiM Oosee pas, SABIAIOTCSA
HEJOCTATOUHBIMH, JIOTOJHHTEIBHYIO BaKIMHALMIO [OCIE BBEICHHsS BTOPOH J103bI

BAKIIMHbI OOBIYHO MPOBOJIUTH HE PEKOMEHIYETCS.
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e JlumaMm oT 2 €T M crapiie, MOJABEpPraloluMcs HauOOJBIIEMY PHCKY Cepbe3HBIX
MHEBMOKOKKOBBIX MH(EKIHMH 1 paHee MPUBHTHIM KOHBIOTHPOBAHHOM - MHEBMOKOKKOBOH
BAKIIMHOM, pEKOMEHIYeTCs peBaKIMHAIMs BaKIMHOM [TemoBakc” 23. Wnrtepsai
MEKJly BBEJICHHEM KOHBIOTMPOBAHHON ITHEBMOKOKKOBOH BaKIMHBI M  BBEICHHEM
pakimubl [THeBMoBakc” 23 I0KeH GBITH He MeHee 8 HeZlelb.

IMMPOTUBOITOKA3AHUS

e [HIEPUYYBCTBUTENHLHOCTh K JIIOOOMY KOMIIOHEHTY BakiuHbl Ha ciydail pasBUTHS OCTpOH
aHaUIAKTOMHONW peakiMi Ha KaKoH-1M00 KOMIIOHEHT BBEJICHHOW BaKIMHBI, HaroToBe
JIOJKEH MMeThest pactBop snuHedpuna (1:1000) st HeMeUIeHHOTO BBEICHHS.

e CuibHas peakilisi WM MOCTBAKIMHAILHOE OCI0KHEHHE Ha MPE/IBIYIIEE BBCICHHE.

e OcTpble HMH}EKIHOHHbIE M HeWH(EKIHOHHBIE 3a00J€BaHUs, OOOCTPEHHE XPOHHUIECKHX
3a00eBaHUH SABJIAIOTCS BPEMEHHBIMHM IPOTHUBOIOKA3aHUAMH JUIs TPOBEACHHS MPUBHBOK.
[I7aHOBBIE TIPUBMBKH TPOBOJSATCS yepe3 2-4 HEJENH I0CIie BbI3JOPOBICHHS WIH B MEPHOJL
PEKOHBAIECIEHIINE WM peMHUCCHH. [IpH HETSDKEIBIX OCTPBIX PECIUPATOPHBIX BHPYCHBIX
MHDEKIUIX,  OCTPBIX  KHIIEYHbIX  3a00JNeBaHMSAX W JIPyruX 3a00JIeBaHUAX,
COTIPOBOKIAIONIMXCS  [OBEIICHAEM TEMIIEPATYpbl, MPUBHBKHM MPOBOJATCS Cpasy MOCIe
HOPMaJIN3aliH TEMIIEPATYPhI.

e Jlio60e NMXOpaJOYHOE pEeCrUpaTopHOe 3abosieBaHHE WM Jpyrue OCTpBIC UHEKIHH
SBJIAIOTCS ~ TPMYMHOM Ui TOro, YTOOBI  OTJIOXKHTH  BAaKIMHALMIO  TIPENapaToM
IMuemoBakc” 23, KpoMe CITyyaeB, KOTJia 10 MHEHMIO Bpaya I0/100Has 3a/lepiKKa BIIEUET 3a
co0oii erte OOIBIINHA PUCK.

C OCTOPOXHOCTBIO

CrieflyeT TpOSBJIATH OCTOPOXKHOCTH TNPM  BBEJCHHH  BAaKLMHBI JIMIAM, IOJYHarolM

MMMYHOCYIPECCHBHYIO Tepaluio, JHIaM ¢ TOKEIbIMA  (opMaMu HapyIICHUH CepAeYHO-

COCYMCTOl H/umu nerounoit pyukimit (cM. pasaen «OCOBBIE YKA3AHUS»).

NPUMEHEHHME TIIPM  BEPEMEHHOCTH M B TIIEPHOJ TPYJIHOI'O

BCKAPMJIMBAHUS

He u3zyuyeno.

OCOBBIE I'PYIIIBLI TAIITMEHTOB

Jlern

Bakimna ITnesmosakc® 23 He mpuMeHsieTcss y JeTed Muajamie 2 JIET, TOTOMY 4TO y JeTeH

JAHHOI BO3PACTHOMN IpymIbl He pa3BuBacTCs d(P(EeKTHBHBI UMMYHHBIH OTBET Ha KallCyJIbHBIC

AQHTUTEHBI, BXOJIAIIHME B COCTAB MOJIMCAXapUIHON BaKI[MHbI.

ITanueHTHI MOKUIOT0 BO3pacrTra




KinHuyeckue UcclieJ0BaHUs BaKIIMHBI HHCBMOBaKC® 23, B KOTOPBIX MNPUHUMAJIHA ydaCcTHE JIMIA

B Bo3pacte 65 JIeT M cTapiue, MPOBOJWINCH 0 M IOC/E PerHCTpalluy JaHHOro npenapara. B
CaMOM KPYIHOM K3 3THX HCCIIeJIOBaHHMH ToKa3aTe/in 0€30MacHOCTH BAKIMHBI Iuesmopakc” 23
NMPH ee MCIMOJNBb30BaHMM y B3POCIBIX B Bo3pacTe 65 jeT u crapuie (n = 629) cpaBHUBAIA C
GesonmacHocThio [THeBMoBake” 23 NpH BBEJCHHH B3POCIBIM MALMEHTaM BO3PACTHOH IPYyIIbl OT
50 10 64 net (n = 379). YUacTHUKH TOr0 Mccie0BaHus ObUTH aMOyaTOPHBIMH MAlMEHTAMH,
M PacrpOCTPAHEHHOCTh CBS3aHHBIX C BO3PACTOM XPOHHYECKHX 3a00sieBaHMi Oblia 0)KHIAEMOH.
KiuHuYeckHe JaHHbIE HE TO03BOJMJIM  BBISBUTH IOBBIIICHHYIO 4acTOTy M THKECTb
HEe)KeJaTesIbHBIX Peakll|il y JIMI B BO3pacTe crapuie 65 JIeT, 110 CPaBHEHHIO C MOKA3aTe/IsIMH Y
nalmenToB U3 rpynmsl 50-64 ser. OAHAKO, MOCKOJBKY TOJEPAHTHOCTb MOXKHIBIX JIOJACH B
OTHOIICHHH MEIMIMHCKHX BMEIIATEIbCTB MOYKET ObITh He TaKoH, Kak y Oosiee MOJOJBIX
MAlMEeHTOB, HEJb3sl MCKIIoUaTh 6oJiee BBICOKYIO 4acTOTy W/HiK OoJjiee BBIPAXKEHHYIO TSKECTH
peakiMii y HEKOTOPBIX MOXKHIBIX JH0jIeH. bbui mosrydeHbl NOCTMapKETHHIOBbIC coolOuenus, B
KOTOPBIX OTMEUAJOCh, YTO Y HEKOTOPHIX OCHA0JEHHBIX MOXKHIBIX JHOJCH C HECKONBKHMH
COMYTCTBYIONMMH 3a00JIeBaHHAMH  0C/IE TIPOBE/ICHHS BAKIMHALMKM HMEJIH MECTO THAKCIIBIC
HeYKeIaTe IbHbIC SBICHHS U OCI0KHEHHE KJIMHAYECKOTO TeUCHHS MMEBIIMXCS 3a00/ICBAHUH.
CIOCOB INTPUMEHEHMUS 1 J1IO3bI

Cnocod BBeICHUSA:

TOJILKO JUISI BHY TPUMBIIIEYHOI'O UJIU ITOJIKOXHOT'O BBEJIEHHA!

He 6600umb 6HyMpuBeHHO Wil BHYMPUKOICHO!

[Tepes BBeIcHHEM COEPKAMOE (DITaKOHA WIIH LINPHIA MPOBEPSIOT HA HATHYHC MEXAHHHCCKAX
YacTHIl ¥ U3MEHEHHe 1BeTa. Bakiuna IMuesmoBakc” 23 — npo3paynas GecrBeTHas KHIKOCTb.
Bakiuny [TueBmoBakc® 23 BBogsaT B oObeme 0,5 MIJI MOAKOXKHO MM BHYTPHMBILIEYHO
(IPEITOYTHTENBHO B JETBTOBHJIHYIO MBI HIH OOKOBYIO MOBEPXHOCTH cpeaHel vacTH
Geapa), cobiopas MPH STOM HEOOXOAMMbIC MEphbl MPENOCTOPOKHOCTH, 4yToOBl  H30ekKaTh
BHYTPHCOCYMCTOIO BBEJICHHS.

JUts mpeoTBpalleHHs nepefadn Bo3OyauTenell MHOEKIMH OT OJHOro HeJloBeKa K JApyromy
BAJKHO MCITOJIB30BATh OT/EJIBHBIM CTEPHJIBHBIA INIPHIL ¥ HIJY JUIS KakJ10ro KOHKPETHOro
MalMeHTa.

Pa3Be/ieHUs WIIH BOCCTAHOBJIEHHS MpernapaTa He Tpedyercs.

Beeoenue eakyumbl, nocmasisiemou 60 d).vak(me

CozepkuMoe (T1aKOHa TMONHOCTBIO HAOMPAIOT B WINPHI, HE CONCPKAUIMH KOHCEPBAHTOB,
AQHTHCEINITHKOB U JICTEPreHTOB.

Beeodenue eakyunbi, noCmasIAeMol 8 Npeosapumelbio 3an0JaHeHHOM wnpuye
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[IpeBapuTEIILHO 3aIOJHEHHBIH IITPHUIl IPEIHA3HAYEH TOJBKO [UIs. OJHOKPATHOTO BBEICHHS.
BBoAT BCe cofepKUMOE LLITPHILA.

MOBOYHOE JEUCTBUE

B KJIMHHYECKOM HCCIEJOBAHHH BakiwHbl IIHeBMOBakc® 23 NpPHHMMAIM y4acTHe BIIEPBBIC
BaKIMHUPYEMbIE M PEBAKIIMHUPYEMbIE B3POCIbIC MAIMEHTHI, CPEIH KOTOpbIX 379 smil ObUIO B
Bo3pacte oT 50 710 64 et u 629 s B Bozpacte 65 et u crapie. YacToTa NMOSBICHHS peakiui
B MECTe HHBEKIIMH y BAKIMHHUPYEMBIX BIEPBbIE U PEBAKIIMHUPYEMBIX NalMenToB Obura 72,8% u
79,6% COOTBETCTBEHHO Y JHIl B Bo3pacte oT 50 10 64 net u 52,9% u 79,3% COOTBETCTBEHHO Yy
I B Bo3pacTe 65 ner u crapuie. YactoTa NOSBICHHS PeaKiyii B MeCTe HHBEKIMH B CTapiieH
BO3PACTHOI IPYITIe PEBAKIIMHMPYEMbIX OblIa CPAaBHUMA C 4acTOTOl, HaOMoKaeMoH B MJTaIIIeH
BO3PACTHOI TpyIe peBaKIMHUPYeMbIX. Peakimu B MecTe MHBEKIHMH TOSABISUIMCH B TCUCHHC
Tpex JHeH Mocsie BAaKIMHALME H 00BIMHO HCYE3aIM Ha MATBIH JICHB M0CIIEC BAKLIWHALAH. Yactora
OSIBJICHHSI CUCTEMHBIX PEaKinii y BaKIIMHUPYEMBIX BIICPBbIC U PEBAKIMHMPYEMBIX MAlMCHTOB
obuta 48,8% 1 47,4% COOTBETCTBEHHO Y JIMII B BO3pacTe OT 50 mo 64 ner u 32,1% u 39,1%
COOTBETCTBEHHO y JHMII B Bo3pacte 65 jieT u crapiue. HacTora NOSBICHUS yCTAHOBJICHHBIX
BAKIMH-ACCOIIMMPOBAHHBIX ~ CHCTEMHBIX  peakuuid y  BAaKIMHUPYCMbBIX  BICPBBIC U
pEeBaKIMHUPYEMbIX MalHeHTOB Obina 35,5% u 37,5% COOTBETCTBEHHO Y JIII B BO3pACcTe OT 50 o
64 ner u 21,7% wu 33,1% COOTBETCTBEHHO y JHMIl B Bo3pacte 65 JIeT W CTapiie. Yacrora
MOSBIEHUS CHCTEMHBIX M BaKIMH-aCCOIMMPOBAHHBIX CHCTEMHBIX pPEaKUui B CTapiIeH
BO3PACTHOI IPYTITIe PEeBAKLIMHAPYEMBIX OblTa CpaBHUMA C YacTOTOH, Ha0II01aeMOM B MJlaJiIen
BO3PACTHOI TPYIIe PeBAKIIMHUPYEMBIX.

Cpenu  Haubosiee  PacrpOCTPAHEHHBIX — CHCTEMHBIX  HEXEIaTC/IbHBIX sBjleHW  OBLIM
aCTeHHsT/yCTAIOCTh, MUAITHS U TojoBHas 0oib. CHMITOMATHYECKOE JICUCHHE NMPUBOMMIO K
TI0JIHOMY BBI3ZIOPOBJICHUIO B OOJIBIIMHCTBE CITy4acs.

Huke npeicTaBieHbl HeXeJaTeIbHbIe PEaKIMH, KOTOPbIC HaOMIOMATUCh  BO  BpEMs
KIHHHYECKMX — MCCIGNIOBaHMH  W/WiIM B TOCTpErMCTpalMoHHOM — mepuone.  Yacrora
HeKeJIaTeIBHBIX PeaKiuii Onpeessiach ClIeyIomuM 00pasoM: O4YeHb 4acTo (>1/10), yacto
(>1/100, no <1/10), newacro (=1/1000, HO <1/100), peaxo (>1/10000, no <1/1000), oueHb peaKo
(< 1/10000), Hen3BeCTHO (YACTOTY J@HHBIX HEXKEJIATEIbHbIX peaxiii HEeBO3MOXKHO YCTaHOBHUTH
M3 HMMCIOIMMXCS JIaHHBIX, MOCKOJBKY OHM OBUIM TOJYYeHbl J00OpOBOJIBHO OT HACEIICHHSA
HEHU3BECTHOIO KOJIMYECTBEHHOTO COCTaBA).

Hapywenus co cmoponbl Kposu U JlbbW(i)Gmll'i@CKO[l cucmembvl

Heusgecmuo: TeMOJIUTHUeCKas aHeMmusi*, JNeikouuTos, JmMbaneHut, JuMbageHonaThs,
TpOMOOIIUTONEHUS * *

Hapywenusi co cmopoHbl UMMYHHOU CUCTNEMbL




Heussecmno: anapuIakTouIHbIE peakiuu, oTek KBHHKe, ChIBOPOTOUHAs 60JI€3HB

Hapywenus co cmoponbl HePBHOU CUcmeMbl

Heussecmno: GheGpuibHbIE Cy0porH, cuHapom I uitena-bappe, ronosnas 6011k, apecTesuH,
paIuKyJIOHEBPOIIATHS

Hapywenus co cmoponbl 2ACENYOOUHO-KUULEYHO20 MPAKmMA

Heuzsecmmno: TOIHOTA, pBOTa

Hapyuwienus co cmoporbl KOACU U ROOKOICHBIX MKAHEU

Heuszgecmno: Chlllb, KPalTMBHHUIIA, MYIbTH(GOPMHAS pUTEMA

Hapywenus co cmoponbl CKeJIeMHO-MbIUEYHOU U COeOUHUMENbHOU MKAHU

Heussecmno. apTpalrusi, apTpUT, MHAJITHS

O6wue paccmpolicmeéa U HapyuieHus 8 Mecme 66e0eHUs.

Ouenv wyacmo: maxopaaka (< 38,8°C) u cremyromue peakiud B MECTE BBEICHHs: SpHUTEMA,
MECTHOE YIIJIOTHEHHE, GOJI€3HEHHOCTD, UyBCTBUTEIBHOCTD, OTEK, TIPUJIMB TEILIA

Peoxo: hnermona B MeCTe MHBEKIHH

Heuseecmno: acTeHus, 03HOO, JIMXOpaaKa, CHIKEHHE IMOJBHIKHOCTH KOHEYHOCTH, B KOTOPYIO
Oblia ce/laHa MHbEKINS, HeJIOMOTaHue, TTeprdeprIecKuii orek’’

Jlabopamophule U UHCMPYMEHMAIbHbIEe OAHHbLE

Heuszeecmuo: noBelienue ypoHst C-peakTHBHOTO Oesika

* y IAIMEHTOB, UMEBIUHX HHBIE TEMATOIOTHYECKHE 3a00IeBaHH

** y IaIMEHTOB CO CTAa0HIN3HPOBAHHON MMONATHICCKOH TPOMOOLMTOTICHHYECKOH 1Ty pITypoH

t ¢ OBICTPBIM TOSIBIICHHEM I10CJIE BBSJICHH S BAKIIMHBI

+1 KOHEUHOCTH, B KOTOPYIO OblIa c/ie/IaHa MHBEKIHA

NMEPEJO3UPOBKA

JlaHHBIE O CIIyYasX Nepel03UPOBKH OTCYTCTBYIOT.

B3AUMO/IEMCTBUE C JIPYTUMHU JIEKAPCTBEHHbIMHA NPEIMTAPATAMMU
IIpumenenue ¢ Opyeumu 6aKyuHamu

TTHEBMOKOKKOBYIO BAKIIMHY MOYKHO BBOJHMTBH OJHOBPEMEHHO C BAaKLMHOH JUIs npodUIaAKTUKH
rpunna (KOTOpYIO BBOIST B JIpYryilo pyky). Takoe BBeieHHe HE NMPUBOJMT K IOBBIICHHIO
4acTOTHI TTOOOUHBIX P(HEKTOB MM CHHIKEHUIO HHTEHCHBHOCTH HMMYHHOI'O OTBETA Ha BBE/ICHHC
Kavk/10H 13 BAKIMH. ITHEBMOKOKKOBYIO BAKIIMHY MOXHO BBOIHMTH OJHOBPEMEHHO (B OJIMH JICHb)
C APYrMMHM BaKIMHAMH (32 MCKJIIOYEHHEM BAKIMH JUIS IPOQHIAKTHKA TyOepKyie3a) B pasHbIe
yUacTKH Tea C MCIONb30BaHWeM pasHbIX mmpuies. (Mudopmanus 00 HHTepBaJle MEXIY
BBEJICHHEM KOHBIOTHPOBAHHOM  ITHEBMOKOKKOBOM — BAaKIMHBI M BBEJCHHCM  BAKIHHBI
TTnemoBakc®23 npencraBiena B pasaene «Ilokasanus K NPUMEHCHHIO», MOApasaese

«PeBakiMHALUAY).



OCOBBbIE YKA3AHHUS

BakuuHaums ¢ HCIOJbH30BAHMEM BAKIMHBI IMueBmoBakc® | 23 He Oyger 3allMIiaTh OT

3a00JIeBAHWI, BbHI3LIBAEMBIX ITHEBMOKOKKAMH TEX KallCYJbHBIX THUIIOB, KOTOPLIC HEC BXOJAT B

COCTaB JJAHHOW BAKIUHBL.

Eciu  BBejeHWe Bakiuuupl I[leBvoBakc” 23  OCYIIECTBIAETCS JIMIAM, MOTYYAKOIHUM
MMMYHOCYTIPECCHBHYIO TEPAIMIO, YPOBEHb CHIBOPOTOYHBIX aAHTHUTEN MOKET GLm, HHKE
OKHAeMOr0 M MOXET HMETh MECTO HEJ0CTaTOYHOCTh MMMYHHOIO OTBETAa Ha AHTHICHBI
THEBMOKOKKa (cM. mojipasiesl «CpokH BaKIHHALMHY).

BHYTPHKOKHOE BBEIEHHE MOXKET BbI3BATh TSAKEJIBIE MECTHBIE ITIOOOYHBIC PEAKIIHH,

Kak u B ciiyuae /m000# BakIMHBI, BaKIMHALKUA ITpErapaTom IMuesmoBakc™ 23 MOXKeT He
IPUBECTH K TOJIHOH 3aIluTe BCEX NPUBHTHIX.

Baknunauus rnpenaparom ITHeBmoBakc® 23 MokeT okasaThes Hed(hdeKTHBHOH jus
npefoTBpalleHus MHOEKIHH, BO3HUKIIEH B pe3ysibraTe MepeioMa OCHOBaHHA Hepera HiH
BBITEKAHUSI CITMHHOMO3TOBOH JKH/IKOCTH BO BHEIIHIOIO CPEJLy.

YV  HalMeHTOB, COCTOSHHE KOTOPBIX TpeOyeT BBEJCHHS MEHHUMUIMHA (MM JpYrUX
AHTHOMOTHKOB) JUIA MPOQUJIAKTHKH TTHEBMOKOKKOBOH MHGMEKLHH, TaKas npoduakTuKa He
JI0JIKHA MTPEKpaIaThes Mocjie BaKIMHALNK ITpenapaToM [THeBmoBakc” 23.

CrexyeT nposBIsTH —0co00oe  BHHMAaHWE W NPHHAMATH  COOTBETCTBYIOMIME — MEpBI
IPEIOCTOPOIKHOCTH NTPU BBEJICHHH IpenapaTa [THemoBakc® 23 JHIAM ¢ TSOKeTbIMH (opMaMu
HapyIIeHUii cepIedHO-COCYIMCTOMN H/WiH J€roYHON (PYHKLIMH.

CpoxH BaKIMHAIUH

ITpu HeKOTOPBIX 3a00IeBaHMAX ITHEBMOKOKKOBAS BaKIMHA J0/DKHA OBITH BBEJICHA HE MEHEE YeM
3a JIBe HeJeM 0 TUIAHOBOH CIUIEHIKTOMHH. [IpH IulaHMpOBaHMM XHMHMOTEpANHH paKa HJIH
JPYTHX BapMAHTOB HMMYHOCYNPECCHBHOW Tepanuy (Hampumep, y MalHeHTOB ¢ 00J1e3HBIO
XOo/UKKMHA MM Yy TeX, KOMY MPEACTOMT Iepecajika KOCTHOrO Mo3ra WIH TpaHCIIaHTalHs
OpraHoB) MHTEPBAT MEXK/1y BaKIMHALMCH M HayajIoM HMMMYHOCYIPECCHBHON TEparuy JIOJKEH
COCTaB/IATH HE MeHee JBYX Hezenb. [IpoBe/eHHs BaKIHHALMK BO BPEMs XHMHOTEpalldH HJIH
nydeBoil Tepanuu cieayer uzderath. [THeBMOKOKKOBas BAKIMHA MOXCT OBITH BBEIEHA CITYCTH
HECKOJIbKO MECSIEB T0C/Ie 3aBEpIICHUS XHMHOTEPANMH HJIM JIy4YeBOH TEpanmHuh OIyXOJEBbIX
3a6onesanuii. [Ipn Gonesnn XOUKKHHA T10C/Ie HHTEHCHBHOH XUMHOTEpaniH (B KOMOMHAILIUU C
nydeBoii Tepanueit uiu 0e3 Hee) MMMYHHBIH OTBET Ha BAKIHMHAIMIO MOXCT OBITH CHWXKEH B
TeyeHHe JBYX JIeT U Gosiee. Y HEKOTOPBIX MAlMCHTOB B TEYCHHE JIBYX JICT MOCJ]IC 3aBCPIICHHA
XHMHOTEpANMH MM JIPyTMX BapHAaHTOB HMMMYHOCYNPECCHBHOM Tepanuu (B KOMOMHAIMU C

nyquoﬁ Tepanneﬁ uiu 6e3 Hee) HaOJIF01aeTCd 3HAYUTEIBHOE YJIYUIICHHE UMMYHHOTO OTBETA,
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0COOEHHO ¢ YBCJIIMUCHHUEM HMHTEpBaJIa MCIKIY OKOHYaHUEM JICUCHHS MW BBCJICHUCM

MTHEBMOKOKKOBOM BaKIMHBI.

Jluna ¢ GecCHMITOMHON WM KIMHHYeckH BhlpakeHHoi BUY-undeximeil J0KHBI ObITh
IPUBMTHI KAK MOJKHO CKOpee M0CjIe yCTaHOBJICHHS yKa3aHHOTO IHarHosa.

Bausinme Ha CHOCOGHOCTH YNPABJISATHL TPAHCHOPTHBIMH CpeICTBAaMH H padorarh ¢
MeXaHH3MaMH

ByiMsHMEe BaKIMHBI HA CIOCOOHOCTH YIPABIATH TPAHCIIOPTHBIMH CPEICTBAMH M paboTath C
MEXaHU3MaMH HE H3y4aslocCh.

®OPMA BBIITYCKA

PacTBOp JUIsi BHYTPUMBIIIEYHOTO ¥ MOIKOKHOTIO BBE/ICHHS.

ITo 0,5 mu (1 103a) BO hrakoHe U3 GECUBETHOTO CTEKJIA BMECTUMOCTBIO 3 MiI. DJIaKOH YKYNOpeH
OpoMOyTHIIOBOH MPOOKOH ¢ CHIIMKOHOBBIM TOKPBITHEM, 1101 ATFOMMHHEBOM OOKAaTKOW M 3aKPbIT
OTIIE/IKMBAIONIEHCS TIACTHKOBOM KPBIMIKOH € KOHTPOJEM INEepBOro BCKpbITHA. 1 QuiakoH ¢

BaKIIMHOMN ITOMEIIEH B TAYKy KapTOHHYIO C I/IHCprK[lHCﬁ 110 MEIUIIUHCKOMY ITPUMEHCHHIO.

o 0,5 mx (1 mo03a) B OJHOPA30BOM IIMPHIIE BMECTUMOCTBIO 1,5 MII M3 CTeKIa THIA L &
anantepoM THna «Jlyep-JIok», 3aIIMTHBIM CTHPOJIOYTAAMCHOBBIM KOJIITAUKOM, COCAMHEHHBIM C
M1aCTHKOBOI KPBIIICUKOH, W MOPIIHEM, MTOKPBITBIM NMpo0Koi 13 GpomOyTHia. | 0JIHOpPA30BbIN
LITIPHIL C MIJION M3 HepsKaBerolleH cranu (1M 6e3 UIJibl), TOMEIIEH B KOHTYPHYIO YIaKOBKY. 1
KOHTYpHas yNaKOBKa MOMEIIEHA B MAyKy KapTOHHYIO ¢ HHCTPYKLHMEH 10 NPHMCHCHHIO. 10
KOHTYPHBIX SUEHKOBBIX YIMAKOBOK IOMEIICHBI B IMa4Ky KapTOHHYIO C WHCTPYKLHEH 110
MEJIMIIHHCKOMY TIPUMEHEHHMIO.

YCJIOBUSI XPAHEHUS

Xpauuts npu Temneparype oT 2 10 8 °C B 3alIMIIEHHOM OT CBETa MECTe.

XpaHuTh B HEAOCTYITHOM JUIS JICTCH MeCTe.

CPOK I'OJHOCTH

2 roza.

He HCoJIb30BaTh MOCIIE HCTEUEHHs CPOKA FOJIHOCTH, YKa3aHHOTO Ha yIaKOBKE.

YCJOBUSI OTITYCKA

OTnycKaloT 1Mo penenry.

IOPUJIMYECKOE JIMIIO, HA UMsI KOTOPOI'O BBIJIAHO PEI’MCTPAIIMOHHOE
YJIOCTOBEPEHHUE

Mepk Illapn u Jloym B.B., Hujepianas!

IMPOU3BOJAUTEJIb
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917585




[Ipousseaeno:
Mepk [lapn u Jloym Kopn., CIIA
Merck Sharp & Dohme Corp., Sumneytown Pike, P.O. Box 4, West Point, PA 19486, USA

Boinyckawmuii KOHTPOJIb KayecTBa:

Mepk [lapn u Jloym b.B., Hunepnanjsl

Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, The Netherlands
NPETEH3UU NIOTPEBUTEJEN HAITPABJISITH 11O AJIPECY:

000 «MCJ]] ®apMacblOTHKAJIC

ya. [Tasnosckas, 1. 7, ctp. 1, r. Mocksa, Poccus, 1 15093

ten.: (495) 916-71-00; dpaxc: (495) 916-70-94
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