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METHITHHCKOT0 MPUMeHEeHUs
IMuesmoBake® 23

(Baknnna nNHEBMOKOKKOBAS, TOJMBAJIEHTHAS)

PEIMCTPAIIMOHHBIA HOMEP:

TOPI'OBOE HA3BAHME: [TuesmoBakc® 23 (BakiuHa MHEBMOKOKKOBAsI, TOJUBAJICHTHAS)
I'PYIIIIMPOBOYHOE HA3BAHHUE: BakmuHa 18 [OpodUIAKTHKH THEBMOKOKKOBBIX
HH(EKITHH

JIEKAPCTBEHHAS ®OPMA: pacTBop /UIsl BHYTPUMEIIIIEUHOTO U MTOAKOXKHOTO BBEISHUS
COCTAB

Onna m03a (0,5 M) COZIEpKUT:

Heticmsyrowue sewgecmea

Streptococcus pneumoniae noaucaxapuibl (10 JaTCKOM HOMEHKIAType cepoTunsl 1, 2, 3, 4, 5,
6B, 7F, 8, 9N, 9V, 10A, 11A, 12F, 14, 15B, 17F, 18C, 19A, 19F, 20, 22F, 23F, 33F) no 25 mkr
KQXKJOTO CepOTHIIA.

Benomozamenvrvie gewjecmaea

Hatpus xmopun 4,5 mr, denoun 1,25 mr, Boja At uabekiui go 0,5 mo.

OIIMCAHHUE

ITpo3paunast GeclBETHASI KUIKOCTD.

XAPAKTEPUCTHUKA IIPEITAPATA

B cocras Bakmumabl IlHeBMOBakc® 23 (BakiuHa I TPOQIIAKTHKH TTHEBMOKOKKOBBIX
UH()EKINH, TOJMBAICHTHAS ) BXOJUT CMECh BEICOKOOUUIIEHHBIX KAIICYJIbHBIX MMOJIMCAXapUI0B H3
23 wnauboiiee pacHpOCTPaHEHHBIX M HWHBAa3UBHBIX CEPOTUIOB Streptococcus pneumoniae.
23-BaJIeHTHAS BAKIIMHA COJIEPKUT MpUOIH3UTesHO 90% cepoTUIIOB, BEI3BIBAIONINX HHBA3UBHEIE
ITHEBMOKOKKOBEIE MH(EKIIMH B Pa3BUTHIX WU Pa3BUBAIONIUXCS CTpaHaX. B COOTBETCTBUH ¢
HAYUHBIMH TyOnuKanusMu B Poccuu Hambomnee pacmpocTpaHeHBl cepoTunsl 3, 6B, 14, 19F u
23F. CepoTHulibl, KOTOpEIe HauOOJIee HacTO SBIISIIOTCS TMPUIHHON WHBA3UBHOW JEKApCTBEHHO-
PE3UCTEHTHOH MHEBMOKOKKOBOM uHpekiuu, — 6B, 19F, 19A, 23F.

Baknuny IIneBmMoBakc® 23 mpou3BOAST 1O TEXHOJIOTHH, pa3pab0TaHHON B MCCIIENOBATEIbCKUX
naboparopusix kommanuu Mepk [apm u Jloym.

DOAPMAKOTEPAIIEBTUYECKAS I'PYIIIIA: MUBII-Bakiinna

KOJI ATX: JO7TALO1
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NUMMYHOJIOTMYECKHUE CBOVMCTBA (MOCNEOOQBATENBEHOCTE 0003)

e

CMEPTHOMY OTYETY

ITHeBMOKOKKOBasT MHGMEKIHS SBISIETCS. OJHOW U3 BEAYNIUX NPUYHUH CMEpPTH BO BCEM MHpe U
OJTHOM W3 OCHOBHBIX IPHYMH I[MHEBMOHHUH, OaKTepHeMHH, MEHUHTUTa U oTuTa. lllTamMMEI
S. preumoniae, oOmafaloNMe JEKAPCTBEHHOW YCTOWYMBOCTRIO, CTAHOBATCS Bce Ooliee
pactupoctpanenasiMu B CIIIA u B apyrux permonax mupa. CooOmiaercs, 4TO B HEKOTOPBIX
pernonax oOosee 35% mITaMMOB NHEBMOKOKKOB YCTOWYMBBL K NEHHIIUIMHY. MHorue
YCTOHYMBBIE K NEHUIIWIIMHY ITHEBMOKOKKH SBJISIOTCS TakKXkKe YCTOWYMBBIMU K JPYTUM
AaHTUMHUKPOOHBIM TpenapaTaM (HampuMep, SpUTPOMHULIUHY, TPUMETONIPUMY-CYIb()aMeTOKCca30Iy
u 1edasocnopuHaM IIHPOKOTO CIeKTpa JeHCTBHSI), UTO elle pa3 MOAUEepPKHBAET BAXKHOCTH
BaKIIMHOMPODWIAKTHKH ITHEBMOKOKKOBOW MH(EKITHH.

NMmyHOreHHOCTH

bruto yCcTaHOBJIEHO, UTO OUMIIEHHBIE KAICYJIbHBIE MOJUCAXapUIbl MHEBMOKOKKOB BBI3BIBAIOT
BEIPAOOTKY aHTUTEN, KOTOpble 3(()eKTUBHO 3alUIIAIOT OT NMHEBMOKOKKOBOW HHGpekuuu. B
KIUHAYEeCKUX WCCIEOBAHUSX TOJMBAIIGHTHOW BAKIMHBL TMOATBEPKIACHA HMMYHOTCHHOCTH
KQXKIOTO U3 BXOJISIIUX B COCTAB BAKITHMHEBL 23 THIIOB KATICYIHHBIX AaHTHT€HOB.

3anuTHBIE YPOBHU aHTUTENI K THIOCHEIH(pUISCKHM KaIlCyJbHBIM aHTHT€HaM IMHEBMOKOKKOB
OOBIYHO TIOSBISIOTCS K TpeThed Hejelle Moclie BaKIWHAIMH. bakTepHadbHBIE KaIlCyJIbHEIE
MOJUCAXapHABl  CTUMYJIHUPYIOT BBIPAOOTKY aHTUTEN, TJIaBHBIM 0OOpa3oM, MOCPEICTBOM
MEXaHHU3MOB, KOTOpBIe He 3aBUCAT OT ydacTus T-mumdonuton. BenencTsue 3toro y aered B
BO3pacTe A0 2-X JIeT, Ubsi UMMYyHHAsl CHCTEMa SIBISETCS ellle He3pesioi, UMMYHHBIH OTBeT Ha
OOJBIIMHCTBO THUIIOB MTHEBMOKOKKOBBIX KAICYJIBHBIX AHTUT€HOB, KaK MPaBIIIO, CIAOBIH HIH
HEYCTOWYUBBIH.

IIpogorkuTeILHOCTH NPHOOPETEHHOT0 HMMYHHTETA

ITocne BBeneHUS NHEBMOKOKKOBOW BAaKIUHBI YPOBHH CEPOTHI-CHENU(DUUSCKUX aHTHTEN
CHIDKAIOTCS uepe3 5-10 ner. Y HeKOTOPBIX IPYII JIUIl (HApuUMep, Vv JieTell) CHUXKEHHE YPOBHS
aHTHUTE MOXKeT MPOUCXOAHUTH OblcTpee. OrpaHHueHHBIE ([0 KOJWYECTBY) OMyOIHMKOBAHHBIE
JTAHHBIE MMOKA3BIBAIOT, YTO YPOBHU aHTUTEN MOTYT CHHXKATHCS 00s1ee OBICTPBIMU TEMIIaMH Y JIHII
MOXKUIOTO Bo3pacTa {crapmie 60 ier). DTH pe3yiabTaThl MOKA3BIBAKOT, UTO JUISL OOECIeUeHHUs
MIOCTOSIHHOM 3aIllUTHEl MOXKeT MoTpeboBaThecsl peBakuuHanus (cwm. pasgen «IIOKA3ZAHUS K
I[TPUMEHEHHWIO», noapaznen «PeBakiimHaIID ).

Hccrnenopanue paclpOCTpaHEHHOCTH CEepOTHIIOB B paMKaxX CHCTeMEBl HaOMIOJeHHS 3a
ITHEBMOKOKKOBBIMH HHOekIusmMu LlenTpa mo konTposno u npodruiaktuke 3adosesanuii CIIA
MPOASMOHCTPUPOBAIO 57% 3ammTHYR 3(()EeKTHBHOCTh BaKIHHAIIUH TPOTHB HHBA3UBHBIX
HH(EKIHHA, BBI3BAHHBIX CEPOTHIIAMH, BXOJSIINMH B COCTaB BAKI[UHBI, y JHI[ CTapiie 6 JeT;

65-84% »>(Q¢exkTUBHOCTE y TMAIMEHTOB OCOOBIX TIpymm (Hampumep, JHIl ¢ JuabeToM,
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00Je3HBI0  JIETKMX W aHAaTOMHYeckoW  acruieHuei); u  75%  sddexkTuBHOCTE ¥
UMMYHOKOMIIETeHTHEIX JIHII cTapiie 65 yer. 3¢ (heKkTHBHOCTH BaKIIMHEL He ObUIA TOATBEPKICHA
JUISS HEKOTOPBIX TpyNl HMMYHOKOMIIPOMETHPOBAHHBIX TAIMEHTOB, MOCKOJIBKY B TPYIIIEI
KXKI0ro 3a00JIeBaHHSI HE VAAT0CH HAOPAaTh JOCTATOUHOE KOJIWYECTBO HEBAKITMHHPOBAHHEBIX
HAIMeHTOB. Pe3yibTaTel HCCIeIOBAHHS MO3BOJSIIOT MPEANOIOKUTh, UTO BAaKIMHALUS MOXKET
obecreunBaTh 3allUTy B TEUCHHE HE MeHee 9 JIeT ¢ MOMEHTa MOIyUeHUsI IePBOH JT03BL.

B gpyromM wuccnenoBaHUH OBUIO  MPOJEMOHCTPUPOBAHO CHIDKeHHE HJ(PQEKTHBHOCTH C
YBEJIUUEHUEM BpPEMEHH TOCIIe BaKITMHAIINH, OCOOEHHO Y OUYeHb MOKIIBIX JIUI] {cTapiiie 85 yer).
ITOKA3ZAHHUS K IPUMEHEHHUIO

Bakiuna ITneBmoBakc® 23 npeanazHaueHa s NpoWIaKTHKH ITHEBMOKOKKOBOW HWH(EKITHH,
BBI3BIBAEMOM THUIIAMU TTHEBMOKOKKA, aHTUTE€HBI KOTOPHIX BXOJSIT B COCTAaB BaKIMHBL BakiinHa
BBOJMTCS JINLIAM B Bo3pacTe 50 JeT u cTapiie, a Takxke JIMIAM cTapiiie 2 jJeT ¢ MOBBIIIEHHBIM
PHCKOM Pa3BUTHUS THEBMOKOKKOBBIX MH(EKITHH.

Hymynoxomnemenmusie nuya:

e IlmaHoBasi BaKIMHAITUS JIUI] B Bo3pacTe 50 jer u crapiie.

e Jluma crapmie 2 JeT, CIpaalolide  XPOHHUECKUMH  CepJIeTHO-COCYAMCTHIMHU
3aboneBaHusIMA (B TOM HHCJIE 3aCTOMHOM CepJeuHOM HEeJOCTaTOYHOCTRIO U
KapIHOMHUOIIATHEH ), XPOHHISCKUMH 3a00JeBAHUSAMH JIETKUX (BKIIOYAS XPOHHYECKYIO
0OCTPYKTHBHYIO OOJIE3Hb JETKUX B AM(PHU3EMY ) WIH CaXapHBIM JTHA0ETOM.

e Jluma crapmie 2 jeT, CTPajaloNife aTKOTOMM3MOM, XPOHHUECKUMH 3a00JIeBaHUSIMHU
[IeUeHH (B TOM HHCJIe IUPPO3 NMEYSHH ) WK C BRITeKaHHEM CIIMHHOMO3TOBOM JKUIKOCTH.

e Jluma crapmie 2JieT ¢ (QYHKIMOHAIBHOW WM aHATOMHYECKOH acIuieHued (BKIIIOUAs
CepPIIOBUIHO-KIETOUHYIO aHEMHIO U CIUIEHIKTOMHIO ).

e Jluma crapmie 2 jieT, XUBYIIHE B OCOOBIX YCIOBUSIX BHENIHEH CpeIbl HIH OCOOBIX
COIHANTBHBIX YCIIOBHSIX (B TOM uHcie Hapoabl Kpaiinero Cesepa).

Hymynoromnpomemuposannvle auya:

e Jluma crapimie 2 yier, B TOM ducie cTpajaatonme BUY-undekmueii, neliko3oM, TuM(OOMOii,
OOJIE3HBIO XO/KKUHA, MHOXECTBEHHOU MHUEJIOMOHU, pacnpoCcTpaHeHHOMN
3JI0KAYeCTBEHHOH OMyXOJIbIO, XPOHHYECKOW IOUeYHOH HEeTOCTATOYHOCTHIO  WIH
He(POTHIECKIM CHHIPOMOM, JHTIA, MOTyYAIONIHe UMMYHOCYTIPECCHBHYIO
XUMHOTEPANUIO (BKIIIOYASsT KOPTUKOCTEPOU/IBI), 4 TAKXKE PEIUIUEHTHI MOocye Mepecajku
KOCTHOTO MO3Ta FJIH TPAHCIUIAHTAITMH OpPraHOB (/IS MAIHEHTOB H3 OCOOBIX TpYIII
cM. pazaen «OCOBBIE YKA3AHU Ay, noapaznen «Cpoku BaKIIMHAIIUN ).

PeBaknunanus
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paHee BaKIMHUPOBAHHBIX 23-BaJIGHTHOW MOJUCAXapHUHON BAKIIMHOHM, MPOBOJUTHL HE
PEKOMEH Ty €TCSI.

Tem He MeHee, OJTHOKpaTHAsI peBaKITMHAITUS BaKIMHOW [[HeBMOBaKkc® 23 peKOMEHTYeTC s
JUIAM OT 2 JIeT W CTapie, KOTOPBIE TOJIBEPraloTCs HAHOOJIBIIEMY PHCKY CEephe3HBIX
MTHEBMOKOKKOBBIX HH(EKIHH, U TeM, y KOTO MOXKeT OBICTPO CHUBHUTHECS YpPOBEHB
AHTUITHEBMOKOKKOBBIX aHTHUTEJ, IIPH YCJIOBUH, UTO MPOILIO 1O KpaiiHel Mepe ISITh JIET ¢
TeX TOp, Kak OblIa BBEJCHA IiepBas /1032 ITHEBMOKOKKOBOH BakIMHEL. B rpymnmy
HauboJiee BBICOKOTO  PHCKA TMHEBMOKOKKOBBIX  HH(EKIHMH  BXOJIAT JIOAH C
(OYHKIIMOHATEHOH WM  AHAaTOMHYECKOH  acIUleHHeW (HampuMep, CTpaJaroIiue
CEPTOBHIHO-KJIETOYHON aHEeMHUEH HIIM TIOCJIe CIUIeHAKTOMHUH ), JIUIA, cTpajaroniue BUY -
uH(DeKnel, eiikeMuei, TUMGMoMoi, 601e3HBI0 X0/ KKHHA, MHOXECTBEHHOI MHEITOMO,
pacipocTpaHeHHOH 3JI0KA4eCTBEHHOMH OIYXOJIBIO, XPOHUUECKOU MOUEYHOH
HEMOCTATOYHOCTBIO, HE(PPOTHUECKHM CHHAPOMOM, HWIH C JPYTHMH COCTOSHHSIMH,
CBSI3aHHBIMH € HWMMYHOCYIIpecCHel (Hampumep, Iepecajika KOCTHOTO MO3ra MWIH
TpaHCIUIAHTAIMST ~ OPTaHOB), W  JIHMIA, TOJYYAaIoIIHe  HUMMYHOCYIPECCHBHYIO
XUMHOTEPANUio (B TOM HHCIE JIHUTENBHBIE KYpPChl CHCTEMHBIX KOPTUKOCTEPOHUIOB)
(cm. pazpen «OCOBBIE VKA3ZAHMU f», noapazaen « Cpoku BaKIIMHAIIAND ).

V gereit 10 7mer u Miajmie, OTHOCHMBIX K TpYINE BBICOKOTO PHCKA TSDKEIBIX
MTHEBMOKOKKOBBIX HH(EKIH (HampuMep, JeTH ¢ QYHKITHOHATBEHOW WM aHATOMHIECKOU
acIUICHHEH, BKIIOUAsl CEPIIOBUIHO-KISTOUHYK) aHeMHUIO WM MOCJE CIUIEHIKTOMUHM, HIIH
MIPH HAJIMYUH COCTOSIHHH, CBS3aHHBIX ¢ OBICTPHEIM CHHDKEHHEM YPOBHSI aHTHTEI IOCIIe
MepBUYHON  BaKIMHAIMH,  BKIOUas  HeQPOTHUECKHH  CHHAPOM,  TOUYEUHYIO
HEIOCTATOYHOCTH WJIH MOCIIe TPAHCIUIAHTAITUH MOUeK), MOKET pacCMaTPUBATHECS BOTIPOC
0 peBakiuHAUKM BakimHOW IlHeBMOBakc® 23 wepe3 Tpu ToJa TOCIE BBEIACHUS
npeaAbyIy el 035l BaKMHEL [ [HeBMOBakc® 23.

Ecnm npeaniecTByOmui ¢TaTyc B OTHOIIGHUH BAKI[MHAIIMKA HEU3BECTEH, NAI[MEHTaM W3
TPYIIEL BEICOKOTO PHCKA Pa3BHTHS IMHEBMOKOKKOBBIX HWHGMEKIHH CclIeayeT TpOBEeCTH
MPUBUBKY MHEBMOKOKKOBOUH BaKITMHOM.

Bce nura 65 neT u crapiie, KOTOpble He PUBUBAINCH B TeUEHHUE 5 JeT (M HaXOHUINCH B
BO3PACTHOHN TpyIIe MIajiie 65 jeT Ha MOMEHT BaKIIWHAIUH), JIOJDKHEL TOTYUUTE ellle
o/iHy 7103y BakiHb! [THeBMOBakc® 23. I1ockoIBKY JaHHBIE, KACAIOMIUXCS O€30TIaCHOCTH
IMHEBMOKOKKOBOW BaKI[MHBI TIpH €€ BBEJISHUHM Tpu WM Ooyiee pa3, SBISIIOTCS
HEJIOCTATOYHBIMH, JOMOJHUTEIBHYIO BaKI[MHAIMIO [I0CJIe BBEJACHHUS BTOPOH 103BI

BAaKITHHBI 0OBIUHO MMPpOBOJUTE HC PCKOMEHAYETCAL.



ITHCBMOKOKKOBBIX HH(I)GKHI/IFI H paHee IMPUBUTBIM KOH’bIOI‘PIpOB&HHOfI IMHEBMOKOKKOBOH

BaKI[MHOM, pEKOMEHJyeTCs peBakIMHAIMs BaknuHOW IIHeBMoBakc® 23. HHTepsan
MEXJy BBEJICHHEM KOHBIOTHPOBAHHONW ITHEBMOKOKKOBOW BAaKIMHBI W BBEJIEHUEM
BakuHEI [THeBMoBakc® 23 mo/pkeH OBITH He MeHee 8 Heelb.

INPOTUBOIIOKA3AHUSA

e ['UnepuyBCTBUTENBLHOCTE K JIIOOOMY KOMIIOHEHTY BaKIUHBIL. Ha ciydail pa3BUTHS OCTpOil
aHa()MIAKTOUTHON peakIMid Ha KaKOW-TMOO KOMIIOHEHT BBEJISHHOM BAKIIMHEI, HAroTOBE
JIOJDKEeH UMeThes pacTBop snuHedpuna (1:1000) s HeMenIeHHOTO BBeASHUS.

e (CUJIBHAS peakiMsl WK MOCTBAKITHHAIBHOE OCJIOKHEHNE HA TIPEIBIIYIIEe BBE/ICHUE.

e QOcTpele HWH(EKITMOHHBIE W HEWH(EKIIHOHHBEIE 3a00JIeBaHUS, OO0OCTpEeHHE XPOHHUSCKUX
3a00JIEBAHUM SBJISIOTCSL BPEMEHHBIMH TIPOTHBOIIOKA3AHUAMH JUUIS TIPOBEJIEHUS TPHBHBOK.
[1aHOBEIE MPUBUBKH TMPOBOASTCS Hepe3 2-4 HeJleNd TOCe BBI3IOPOBICHHS WIH B TIEPUHO
PEKOHBAJIECIICHIIMM WM peMUcCcHH. [Ipu HEeTSDKeNBIX OCTPBIX PEeCHUPATOPHBIX BUPYCHBIX
UH]EKITHSX, OCTPBIX KHIIIETHEIX 3a00J1eBaHHIX H Jpyrux  3a00JIeBAHUSX,
COMPOBOXKIAIONINXCS TIOBBIIIEHUEM TeMIIepaTyphl, MPUBUBKU MPOBOJIITCS Cpas3y IMOCIe
HOPMAaJIU3aIuH TeMIIepaTyphL.

e Jlioboe IHMXOpaOUYHOE pecnupaTopHOoe 3a00JIeBaHHE WIH JPYTHE OCTPhle HHGMEKITHH
SIBJISTIOTCS.  TIPUYUHOW  JUIL  TOTO, UTOOBl  OTJOXKHTH  BAKIHMHAIMIO  IIperapaTom
[TueBMoBakc® 23, kpoMe CiTydaeB, KOT/Ia 0 MHEHHIO Bpada IMOJI00HAs 33JIepKKa BJIedeT 3a
c000ii erie OONMBITHIT pUCK.

C OCTOPOXHOCTBIO

Crenyer TNpoOSBISATH OCTOPOXHOCTh TIPH  BBEJEHHH BAKIMHBL JIMIIAM, OJIYYAONAM

HMMYHOCYTIPECCHBHYIO TEpamluio, JIMIAM ¢ TDKeIBIMH (OpMaMHU HApyINIEHUH cep/edHo-

cocyiucTol w/wm sierounon Gyukiui (cM. pasnen «OCOBbIE YKA3ZAHU A»).

INIPUMEHEHUE IIPU BEPEMEHHOCTH HW B IIEPHO/J] TIPYJAHOI'O

BCKAPMJUIUBAHUS

He uzyueno.

OCOBBIE I'PVIIIIBI HAIIUEHTOB

Hdetn

Bakmuna IIneBMoBakc® 23 He mpuMeHsieTcss y jAered muajmie 2 jer, MOTOMYy 4TO y JieTei

JIAHHOM BO3pacTHOM TpyNIEl He pa3BuBaeTcs »HPEKTHBHBIM UMMYHHBIH OTBET HAa KAICYJbHEIE

AHTHT'CHEBIL, BXOIAIIHE B COCTAB HOHHC&X&pHﬂHOﬁ BAaKIIHHBI.
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ITanueHTHI MOKAI0T0 BO3PACTA (MOCNEODEA

Kiunudeckue ucciaenoBanus BakIuHb! [[HeBMoBakc® 23, B KOTOPHIX MPUHUMAIH YIacTHE JIUIA
B BO3pacTe 65 JIeT u cTapiiie, MPOBOIIINCH JI0 U MOCJIe PerHCTpallii JAHHOTO IpemapaTa. B
€CaMOM KPYITHOM W3 3THX HCCIEIOBAHHH MOKa3aTenu 0e30TacHOCTH BAaKITHHEI [[HeBMOBakc® 23
IpHU ee WCIOJB30BAHUHM Y B3pOCIBIX B Bo3pacTe 65 jer u crapmie (n=629) cpaBHHBATH C
6e3onacHocThIO [ITHeBMOBakc® 23 mpu BBeJIEHUH B3POCJIBIM MAIlHEHTaM BO3PACTHOM IPyMIEL OT
50 no 64 et (n = 379). Y4acTHUKH 3TOTO UCCIE0BaHUS ObUIH aMOyJIaTOPHBIMHU MAIUEHTAMH, U
pPacTpOCTPaHEHHOCTh CBS3aHHBIX C BO3PACTOM XPOHHUECKHX 3a00JIeBaHUN OBLIA OXUTAEMOM.
Knunudeckue JaHHBIE HE TO3BOJWIM BBIIBUTH TOBBIIIEHHYIO HAacTOTY M TSDKECTh
HEeKeIaTeIbHBIX PeakIuil y JUIl B BO3pacTe cTapiie 65 JeT, Mo CPaBHeHHIO C MOKa3aTelsIMH y
nanueHToB w3 rpynnsl 50—-64 ner. OnHaKo, MOCKOJIBKY TOJIEPAHTHOCTh IMOKMIIBIX JIOJIEH B
OTHOIIEHUH MEJMIIMHCKUX BMEIIAaTeIbCTB MOXKET OBITh He TakoH, kKak y ©oJiee MOJOJBIX
HAIMEeHTOB, HeIb3sI UCKIUATh 0oJiee BBICOKYIO HACTOTY W/MIH OoJiee BBIPAKEHHYIO TSDKECTh
peaKIuii y HeKOTOPBIX MOXIIIBIX JIIOJIeil. BEUTH MOMydeHBl MOCTMAapKETHHTOBBIE COOOIICHNUS, B
KOTOPBIX OTMEYAJOCh, UTO y HEKOTOPBIX OCIAOIeHHBIX MOXKIIBIX JIOJeH ¢ HECKOJIBKHUMH
COMTYTCTBYIOIIUMH 3a00JIEBAaHUSIMH TIOCIIE TPOBEACHHS BAKIIHHAIIMH HUMEITH MECTO TSDKEIbIe
HEKeJaTeNbHbIe SBICHUS U OCIOKHEHHE KIMHUISCKOTO TEUSHUS UMEBIITHXCS 3a00IeBaHIH.
CIIOCOBb ITPUMEHEHUA 1 J1IO3b1

Croco0 BBeeHus:

TOJIBKO JJIS BHYTPUMBIINEYHOT'O WIN ITOJKOXHOI'O BBEJIEHHM A

He 8600umb enympueenHo unu 8HympuroxcHo!

Ilepen BBe/meHHEM coep)uMOe (hIAKOHA UM IIMPHIA TPOBEPSIOT HA HAIWYHE MEXaHHIECKHX
JacTUIl U u3MeHeHue 1BeTa. Bakiuna [InesmMoBakc® 23 — mpo3paunast OecliBeTHAs! JKUIKOCTh.
Baknuny IlaeBmMoBakc® 23 BBOAsST B 0oOBeMe 0,5 M TOJAKOXKHO HJIH BHYTPUMBIIIEUHO
(IpeAnoYTHTEeNTFHO B JSJBTOBHAHYIO MEIIITY IH OOKOBYKO IOBEPXHOCTH CpeJHEH HacTH
Oenpa), coOuroflas TPH STOM HEOOXOJHUMEIE MEPHl MPETOCTOPOKHOCTH, HYTOOBI H30€KaTh
BHYTPHCOCYIHUCTOTO BBEJICHHSL.

Jlnst mpenoTBpanieHus nepenadn Bo3OyauTened WHMEKIHH OT OJHOTO HYelOBeKa K JIPYroMy
BAOKXHO HCIOJIB30BATh OT/AEIBHBIA CTEPIJIBHBIN IIIPHII U WMLy JUIS KaKIOTO KOHKPETHOTO
HaIueHTa.

PaspejieHus WM BOCCTAHOBICHHS MpenaparTa He TpeOyeTcsl.

Beedenue saxuunvl, nocmasiaemo 60 a’maxoue

CO,ZIep)KI/IMOB (I)HaKOHa IIOJIHOCTBEKD Ha6npa10T B IIIPHI], HE coz[epﬁcanmﬁ KOHCEPBAHTOB,
AHTHUCCIITUKOB U JCTCPIrEHTOB.

Beeodenue saxuunol, noCmagiaemoll 8 RPeosapumens o 3an0IHeHHOM WnpUle
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BBoJIIT BCe coiep KUMOe IIIPHIIa.

ITOBOYHOE JIENCTBHUE

B KIMHHYECKOM HCCIeIOBAHHH BaKIHUHE [[HeBMOBakc® 23 MpHHUMATH yUYacTHE BIEPBHIS
BaKIIMHUpYEMEIe U PeBAKIIMHUPYEMBIE B3pOCIIbIe MAITHEHTHL, Cpelid KOTOpBIX 379 ymi ObUIO B
Bo3pacte oT 50 110 64 et u 629 mui B BozpacTe 65 seT u crapiie. YacToTa NOSIBICHUS peakiui
B MECTe MHBEKIINH Yy BaKIIMHUPYEMBIX BIEPBHIE H PEBAKIIMHUPYEMBIX ManueHToB Obuia 72,8% u
79,6% coOTBETCTBEHHO Y JHI] B Bo3pacTe oT 50 no 64 ner u 52,9% u 79,3% COOTBETCTBEHHO Y
JMIT B BO3pacTe 65 yieT u crapiie. YacToTa MOsBISHUS peakIuii B MecTe UHBEKIIUH B CTapIIie
BO3PACTHOH IpyIIie peBAKIMHUPYEMBIX ObLIA CPABHUMA C YACTOTOH, HAOIIOaeMOH B MIIAIIIICH
BO3PACTHOH TpYINe peBAaKIUHHUPYEMBIX. Peakimu B MeCTe MHBEKIUH MOSBISUINCH B TEUCHHE
TpeX JHel mocje BaKIWHAIIME U 0OBIYHO MCYUe3aliu Ha MSITHIH JAeHb Mocie BakuHauu. Yacrora
MOSIBJICHUSI CUCTEMHBIX PeaklUi y BAaKIMHUPYEMBIX BIIEPBBIE U PEBAKIIMHUPYEMBIX MAIlHEHTOB
onuta 48,8% u 47,4% cooTBeTcTBeHHO Yy il B Bo3pacTe oT 50 mo 64 mer u 32,1% u 39,1%
COOTBETCTBEHHO Y JIMII B BO3pacTe 65 1er u crapimie. YacToTa MOSBICHHS YCTAHOBJIEHHBIX
BaKI[HH-aCCONMUPOBAHHBIX  CHCTEMHBIX  pPEaKIUd Yy  BAaKIMHUPYEMBIX  BIOEPBBIE U
pPEeBaKITUHUPYEMBIX ManueHToB 6buta 35,5% u 37,5% cooTBETCTBEHHO Yy JIMIT B Bo3pacTe oT 50 10
64 et u 21,7% u 33,1% coorBercTBEHHO y JHIl B Bo3pacTe 65 jer u crapmie. YactoTa
MOSIBJICHUSI CHUCTEMHBIX M BaKI[MH-AaCCOIMHUPOBAHHBIX CHCTEMHBIX peakiuii B CcTapiiei
BO3PACTHOM IpyIIie peBaKIMHUPYEMBIX ObLIa CPABHUMA ¢ HACTOTOM, HAOII01aeMON B MIIAIIIIEH
BO3PACTHOH TPYIINEe PeBAKITHHHPYESMBIX.

Cpenu Haumbolee pacmpOCTpPAaHEHHBIX CHUCTEMHBIX  HEXENATeIbHBIX  SBJISHHH  OBUTH
aCTeHMsL/yCTad0CTh, MUAITUS U TOJoBHAsL ©0yib. CHMITOMATHUECKOE JIeUeHHE MPHUBOIIWIO K
MIOJTHOMY BBI3JIOPOBJICHHIO B OOJIBIIHMHCTBE CITYaeB.

Hike npeicTaBlieHBl HeKENAaTeIbHbIE PEaKIUU, KOTOPBIe HAOMIOAATHCH BO BpeMsl KIIMHUYeCKUX
HCCJICZIOBAHUN W/WIH B TOCTPErHCTPAIMOHHOM Tepuoje. YacToTa HeKeIaTeNbHBIX peaKIlHil
oTIpesieNsUIachk CIeAYIONHM 00pa3oM: oueHb acto (>1/10), gacro (=1/100, no <1/10)}, HedacTo
(=1/1000, mo <1/100), penxo (=1/10000, wo <1/1000), ouenr penaxo (< 1/10000), neuszsecTuo
(JacTOTY JaHHBIX HEKEJATeIbHBIX PEeaKIHil HeBO3MOKHO YCTAaHOBUTH U3 MUMEIONIUXCS JJAHHBIX,
MIOCKOJIBKY OHM OBLIM IOJIyUeHBI TOOPOBOJIBHO OT HACENIEHUS HEH3BECTHOTO KOJIMUECTBEHHOTO
COCTaBa).

Hapvuienus co cmoponvt Kpoesu i szud)amuqecrcod cucmenvi

Heuseecmno: TEMOJIHTHUECKAS aHEMHS® = JICIL/‘IKOHI/ITO?;, JII/IM(i)a,Z[eHI/IT, J]I/IM(I)&,HCHOH&TH}I,

TPOMOOIUTONIEHU ST *
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Hapyuenus co cmoponvt UMMyHHOU cuCHeMbl (MOCNEODEA

Heusgecmuo: aHa(i)I/IJ]aKTOI/II[HBIC PE€aKHuH, OTCK KBI/IHKC, CBIBOPOTOYHAsL 00JIe3Hb

Hapyuienus co cmoponbl HepeHou clicmembvl

Heussecmuo: ¢GedpuibHble cynoporu, cuHapoMm I'uiiena-bappe, ronosHas 60ib, mapecTesuw,
PaJTUKyJIOHEBPOTIATHSI

Hapvwenusa co cmoponst HcenydouHO-KUUEYH 020 MPAKmd

Heuszeecmno: TONIHOTA, pBOTA

Hapvwenusa co cmoponst KOXCH 1 NOOKONCHLIX mMKAHel

Heusgecmuo: CBIIIb, KpaIlliBHUIIA, My.J'IBTI/I(pOpMHa}I SpUTEMA

HCIDVWEHM}E CO CHIOPDOHDbBL CKeNIeMHO-MbIILEYHON 1 CO COUHUMEAbHON MKAHU

Heusgecmuo: apTpayirust, apTpUT, MUAJITHS

Obwue paccmpoticmed U HAPYUEeHUA 6 Mecme 88e0eH s

QOuenv wacmo: nuxopaaka (<38,8°C) u cieayroliue peakiid B MecTe BBEJSHHS: 3pUTEMa,
MECTHOE YILIOTHEHHE, O0JIE3HEHHOCTD, Ty BCTBUTEIBHOCTD, OTEK, TIPUJIHB TEILIa

Peoko: dhrmermona B Mecte HHBEKITHH |

Heuseecmno: acTeHus], 03HOO, JIMXOPAJIKA, CHIKCHHE IMOJIBIDKHOCTH KOHEYHOCTH, B KOTOPYIO
OBLTa ClelIaHa HHBEKIHS, HeJJOMOTaHue, epudepudeckuii otex’ T

Jlabopamopuvie u uncmpymeumaibhbvie oannvle

Heuseecmuo: norliienne ypoBHs C-peakTUBHOTO Oelika

* y MalUeHTOB, HMEBIITHX HHEBIE FeMaTOJOTHUECKHE 3a00JIeBaHHSI

** y MAIHEHTOB CO CTAOMITH3HPOBAHHOM HIMOIMATHIECKOH TPOMOOIIMTOTICHUIECKOH My pITypon

T ¢ OBICTPBIM MOSIBICHHEM IOCIIE BBEJICHHS BAKIIHHEBI

T KOHETHOCTH, B KOTOPYIO ObLIA CJIeaHa HHBEKIIHS

IHEPETO3UPOBKA

JlaHHBIE O CITyHasX MEePeI03UPOBKH OTCYTCTBYIOT.

B3AUMOJIEVMCTBHE C JIPYTUMH JEKAPCTBEHHBIMU ITPEITAPATAMH
Hpumenenue ¢ Opyeumu eakyunamu

ITHEBMOKOKKOBYIO BAaKIIMHY MOKHO BBOJHTH OJHOBPEMEHHO C BAaKIIMHOH JUIS MPOQHIAKTHKA
rpunma (KOTOPYK BBOJSAT B JAPYIVIO pyKy). Takoe BBejeHHEe HE NMPHBOJHUT K IOBBIIICHHIO
YAaCTOTHI MOOOUHBIX 3P (PEKTOB WIH CHIKEHHIO HHTeHCUBHOCTH HMMYHHOTO OTBETA HAa BBEJICHUE
KaX/10i U3 BaKIMH. [[HEBMOKOKKOBYIO BaKIIMHY MOXHO BBOJMTH OJHOBPEMEHHO (B OJIMH JICHb )
C JIpyTUMH BaKIHHAMH (32 HCKJIIOYSHHWEM BaKIMH JUIS MPOMIIAKTHKH TyOepKyes3a) B pa3HbIe
VHACTKH TeJla C HCMONb30BaHMeM pa3HelX mimpuieB. (MudopMaius o0 HHTEpBaIe MeXIy

BBCJICHHCM KOH’BIOI‘PIpOB&HHOfI MHEeBMOKOKKOBOH BaKITHHBI H BBCJACHHUECM  BAKIIHHBI
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ITuesMoBakc® 23 mpencTaBieHa B pasjelie «TToxadd st | Ecﬂ'ﬁﬁmr@g ﬁib)i; Ta

«PeBaKIHAITID ).
OCOBBIE YKA3BAHUS

BakmuHaims ¢ HCIOJIL30BaHHeM BakIMHBL IIHeBMoBakc® 23  He 6V,Z[eT 3alUNIaTh  OT

3a001€BaHNi, BLI3LIBAEMBIX MHEBMOKOKKAMH T€X KaICYJILHBIX THIIOB, KOTOpPLIE HE BXOIIT B

COCTAaB z!aHHOfI BAaKIIHHEIL

Ecim  BBenmenuwe Bakiuubel [IHeBMOBakc® 23 OCyIIeCTBIISIETCS JIMIAM, TIOJYHaIOUHM
HMMYHOCYTIPECCHBHYIO TEpaIHio, YpPOBEHb CBHIBOPOTOUHBIX AaHTHUTEN MOXKeT OBITh HIDKe
OKHUIAEMOTO M MOXKET HMEeTh MeCTO HEeIOCTaTOYHOCTh MMMYHHOTO OTBETa HAa AHTHIEHBI
MTHEBMOKOKKA (cM. mojipasien «CpoKH BaKITMHAITHN ).

BHYTpHUKOX)HOE BBEJIEeHHE MOXET BBI3BATH TSKEIIBIE MECTHEIE MOOOTHEIE PEeaKITHH.

Kak u B ciydyae mo6oi BakIMHBL, BakIMHAIUA mpenaparoM IIlHeBmoBakc® 23 MoxkeT He
IIPUBECTHU K ITOJIHOM 3alllUTe BCEX NPUBUTHIX.

Bakmunanust npemapatoMm  IIHeBMoBakc® 23  MokeT okazarhesl  Hed((DEeKTHBHOW s
MpeoTBpalieHus] WH(EKINH, BO3HUKIIEH B pe3ysibTaTe NepernoMa OCHOBAHHS dYeperna WM
BBITEKaHHSI CIMHHOMO3TOBOM KUJIKOCTH BO BHEIIHIOIO CPEIy.

Y [anMeHTOB, COCTOSHHE KOTOPBIX TpeOyeT BBEISHHS MEeHHIWUINHA (WIH JPYrHX
AHTHOUMOTHKOB) IS TPOMDIIAKTHKH MMHEBMOKOKKOBOW HWH(MEKIHMH, Takas NpodHIAKTHKA He
JTOJDKHA TIPEKPalliaThCs Iocie BaKIuHAIUK rpenapaToM [THeBMoBakc® 23.

Cnenyer nmposBISITE  0c000€  BHUMaHME U NPUHUMATh  COOTBETCTBYIOIIHE  MEpHI
MPeIOCTOPOKHOCTH TIPH BBeAeHUH Tpenapata [[HeBMoBakc® 23 MUIIAM C TSOHKEIBIME (OpMaMH
HAPYIICHUH CepJIeTHO-COCYIUCTON U/HITH JIETOUHOU (hyHKITHI.

Cpokn BakIuHAIHA

ITpu HEKOTOPHIX 3a00IeBaHUSIX MTHEBMOKOKKOBASL BaKI[MHA JIOJDKHA OBITH BBE/IEHA HE MEHEe 4eM
3a JIBE HEJEeNH JI0 TUIAHOBOM CIUIEHAKTOMHH. [IpH IIaHHpOBaHHH XHUMHOTEpAINUH paka HIH
JPYTHX BapHaHTOB MMMYHOCYIIPECCHBHOW Tepanuu (Hampumep, y MAIHEHTOB ¢ OOJIE3HBIO
XOKKHHA WM Y TeX, KOMY TMPeJCTOUT Mepecajka KOCTHOTO MO3Ta WJIH TPaHCIUIAHTAIUS
OpTraHoOB) MHTEPBAJ MEXJy BaKIMHAIMEH W HAYAJIOM HMMYHOCYIIPECCUBHOU Tepamuu JOKEeH
COCTaBJISITH HE MEHee JBYX Hejenb. lIpoBepeHHs BaKIMHAIIUK BO BpeMsI XUMHOTEPAllUU WJIH
Jy4eBOU Tepanuu ciefyer uzderars. [[HEBMOKOKKOBASI BaKIIMHA MOXeT OBITh BBEJEHA CIyCTS
HECKOJIBKO MeCSIIeB TOCe 3aBepIIeHUs] XHUMHOTEpAluy WIH JIYIeBOH Tepamuul OMyXOJEBhIX
3abonepanuil. [lpu Oonesnu Xo/pKKUHA MMOCIIe UHTEHCHBHOW XUMHOTEpANnuu (B KOMOMHAIIUU C
Jy4eBOW Tepamued wium 0e3 Hee) UMMYHHBIH OTBET HAa BAKITHHAITMIO MOXET OBITh CHIDKEH B
TeUYeHHEe JIBYX JeT U Oojee. Y HEKOTOPHIX MAI[HEHTOB B T€UEHHE JIBYX JIET MOCJE 3aBEPIICHHUS

XUMHOTEpANNU WIH JPYyTUX BAapHAHTOB HMMYHOCYIPECCHBHOW Tepanuu (B KOMOWHAIUU C
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JlyueBoil Tepanueil M Ges Hee) HaGmonaeTcs| sHaunTEIbHoe! Vi oS W HIOro 0T,

0COOEHHO C YBEJIMYEHHWEM HWHTepBaJla MeEXAy OKOHYAHHEM JICUCHHS W BBEICHHEM
MMHEBMOKOKKOBOH BAKITHHEL.

Jlumma ¢ OeccMMNTOMHOW WM KIMHHUYECKH BBIpakeHHOoH BUU-uHbekined MOMKHBL OBITh
MIPUBUTEHI KaK MOKHO CKOpee T0CIe YCTAHOBISHHS YKa3aHHOTO JIHarHO3a.

Bausinne Ha CcmOCOOHOCTH YHNPABJISITH TPAHCHOPTHBIMHU CpeICTBAMH W padoTraTth ¢
MeXaHH3MAMH

BrusHue BakIMHBEI HA CIOCOOHOCTH YIPABISITH TPAHCIOPTHBIMH CpeACTBAMH M paboTaTh ¢
MEXaHHU3MaMH HE H3yJaIOCh.

D®OPMA BBIIIYCKA

PacTBOp /IS BHYTPHUMEIIIIETHOTO U TTOIKOKHOTO BBEICHHUSL.

DrakoH

ITo 0,5 mut (1 mo3a} Bo uakoHe U3 OECIBETHOTO CTEKJIA BMECTUMOCTRIO 3 M. DIakoH YKyHopeH
OpoMOYTHIIOBOI TIPOOKOI ¢ CHIMKOHOBEIM MOKPBITHEM, TIOJI AIIOMUHHEBOH 0OKATKOW M 3aKpHIT
OTIIENKUBAIOIIEHCS MIACTHKOBOU KPBIITKOM ¢ KOHTPOJIEM MEPBOTO BCKPHITHSL.

1 ¢makoH ¢ BaKIMHOW MOMENIEH B IMAYKy KAPTOHHYKO ¢ HMHCTPYKIHEH MO0 MEIUIHHCKOMY
MpUMEeHeHH0. MOXeT IPUCYTCTBOBATH KOHTPOJIb BCKPBITHSI YIIAKOBKH.

OMHOPA30BLIH IIIIPHIL

ITo 0,5Ma (1m03a) B OAHOpPa3OBOM MIMIPHIlE BMECTHMOCTBHIO 1,5 M w3 crtekna Ttumal ¢
anantepoM tumna «Jlyep-Jlox», 3alUTHEIM CTUPOIOYTAIUEHOBBIM KOJIIAYKOM, COCTUHEHHBIM C
IJIACTHKOBOM KPEHIMIEUKOH, U MOPITHEM, IOKPBITEIM MPOOKO# 13 OpoMOyTIIIA.

1 omHOpa3OBEI MIMIPUIl ¢ HUIIOW W3 HepkaBewlled cranu (wim ©e3 WIIBl), MOMENeH B
KOHTYPHYIO YIIAKOBKY, MOKPBITYIO IUIEHKOH C JIOTOTUIOM (UpMBL (rpadudeckuil CUMBOJ H
abOpeBuaTypa Ha JIATUHHUIIS) WIH Oe3 HeTo.

| KOHTypHasT YIAKOBKA IOMEIIEHA B MMauKy KAPTOHHYIO C HHCTPYKIHEH IO NpUMEHEHHIO.
MokeT IpHUCyTCTBOBATH KOHTPOJIb BCKPHITUS YIIAKOBKH.

10 KOHTYPHBIX YIAKOBOK TMOMEIIEHO B MadKy KApTOHHYIO ¢ MHCTPYKITHEH M0 MEJIUIHHCKOMY
pUMeHeHH0. MOoXeT MPHCYTCTBOBATH KOHTPOJIb BCKPBITHS YITAKOBKH.

YCJIIOBUSA XPAHEHUSA

XpaHuTh npu TemMieparype ot 2 10 8 °C B 3alIUIIEHHOM OT CBETa MeCTe.

XpaHHUTH B HEJIOCTYITHOM JIJISL IeTel MecTe.

CPOK T'OJHOCTH

2 roxa.

He ncmoap30BaTh MOCIE HCTEUEHUS CpOKa rOAHOCTH, YKA3dHHOT'O Ha YIIAKOBKEC.
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YCJIOBHUS OTIIYCKA (MOCNEOOBATENEHOCTL 0003)

OTmycKaioT 1o perenty.

IOPUTNYECKOE JIMIO, HA UM KOTOPOI'O BBIIAHO PETUCTPAIIMOHHOE
YAOCTOBEPEHUE

Mepk Ilapn u /loym b.B., Hunepianas:

ITPOU3BOJIUTEJID

IIpousBeneno:

Mepk Hlapn u loym JUIC, CIHA

Merck Sharp & Dohme LLC, 770 Sumneytown Pike, West Point, Pennsylvania 19486, USA
Beinyckawmuii KOHTPOJIb Ka4ecTBa:

Mepk llapn u /Toym b.B., Hunepianasr

Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, The Netherlands
IPETEH3UU HOTPEBUTEJENA HAIIPABJISITE ITO AJIPECY:

000 «MCJ] PapMackIOTHKAICH

yi. Tumypa ®pynsze, a. 11, ctp. 1, r. Mocksa, Poccus, 119021

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