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Cknag

Aidi pe4yoBnHM: NMHEBMOKOKOBI noslicaxapuan cepotunis 1, 3, 4, 5, 6A, 6B,
7F, 9V, 14, 19A, 19F i 23F, onirocaxapua cepotuny 18C, 6inok-Hocin CRM197;

oaHa posa (0,5 mn) MictnTb:
MHEBMOKOKOBOIO nosiicaxapuay cepotuny 1* 2,2 Mkr
NHEBMOKOKOBOIO rnosiicaxapmay cepotuny 3* 2,2 MKr
MHEBMOKOKOBOIO nosiicaxapuay cepotuny 4* 2,2 MKr
MHEBMOKOKOBOIO nosiicaxapuay cepotuny 5* 2,2 Mkr
NMHEBMOKOKOBOIO nosiicaxapuay cepotuny 6A* 2,2 mMkr
NMHEBMOKOKOBOIO nosiicaxapuay cepotuny 6B* 4,4 mkr
MHEBMOKOKOBOIO nosiicaxapuay cepotuny 7F* 2,2 Mkr
NMHEBMOKOKOBOIO nosiicaxapuay cepotuny 9V* 2,2 mMkr
MHEBMOKOKOBOIO nosiicaxapuay cepotuny 14* 2,2 MKr
NMHEBMOKOKOBOIO onirocaxapuay cepotuny 18C* 2,2 MKr
MHEBMOKOKOBOIO nosiicaxapuay cepotuny 19A* 2,2 mkr
NMHEBMOKOKOBOIO nosiicaxapuay cepotuny 19F* 2,2 mkr
MHEBMOKOKOBOIO nosicaxapuay cepotuny 23F* 2,2 mMkr
CRMz197 6inka-Hocig ~ 32 MKr

*KoHtoroBaHum 3 6inkom-HociemM CRM197 Ta aacopboBaHuii Ha antoMiHito pocdari
(0,125 Mr antoMiHito).

AOMOMiXKHI pedoBuHM: antoMiHito docdaTt, HaTpito xnopua, Boaa Ans iH'ekuin,
nonicopbat 80, 6yTaHaioBa KucnoTa.

Jlikapcbka dopmMa

CycneHsiga ang iH'ekuin.

OCHOBHI @i3nKo-XxiMi4YHIi B1aCTUBOCTI: rOMoreHHa 6ina cycneHnsis.
dapMakoTepaneBTUYHa rpyna

MpoTtnbakTrepianbHi BakuMHW. [MTHEBMOKOKOBUI MNOMAICaXapuAHUNA O4YULLEHNI
aHTuUreH KoH'roroeaHmin. Kog ATX JO7A LO2.

dapMaKonoriyHi BlaCTUBOCTI

GapmakognHamika.
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MNpeBeHap® 13 MicTUTb 7 NHEBMOKOKOBMX Kamncy/bHUX Moficaxapuais,
iIAEHTUYHUX TUM, SKi BXOASATb A0 CKiagy BakuuHu lNpeseHap (4, 6B, 9V, 14,
18C, 19F, 23F), a Takox 6 gogatkoBux nonicaxapuais (1, 3, 5, 6A, 7F, 19A).
Yci BOHM KOHtoroBaHi 3 6inkom-HocieM CRMjo7.

IMYHHiI BignoBigi nicngd NepBMHHOIO KYpCY BaKUMHALIL HEMOBAAT TpboOMa
OO03aMU.

Y KinbKOX €Bponencbkux KpaiHax Ta CLIA 6ynm nposeaeHi KAiHiYHi
AOCNIAXKEHHS i3 3aCTOCYBaHHAM AEKi/IbKOX CXeM BaKuMHaulil, BKIo4Ya4yn ABa
paHAOMI30BaHi AO0CNiAXEeHHsT eKBiBaneHTHOCTI (nposedeHi y HiMeyuunHi i3
3aCTOCYBaHHSAM NMEpPBMHHUX KYPCiB 3a C XxeMot 2-3-4 Micaui [006] Ta y CLLA i3
3aCTOCYBaHHAM NEPBUHHUX KYPCiB 3a cxeMoto 2-4-6 Micsauis [004]).

MNpeBeHap® 13 3yMoBNOBaB YTBOPEHHS YHKUIOHANbHUX aHTUTIN A0 BCiX 13
cepoTtuniB B pgocnigxeHHax 004 ta 006. Ana 7 cninbHUX cepoTuniB He 6yno
Pi3HULI MK rpynamMu WOAO0 CNiBBiAHOWEHHSA NaUiEHTIB 3 TUTpAMW aHTUTIN, WO
yTBOpPIOBaNIUCb B pe3ynbTaTi  OMCOHO-daroumTapHux  peakuin  (Tutp
OO®P) > 1:8. Yepes Micsaub Micng NEpPBMHHONO KypCy BaKUMHaUiT npenapaTtom
MNpeBeHap® 13 >96% Ta >90% nauieHTiB Mann TMTp OOP = 1:8 Ana KOXHOIO
3 CeEMU CniNbHMX cepoTunie B gocnigxeHHsax 006 ta 004 signosigHo.

Yepes Micaub nicns nepBUHHONO Kypcy BakuuHauii NMpeseHap® 13 3ymMoBoBaB
™mTpn OO®P > 1:8 pna Bcix 6 pgogatkoBux cepotunie y 91,4-100%
BaKLUMHOBaHMX nMauieHTiB B 060x pocnigxeHHsax. CepefHi reoMeTpuyHi
3Ha4yeHHsa TuTpiB OOP ana cepotunie 1, 3 Ta 5 6y HUKYMMK 3@ TUTPU AN
KOXXHOMo 3 pewTn [04aTKOBUX CepoTUNiB; KIAiHIYHA 3HaA4YyLWiCTb LbOro
CNOCTepexXeHHs ANns 3aXUCHOI e(peKTUBHOCTI HeBigoMa.

IMYHHI BignoBiai nicng nNepBUMHHOIO KYpCY BaKuuMHauil HEeMoBNAT ABOMA
A03aMu.

IMyHOreHHIiCTb npenapaTy nicns BBeAEeHHS ABOX 403 HemoBnsaTtaMm 6yna
nigTBepa)XeHa y 4OTUPbOX AoCnigXeHHAX. BiacoToOK HEeMOoBAAT, Y S[KUX
KOHUeHTpauii IgG 40 NHEeBMOKOKOBOro KancyJslbHOro noJsicaxapuiy LOCArnm
> 0,35 MKr/mn 4yepes Micsub nicns BBeAeHHS Apyroi Ao3un, CcTaHoBuB 79,6-
98,5% pana 11 3 13 cepotuniB BaKuuMHU. Y BCiX [AOCNIAXEHHAX i3
3aCTOCYBaHHAM CXeMu 2-n, 4-1U Micaui BiACOTOK HEMOBNAT, Y AKX 6yno
AOCArHYTO MOPOroBoi KOHUeHTpauii antuTin (0,35 mMkr/mn) no cepotunis 6B
(27,9-57,3%) T1a 23F (55,8-68,1%), 6yB MEHWMWUM, HIX Yy AOCAIOXKEHHI i3
3aCTOCYBaHHAM cxeMun 3-1 i 5-1 Micsaui, B AKOMY OTpMMaHO nokasHukn 58,4%
ana cepotmny 6B Ta 68,6% pana cepotuny 23F. llicna peBakuuHauii BCi
CepoTUnM BakuUWHMK, BKAKYaum 6B ta 23F, 3ymoBnioBanm iMyHHY BiAMNoBigb,
qKa BignoBigana ed@eKTUBHIN MNepBUHHINM iMyHi3auii anBoMa po3amu. Y
AOCNigXXeHHi, ske npoBoaunocb B CnonydyeHoMy KoponiBCTBi, YTBOPEHHS
dYHKUIOHANbHNX @aHTUTIN B pe3ynbTaTi oncoHo-darountTapHmx peakuin (OOP)
6yno nopiBHAHHUM ANs BCiX cepoTuniB, BKA4Yakum 6B Ta 23F, npwum
3acTocyBaHHi BakuuH MNpeBeHap Ta lMpeBeHap® 13 nicns nepBMHHOIO Kypcy
BaKuUMHaUii y BiLi 2 Ta 4 Micaui Ta nicnga pesakymHauil y Biui 12 micauis. Cepepg
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nauieHTiB, aki oTpumyBanu NpeseHap® 13, KinbKicTb 0Ci6 3 TUTpoM ODP > 1:8
CTaHoBWMNa LWoHanmMeHWw 87% nicna Kypcy BaKuUMHaUil y paHHbOMY Bili Ta
WwoHanMeHwe 93% nicnsa peeakumHauii. CepeaHi reoMeTpUYHi 3Ha4YeHHS TUTPIB
OO®P anga cepotunis 1, 3 Ta 5 6yAn HMXKYMMUM 3@ TUTPU AN KOXHOIMO 3 pewTun
A04ATKOBMX CEPOTMNIB; K/iHIYHA 3HAUYLLICTb LUbOIro CrOCTEPEXEHHSA HeBiAOMa.

BignoBigi Ha peBakuMHaALUil®D HEMOBAAT Nicasd NepBUMHHUX KYypcCiB ABOMa Ta
TpbOMa A03aMMU.

Micna peBakuuHauii KOHUEHTpauii aHTuTin Ao BCiXx 13 cepoTunis
36inbWwyBanncsa NopiBHAHO 3 PiBHSAMMU, SKi CNOCTepirannca A0 BBEAEHHS 403U
ANnga peBakuuHaduil. licna npoBeneHHA peBakuMHaUIl KOHUEeHTpauil aHTUTIin 4o
12 cepoTtuniB 6ynuM BUWKMMKM, HIXXK MiCNS NEPBMHHONO KypcCy BaKuuHauil y
paHHbOMY Bili. Lli cnocTepeXXeHHs y3roaXyTbCs 3 pe3ysibTaTaMu eheKTUBHOI
NepBUHHOI iMyHi3auii (iHAyKUii iMyHonoriyHoi naMm’aTi). IMyHHa Bianosigb Ans
cepoTuny 3 Nicnd peBakuMHauii He nepesullyBana piBHI, WO CcriocTepiranmcs
nicna Kypcy BaKuuHauil y paHHbOMY Bili; KiHIYHA 3HAYYyLWICTb LUbOro
CMOCTEPEXEHHS LWOoAO0 iHAYKLUIT IMYHHOI nam’aTi cepoTtmuny 3 HeBigoMma.

YTBOPEHHS aHTUTIN Nicng peBakuMHauil 40 BCiX 13 cepoTuniB BakuUWHM 6yno
NOPIBHAHHUM NPU NEPBMHHIN BaKUMHAaUIi K ABOMA, TaK i TpbOMa A03aMu.

Y piTen BiKOM Big 7 MicauiB A0 5 pokiB iMyHi3auisa «HaB34oriH», BiAMNOBIAHO A0
BiKYy, Npu3BoAuna A0 yTBOpeHHS aHTuTin IgG A0 KancysbHOro nosicaxapuay
KOXHOro 3 13 cepoTuniB Yy KiNbKOCTAX, AKi 6ynn nNpMHaMMHiI NOPIBHAHHUMK 3
TUMU, WO CrocTepirannca nicas NepBMHHONO Kypcy iMyHi3auii TpboMa A03aMu
Y HEMOBJIAT.

MepcucTeHuis aHTUTIN Ta iIMYHOJIOrNYHA NaM’aTb OUIHIOBANIUCL Y AOCHIAXKEHHI
3@ Yy4yacTo 340pOoBUX fiTen, SKi OTpuUMyBanM pas3oBy 403y BaKUMHMU
MNMpeBeHap® 13 wlOHaliMeHLLEe Yyepe3 2 pokM Nicnsa nonepeaHboi iMyHisauii abo
4 posamu npenapaty lNpeBeHap, 3-4030BOI0 cepieto npenapaTy NpeseHap Ang
HEMOBNAT 3 NoAasblUNM BBeAEHHSM BakuMHU MpeBeHap® 13 y Biui 12 Micauis
abo 4 nosamu BakumnHu MpeeeHap® 13.

PasoBa no3a npenapaty lMpeseHap® 13 y aitelt BikoM npubausHo 3,4 poky,
He3asleXXHo Big NonepeaHbOro BaKUMHAUIMHOINO aHaMHesy [lpeBeHapoM abo
BakuuHoto MpeBeHap® 13 iHAyKyBana MNOTYXHY ryMopanbHy Bianosiab Ha 7
CMiNbHMX cepoTuniB Ta 6 A0AaTKOBUX cepoTuniB npenapaTty MNMpeseHap® 13.

[aHi enigeMionoriyHoOro Harnsgy woao po3rMoBCHOAXEHHS MHEBMOKOKOBOI
iHdeKUii, oTpUMaHi 3 nMo4yaTKy BMBEAEHHS HA PUHOK 7-BaNeHTHOI BaKLUWUHMU
NMpeBeHap B 2000 poui, He nNpPOAEMOHCTPYBasnM 3HUXEHHS IMYHITETY,
BMKJ/IMKAHOro npenapaTtoM lpeBeHap y paHHbOMY AWUTUHCTBI, 3 YacoM.

HenoHolueHi HeMoB/ISATaA.

Be3neka Ta iMyHOreHHicTb BakuMHM MpeBeHap® 13, Ky 3aCTOCOBYBan AiTSM
BikoM 2, 3, 4i 12 Mmicsauis, 6ynn ouiHeHi npubansHo B 100 HegOHOWEHUX
HeMoBNAT (cepenHin po3paxyHKOBUW rectauinHui Bik (PIB) - 31 TuXAeHb;
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Aiana3oH Big 26 4o 36 TMXHIB) nopiBHSAHO 3 npubnansHo 100 gOHOWEHMMU
HemoBnaATaMu (cepeaHin PIB — 39 TMxHIB; Aiana3oH Big 37 A0 42 TUXHIB).

IMyHHY BiAMOBIAb Y HEAOHOLWEHWUX | AOHOLWEHUX HEMOBNAT MOpiBHIOBaW,
BMKOPUCTOBYOUYM pe3ynbTaTU 4YaCTUHU 0Cib, y aKkux 4yepe3d 1 Micsaub nicns
KypCcy BakuuHauii 6yno  [ocCAarHyto  KoHueHTpauii IgG-aHTuTin 4o
NMHEBMOKOKOBMX nonicaxapuaie = 0,35 mkr/mn, T06TO niaxia, SKui
BMKOPUCTOBYBABCA AJ19 MOPIBHAHb iIMYHOreHHOCTI BakuuH [lpeBeHap 13 o
MpeBeHap Ha niacTtasi pekoMeHaauin BOO3.

Y 6inbw Hix 85 % BakuUMHOBAHUX HEMOBNAT 4epe3 1 Micaub nicns Kypcy
BakuMHauii 6yno gocaArHyTo KoHueHTpauii IgG-aHTUTIN 4O MHEBMOKOKOBMX
nonicaxapuais = 0,35 mMkr/mn, 3a  BUHATKOM  cepotuniB 5 (71,7 %),
6A (82,7 %) i 6B (72,7 %) y rpyni HeAOHOWEHUX HEeMOBAAT. NS UMX TpbOX
cepoTuniB 4YacTuHa nNauieHTIB, HAKi BIiANOBINM Ha BakKuuHauilo, cepen
HeJOHOWeHUX HeMoBNAT 6yna 3Ha4YHO MEHLIOK, HIXK cepel AOHOWEHUX
HeMoBNAaT. MpubnnsHo yepes 1 MicsAub Nicns BBeAEHHS 403U AiTAM, SKi no4yanu
XOAUTN, Y KOXHIN rpyni BiACOTOK 0Ci6, y skux 6yno AOCArHyTO Takoi caMoi
MOpOroBOi  KOHUEeHTpauil aHTuTin, cTtaHoBuB >97 %, 3@ BUHATKOM
cepotuny 3 (71 % cepen HenoHoweHUX i 79 % cepen ALOHOWEHUX HEMOBASAT).

Aitn (Bikom 12-59 MicsauiB), MOBHICTIO iMYHIi30BaHi BakuUuHot [1peseHap (7-
BaJIEHTHOD).

Micnsa BBeAeHHS pa30Boi A03u npenapaTty lMpeBeHap® 13 aitam (Bikom 12-59
MicsLiB), SIKi BBa)anMcs MOBHICTIO iMyHi3oBaHMMK BakuwWHOW [1peBeHap (7-
BaneHTHOw) (2 abo 3 go3amm NnepBUHHOI cepii natoc 6ycTep-iH eKUiED), YacTKa
nauieHTiB, Aki gocsarnu pisHie I1gG y nna3smi = 0,35 mMkr/mMn ta Tutpie OOP >
1:8, crtaHoBuna woHamMmeHwe 90 %. OpgHak 3 (cepotmnm 1, 5 Ta 6A) 3 6
A00aTKOBUX cepoTunie NpoAEMOHCTpYBanm HUXKYi 3HaYeHHS
cepeaHboreoMeTpuYHOI KOHUeHTpauii (CrK) IgG Ta OoP
cepegHboreoMeTpmyHoro TuUTpy aHTUTIN (CITA) NOPIBHAHO 3 AiTbMU, SKi
oTpyManuM LWOHaMMeHWwe oAHYy nonepeaHlo  BaKUMHALUIKD npenapaTtoMm
MNpeBeHap® 13. Ha cboroAHi KkhiHiYHa 3Hauyuwictb Huxumx CMK Ta CITA
HeBigOMa.

HeBakuunHoBaHi aitn (Bikom 12-23 MicsauiB).

AocnipxeHHsa BakuumHu [peBeHap (7-BaneHTHOI) Y HEBAKUWMHOBAHUX AiTeun
(BikoM 12-23 MicauiB) nokasano, WO AN AOCATHEHHS KoHueHTpauii IgG y
cupoBaTui ans cepotmnis 6B Ta 23F, noaibHoi Ao Ti€El, WO iHAYKYETbCA 3-
A030BO0 CEPIE BaKUMHN, AN HEMOBAT HEObXigHI 2 A03MW.

it 1a nianitkm Bikom Big 5 40 17 pOKIB.

Y BiAKPUTOMY AOCNIAXEHHI i3 3any4YeHHsaM 592 3q0poBux Aiten Ta NigniTkie, y
T.4. 3 6poHxianbHO actMoto (17,4 %), AKi MOXYTb MaTWU CXWAbHICTb A0
NMHEBMOKOKOBOI iHMEKLi, Npu 3acTocyBaHHi BakuuHW [peBeHap® 13 6yno
AOCArHyTO iMYHHOI Bignosiai ansa BCix 13 cepotmnniB. Pa3oBa go3a npenaparty
MpeBeHap® 13 BBoaAuNM AiTAM BikoM Big 5 f0 10 pokiB, aKi nonepeaHbo 6ynu
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BaKUMHOBaHiI WoOHaMMeHwe 1 03010 BakuuHM [peBeHap, a TakKoX AiTAM Ta
nignitkam BikoM Big 10 go 17 pokiB, SAKi paHiwe HiKoAM He OoTpuMyBau
NMHEBMOKOKOBY BaKLMHY.

Ak y aiTen BikoM Big 5 ao 10 pokiB, Tak i y aiTen Ta nianitkie Bikom Big 10 ao
17 pokiB iMyHHa BignoBiab Ha [lMpeBeHap® 13 6yna He ripwol 3a iMyHHY
Bignosiab Ha lMpeBeHap Anga 7 cninbHUX cepoTuniB Ta Ha lNpeseHap 13 gna 6
A00aTKOBMX CEpPOTMMIB NOPIBHAHO 3 iIMYHHOIO BiAMNOBIiAA0 MNiCNA YeTBepTOoi 403K
Y HEMOBMAT, BaKUMHOBaAHMX Ha 2, 4, 6 Ta 12-15 M™icausax XuTTtd, WO
BMMIiptoBanocChb 3a piBHamMn IgG y cupoBaTui.

Y piten Ta nignitkie Bikom Big 10 o 17 pokie nokasHukm ODP CI'TA uepes 1
Micaub Nicia BakunHauil He noctynanmca OOP cepeaHbOreoOMETPUYHOIO TUTPY
aHTUTIN y AiTen BiKOBOI rpynu Big 5 Ao 10 pokiB ang 12 3 13 cepoTuniB (3a
BUHSATKOM cepoTuny 3).

IMyHHa BignoBiAb Nicnsg NigWKipHOro BBeAEHHS.

MiaWwKipHMA  WNax BBeAeHHS BakuuHW [peBeHap® 13 6yB  OUIHEHUI Y
HENOPIBHANBLHOMY AOCNIAXEHHI i3 3anydyeHHaM 185 300poBMX NaUIEHTIB
(HeMoBNAT Ta AiTen) 3 AnNoHii, aKi oTpuMann 4 Ao3u npenapaTty Yy Biui 2, 4, 6
Ta 12-15 Micauis. Pe3ynbTtatm pocnigxeHHa nokasanu, wo 6e3neka Ta
IMYHOreHHICTb BaKUMHM Npu NigWKipHOMY 3acToCyBaHHi 6ynu 3aranom
MOPIiBHAHHMMMU 3 TUMMU, WO CrocTepiranacb y AOCNIAKEHHAX MNpW BBEAEHHI
BaKLUMHWN BHYTPiLLHbOM 'A30BO.

EdekTnBHICTL BakumHu MNpeseHap® 13.

IHBa3nBHe NMHEBMOKOKOBE 3aXBOPHOBAHHSA.

[aHi, ony6nikoBaHi [JenapTamMeHTOM OXOPOHM 340poB’a AHrNIT,
NPOAEMOHCTPYBa/M, WO 4epe3 4YOTUPU POKU Micna BBEAEHHHA BaKUWMHKU
lMpeBeHap y BUrnsaai 4BOX 403 NEPBUHHOI cepii 4Nns HEMOBAAT 3 bycTep-A03010
Ha APYroMYy poui XUTTS Ta OXOMNJIeHHAM BakumMHaui€eto 94 % B AHMil Ta YenbCi
CrocTepiranoca 3MeHLIEeHHS 3aXBOPKBaHb, CMPUYMHEHUX 7 CEepoTUNMamMu, Lo
BXOAATb A0 CKfaay BakuuHu, Ha 98 % (95 % AI 95; 99). Y noganbwomy,
yepes YoTMPU poKu nicns nepexony Ha MpeseHap® 13, 4oAaTKOBE 3MEHLLEHHS
3aXBOPKOBAHOCTI Ha iHBa3WBHI MHEBMOKOKOBI 3aXBOPKBAHHSA, CMpPUYUHEHI
7 cepoTuvnamy, WO BXOAATb OO0 CKaAdy BakuuHu [lpeBeHap, CTaHOBWIIO Bifj
76 % y piten BikoM 80 2 pokiB A0 91 % y aiTten BikoM 5-14 pokiB.

CepefHin oTuT.

B onybnikoBaHOMY [OCNIAXEHHI, siIke nNpoBOoAMSIOCA Ha TepuTopii I3painto 3
BUKOPUCTaHHAM ABOX A03 MepBUHHOI cepil 3 6ycTep-403010 Ha APYroMy poui
XWUTTS, BNAMB BakuMHKU MpeBeHap® 13 Ha cepeaHilt oTUT 6yB AOKYMEHTaNbHO
NIATBEPAXEHUN Y CUCTEMI aKTUBHOIO CMOCTEPEXEeHHS Ha piBHI nonynauii ¢
KynbTypanbHUM AOCIAXKEHHAM PiAVHU 3 CEPefHbOro ByXa, OTPMMaHOI LLUNAXOM
TUMNAHOLUEeHTe3y, WO NpOBOANIOCS Y i3paiNbCbKUX AiTEN BIKOM A0 2 pOKiB i3
cepenHiM OTUTOM.
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Micna BBeAeHHS BakuuHW [peBeHap, a 3rogoM BakuumHu [lpeBeHap® 13
CrnocTepiranocsa 3HMXeHHs 3axBoptoBaHocTi 3 2,1 go 0,1 Bunaaky Ha 1000
aiten (95 %) ana cepotunis, WO BXOASATb A0 CKNaay BakuuHu lNpeBeHap, Ta
cepoTuny 6A i 3HMXeHHS 3axBoproBaHocTi 3 0,9 go 0,1 emnaaky Ha 1000 aiten
(89 %) ana popaTtkoBux cepotmnis 1, 3, 5, 7F tTa 19A y cknaai BakuuHU
MpeBeHap® 13. LUlopiyHa 3arajsbHa 3axBOPIOBAHICTb Ha MMHEBMOKOKOBWUM
cepefHin oTUT 3MeHwWwwunaca 3 9,6 go 2,1 sunaagky Ha 1000 piten (78 %) vy
nepioa 3 nunHsa 2004 p. (4o BBeaeHHS BakunHu MNMpeseHap) Ao yepsHa 2013 p.
(nicns BBeaeHHS BakuuHu MNpeeeHap® 13).

[1HEBMOHIA.

Y 6aratoueHTpoBOMYy obcepBauUinHOMY pocnigXeHHi y ®paHuii nopiBHIOBau
nepiogM Ao Ta nicna nepexoay 3 BakuuHKM lMpeBeHap Ha MNpeBeHap® 13 Ta
BCTAHOBW/IN 3MeHWeEHHSA Ha 16 % (3 2060 go 1725 BunagkiB) BCiX BMMaAKiB
HerocniTanbHoi NHeBMOHIT (HIT) y BigAdineHHAX HeBigAKNaAHOT AONOMOrn y AiTen
BikoM Big 1 micausa no 15 pokis. 3MeHweHHSA ctaHoBuio 53 % (3 167 po 79
Bunagkis) (p < 0,001) gna HIM 3 ekcypatMBHUM nnesputoM Ta 63 % (3 64 ao
24 sunagkis) (p < 0,001) ana eunagkiB nHeBMOKOKOBOI HI1, niaTBepaXeHuX
MikpobionoriyHo. Ha apyromy poui nicna BBeAeHHS BakuuHW MpeBeHap® 13
3arasbHa KinbKicTb Bunagakie HI1 3aBasskm 6 AooaTKkoBMM cepoTunaM, Lo
BXOASTb [0 ckfagy BakuuHu [peBeHap® 13, 3MeHwwunacs 3 27 AO0
7 i30n1bOBaHnX Bunagkise (74 %).

3MeHWeHHS BUNaaKiB MHEBMOHIi, CNpUYMHEHOI byab-aKkuM 36yaHUKOM, 6yno
Hanbinblw BUpPaXeHUM cepes MOSIoAWNX BaKUMHOBaAHUX BIKOBUX rpyn i
ctaHosumno 31,8 % (3 757 po 516 BunaakiB) ta 16,6 % (3 833 po 695
BMNaAKiB) y rpynax BiKOM A0 2 pokiB i Big 2 A0 5 pokiB BignoBigHo.
3axBOpPIOBaHICTb cepes CTapwux, rMepeBaXXHO HeBaKUMHOBaHUX AiTen
(> 5 pokiB) He 3MiHMNAacs BNPOAOBX AOC/IAXEHHS.

3a [OMOMOrok Ait4yoi cuctemn cnocrtepexeHHsa (3 2004 no 2013 pp.) ans
AOKYMEHTaNbHOro niagTBepA)XeHHs BMAMBY BaKuWHM [lpeBeHap Ta HacTynHOI
BakUMHK MpeBeHap® 13 Ha HIM y aiTei BikoM A0 5 pokiB, SIKMM 3aCcTOCOBYBasn
2 [03W NepBUHHOI cepii 3 6ycTep-A403010 Ha APYrOMYy poLi XWUTTH, Ha TepuTopii
MiBaeHHoro I3painto 6yno 3adikcoBaHO 3MeHLWeHHA aMbyaTOpHUX BIi3UTIB Ha
68 % (95 % Al 73; 61) Ta BMNagKiB rocniTanisauii 3 npMBoAy asbBeoNSAPHOI
HM Ha 32 % (95 % AI 39; 22) nicns BBeaeHHs BakuuHu MNpeBeHap® 13 y
MOPIBHAHHI 3 NepiogoM A0 BBeAeHHS BaKUMHK [1peBeHap.

BnavB Ha HOCOIMJIOTKOBE HOCINCTBO.

Y pocnigxeHHi B pamkax gapmakonoriyHoro Harnsay y Opaduii y aiten 3
rocTpuM cepefHiM OTUTOM 3MiHM B HOCOIMNOTKOBOMY HOCINCTBI MHEBMOKOKOBUX
cepoTuMiB OUiHIOBaNAM nicna BBeAeHHSA BakKuuH [NpeseHap (7-BaneHTHOI) Ta
nisHiwe MpeBeHap® 13. MpeBeHap® 13 3HA4yHO 3MeHLWYBaB HOCOM/IOTKOBE
HocinctBo 6 poaatkoBux cepotuniB (i cepotmny 6C) pa3oM Ta OKpeMux
cepotunis 6C, 7F, 19A nopiBHAHO 3 [lpeBeHapoM. TakoOX cnocTepiranaocs
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3MeHLWeHHs Hocincrea cepotuny 3 (2,5 % npotn 1,1 %; p=0,1). Hocinctea
cepotuniB 1 Ta 5 He cnocTepiranocs.

BnanB NMHEBMOKOKOBOI KOH'HOroBaHOI BakKUWMHWM Ha HOCOI/I0TKOBE HOCINCTBO
AOCNiAXyBaBCsa B paHAOMI30BaHOMY MNOABIMHOMY C/iNOMY AOCNIAXEHHI Ha
TepuTopii I3paino, B akoMy AiTm oTpumyBanu abo [peBeHap® 13, abo
MpeBeHap (7-BaneHTHUI) Ha 2, 4, 6 Ta 12 Micaui xuTTa. NMpeseHap® 13 3HauHO
3MEHLWYBAaB HeWOoAaBHO BCTAHOBJ/IEHE  HOCOMJIOTKOBE  3apa)eHHa 6
A0AAaTKOBMMUK cepoTunamm (Ta cepotuny 6C) pa3oM Ta OKpeMMMU cepoTUnamm
1, 6A, 6C, 7F, 19A nopiBHAHO 3 npenapaTtoMm [lpeBeHap. 3MEHLUEHHS He
CrnocTepiranocs npu 3acTtocyBaHHi cepoTuny 3, a ANns cepotmny 5 KOMoHi3auis
éyna ayxe pigkoto, wob ™MoxHa 6yno ouiHuTM BRAMB. [loAibHI piBHI
HOCOI/IOTKOBOIO 3apa)XeHHs crocTepiranmca gna 6 3 7 cniibHUX CepoTuUniB B
obox rpynax BakuuHauii, a ang cepotuny 19F cnocrepiranoca 3HaudHe
3HUXXEHHS piBHA.

Y UbOMYy [OCnig)XeHHi 3apeecTpoBaHO 3MEHLUEeHHS HOCINCcTBa cepoTunie 19A,
19F Ta 6A S. Pneumonia, He4yTAnBuX A0 6aratboX aHTMBIOTUKIB. 3MEHLWIEHHS
cTaHoBuno Big 34 Ao 62% 3anexHo Big cepoTuny Ta aHTubioTmKa.

FocTpuii cepeaHivt oTuT.

TakoX nicng BBeAEHHS BaKUMHW Yy HauioHanbHY nporpaMy iMyHisauii 6yna
BCTaHoBNeHa edeKTUBHICTb 3acToCyBaHHS npenapaTy [lpeBeHap 3a CXeMOK
3+1 BiAHOCHO FrOCTPOro cepeaHbOro OTUTY Ta NMHEBMOHII. [pn peTpOCNeKTUBHIN
ouiHUi Bennkoi cTtpaxoBoi 6a3n paHux CLUA vacTtoTa Bi3UTIB 3 NpuBOAY
rOCTpOro cepeaHboro oTUTY 3HM3nnacs Ha 42,7% (95% A1, 42,4 - 43,1%), a
KiNbKiCTb peuenTiB, BUNUCAHUX AiTSAM BiKOM A0 2 pPOKiB 3 NpuBOAY FOCTPOro
cepefHboro otuty, — Ha 41,9% nopiBHAHO 3 BUXIAHUMW AAaHUMW A0 BuAadi
niuensii Ha npenapat (2004 npotn 1997-99 pp.). Y noaibHoMy aHanisi
KiNbKiCTb rocnitanisauin Ta ambynaTopHuX Bi3UTiB 3 NpuBoAYy NHEBMOHIT (byab-
SIKOro reHesy) 3Hu3mnuca Ha 52,4% Ta 41,1% signosigHo. [ns BUMNaakis,
iAeHTUPIKOBAHMX  AK  MHEBMOKOKOBA MHEBMOHISl, 3HUMXEHHS  4ucnia
rocnitanizauin Ta ambynaTtopHuX Bi3UTIB Y AiTen BiKOM A0 2 pOKiB CTAHOBWJIO
57,6% Ta 46,9% BignosigHo. Xo4a aHani3, wo 6a3yeTbCs Ha CrOCTEPEXEHHI,
He [a€E MOX/MBOCTI BCTAaHOBUTW 6e3nocepegHin MPUUYMHHO-HACNIAKOBUI
3B'A130K, Ui pe3ynbTaTu cBig4yaTb, Wo [lpeBeHap Bidirpa€ BaXxnmMBy poJib Yy
3HUXKEHHI TSAXXKOCTI 3aXBOPIHOBAHHA C/IM30BUX 060MOHOK (roCTpuin cepenHin
OTUT Ta NMHEBMOHISA) Yy LiNIbOBIN Nonynsuii.

docnigxkeHHs e(peKTUBHOCTI 3a y4acTro 4OPOC/InNX BIKOM Bif 65 poKiB.

EdEeKTUBHICTb  CTOCOBHO  HerocnitTasibHOI  MHEBMOHII Ta  iHBA3MBHUX
NMHEBMOKOKOBUX 3aXBOPKOBAHb, CMPUYMHEHUX CEpoTUNaMu, AKi BXOAATb A0
cknagy BakuumHu, 6yno ouiHeHO Yy BesMkKoMacwTabHOMY paHAOMI30BaHOMY
noaBiMHOMY cninoMy nnauebo-KOHTpoAboBaHOMY aocnigXeHHi (Community-
Acquired Pneumonia Immunization Trial in Adults — CAPIiTA) B HiaepnaHaax.
84496 ocib BikoM Bia 65 pokiB OoTpMMann oaHy A03y BakuUWHKM MNMpeBeHap® 13
abo nnauebo B cniBBigHOWeEHHI 1:1.
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Y pocnipgxeHHi CAPITA 6panu yyactb 4o6poBonbUi BikoM Big 65 pokiB, Meanko-
AeMorpadivyHi xapakTepucTuUKmM SKNMxX MOraun Bigpi3HATUCH Bi4 Taknx y ocib, wo
noTpebyoTb BakKUMHaUIT.

Bunagku nepBUMHHOI  rocnitanisauii 3 MNHEBMOHIEW, nNiATBEPAXEHO
peHTreHorpadieo rpyaHoi KniTkn, 6ynmn igeHtTudikoBaHi y 6nusbko 2%
pocnigxysaHux (n=1814), y T. 4. 329 Bunagkis 6ynn 3 nigTBEpAXXEHO
nHeBMokokoBot HIM i 182 Bunaakum HI 6ynu BUKNMKaHI cepoTunamu, sKi
BXOAATb A0 CKNaay BaKUWMHMU.

3a pe3ynbTaTaMu AOCIAXEHHS BCTAHOBNEHO, WO edeKTUBHICTb MNpeBeHap® 13
ANng nonepeaXeHHsa nepBUHHUX BUMaakis HI1, cnpyynHeHol cepoTunamu, AKi
BXOAATb A0 CKMagy BakKumHM (NepBUHHA KiHUEBa To4yka), ctaHoBuna 45,56%
(95,2% AI; 21,82-62,49; p=0,0006).

EdekTuBHICTb MpeBeHap® 13 woao nonepenxXeHH4 pPO3BUTKY
HebaKTepieMiYHOI/HeiHBa3nBHOI NHEBMOKOKOBOT HI1, cnpuyMHeEHOi cepoTunamm
BakuuHn, crtaHoBuna 45,00% (95,2% AOI; 14,21-65,31; p=0,0067);
eeKTUBHICTb WoA0 rMonepesXXeHHA MNepBUHHUX BUNAAKiB  iHBA3UBHUX
NMHEBMOKOKOBMUX 3aXBOPIOBAHb, CAPUYMHEHUX CepoTunamm, SfKi BXoAATb A0
cknaay BakuuHu - 75,00% (95,2% AI; 41,06-90,87; p=0,0005).

docnigkeHHs1 iIMyHOreHHOCTI 3a y4acTio Jopoc/inx BiKOM =18 pokiB Ta oci6
JIITHLOIo BIKY.

Y popocnux ocibé nopir aHTUTIN ana cepotunocneym@ivyHnx NMHEBMOKOKOBUX
nonicaxapmaHux IgG, wo 38'93aHNUN 3 KOHLEHTPALIE aHTUTINT Ta aCOLIOETLCSA
i3 AOCArHEHHSAM 3axUCTy, He 6yB BU3HAYEHUWN. Y BCiIX OCHOBHMX KAiHIYHUX
AOCNIAXEHHAX ANS OUiHKM MNOTEHUIMHOT edeKTUBHOCTI MpoTU iHBA3UBHUX
NMHEBMOKOKOBMX iH(peKUin Ta MHEeBMOHII BWKOPUCTOBYBaaM CepoTun-
cneundiyHi oncoHo-darounTapHi peakuii (O®OP). Yepes Micsub NicNs KOXHOI
BaKuUMHaUii Bu3Havyanu tutpn OOP Ta npoBoAM/IN pPO3paxyHOK reoMeTpuyHmX
cepegHix TutpiB (FCT) O®P. Tutpun OO®P BigobpaxkatoTbCA K 3BOPOTHE
3Ha4yeHHs Haunbinbworo po3BedeHHS CuMpoBaTKKM, sKe 6  3HMXKYBano
BMXXMBAHICTb MHEBMOKOKIB WOHanMeHwe Ha 50%.

BasoBi pocnigxeHHa BakumHu MpeBeHap® 13 6ynu nobyaoBaHi TakKMM YMHOM,
wob nokasaTu, WO 4Yepe3 OAMH Micsaub NicNs BakKumHauii dyHKUiOHaNbHa
iMyHHa BiganoBiab O®P gna 13 cepoTuniB He MNOCTYMAETbCHA, a ANd AesAKUX
CepoTuniB nepeBULLY€E iIMYHHY BignoBigb Ha 12 cepoTuniB, CMiSIbHUX 3
NiyeH30BaHOK 23-BasIeHTHOK MoslicaxapuaHo MHEBMOKOKOBOK BaKUMHOK
(cepotnnun 1, 3, 4, 5, 6B, 7F, 9V, 14, 18C, 19A, 19F, 23F). IMyHHY Bignosiab
Ha YHiKanbHWIA Ana BakuuHu MpeseHap® 13 cepoTun 6A OUiIHIOBANN LWISIXOM
AEMOHCTpauii 4-KpaTHOro 3pocTtaHHsa cneundiyHoro Tutpy ODP nopiBHSHO 3
piBHEM [0 iMYHi3aUuil.

Y €sponi Ta CLLUA 6yno npoBeaeHO N'aTb KNiHIYHUX AOCAIAXKEHDb 3 METOH OLiHKK
iMyHOreHHOCTi BakunHu MpeBeHap® 13 y pi3Hux BikoBMX rpyn (B Aiana3oHi 18
- 95 pokiB). Ha cborogHi KniHi4YHi gocnigxeHHs BakuuHu MpeBeHap® 13



@ AnTeka iHTepHeT uev

3abe3nevyloTb AaHi WOAO iIMYHOreHHOCTI y Aopocnnx ocib Bikom Big 18 pokis,
y TOMY 4uucni BiKOM Big 65 pokiB, sKi paHiwe (3a 5 pokiB 00 BKOYEHHS Y
AOCNIAXEHHS) NpoXoAWaM BaKUMHAUIKO OAHIEW 4M aeKkinbkoMa [o3amMm 23-
BaJIEHTHOI MoJjlicaxapmMAaHOi BaKUMHWU. Y KOXHE AOCNIAXEHHS 6ynun BK/IKOYUEHI:
3n0poBi  ocobu, IiMyHOKOMMETeHTHi ocobu 3i cTabinbHUMKM OCHOBHUMU
3aXBOPIOBAHHSAMU, SAKi 0O6YMOBAOTbL CXUBbHICTb 4O NMHEBMOKOKOBOI iHdeKUii
(TakKMMK 9K XPOHIYHI 3aXBOPHOBAHHS CepuUEBO-CYAMHHOT CUCTEMWU, XPOHIiYHI
3aXBOPIOBAHHSA AMXanbHOI CUCTEMM, BKJOYAKOUM acTMy, po3naau QyHKUii
HUPOK, LYKpOBUN piabeT Ta XpPOHiYHi 3axBOPIHOBAHHS MEYiHKW, BKJOYaK4un
aNIkOrosibHE YpaXXeHHs Me4diHKW), a TakKox ocobu 3 dakTopaMn pusnKy
(naniHHSa Ta 3/10BXWUBAHHS anKorosiem).

Be3neyHicTb Ta iMyHOreHHiCcTb BakumHK MpeBeHap® 13 6yno aoBeaeHo y ocib
BikoM Biag 18 pokiB, Bk/O4awum 0cCi6, gKi paHiwe 6ynu BaKUMHOBaHI
NMHEBMOKOKOBOI MoJlicaxapuHOK BaKLMHO.

Jopocni, saKi paHiwe He 6ysin BakumHoOBaHi 23-BasleHTHOK MHEBMOKOKOBOK
rosicaxapugHor BaKLUHOIH0.

Y npsMOMYy NOPiBHANbHOMY AOCNIAXEHHI, ske 6yno nposBeaeHo i3
3a5ly4eHHsaM ocib6 BikoM 60-64 poKW, YYaCHUKWM OTPUMYBaAnW pas3oBi 403U
BakuuHn MpeBeHap® 13 abo 23-BaneHTHOI MHEBMOKOKOBOI MoJlicaxapuaHoi
BAaKUMHW. Y TOMY X AOCNIAXEHHI iHWi rpynn gopocnaux BikoM 50-59 pokis Ta
aopocnmx  BikoOM  18-49 pokiB OTpuMyBanuM pas3oBy A03yY  BaKUMHU
MpeBeHap® 13.

Y gopocnux Bikom 60-64 poku reoMeTpu4HmMi cepegHin Tutp OOP ang BakumHU
MNpeBeHap® 13 6yB He MEHLWMWUM, HiX FeoOMeTpuUYHUN cepeaHin Tntp OODP,
OoTpUMaHnn ang 23-BasieHTHOI NMHEBMOKOKOBOI NojicaxapuiHoi BakumHu (ans
12 cepoTtunis, WO BXOAWUNM A0 cknaay ob6ox BakuuH). Ans 9 cepoTtunis TUTPHU
OO®P 6ynn CTaTUCTUYHO AOCTOBIpHO 6iNibll BUCOKUMKU Yy 0OCI6, AKi oTpuMyBanm
BakunHy MpeBeHap® 13.

Y popocnunx sikoM 50-59 pokis reomeTpmyHui cepegHin Tutp O®P ansa BCix 13
cepoTunie BakuuHK MpeBeHap® 13 6yB HE MEHLLWNM, HiX piBHi iIMyHHOI BianoBiAi
Ha MpeBeHap® 13 y ocib BikoM 60-64 poku. na 9 cepoTmniB iMyHHa BianoBiab
3anexana Big Biky Ta 6yna cTaTUCTUYHO AOCTOBIPHO 6iNnbl BUpaXKeHot Yy ocib
50-59 pokiB, Hix y oci6 60-64 pokiB.

Y BCix agopocnux oci6 BikoM 3 50 pokiB, siKi OTpUManu pa3oBy A03Y BaKUMHMU
MNpeseHap® 13, Tutpu ODP ansa cepotuny 6A 6ynum 3HaYHO BULLMMU, HiX Yy OCib
BikoM 3 60 pokiB, sKi oTpMManu pasoBy A03y 23-BasIeHTHOI MHEBMOKOKOBOI
rnonicaxapmaHoi BaKUUHM.

Yepes pik nicnsa BakuuHauii npenapaTtoM MpeseHap® 13 tutpu ODP 3HU3NAUCH
MOPIBHAHO 3 PpiBHAMW, BWU3HAYEeHMMW 4epe3 Micaub nicaa BaKuMHaUil.
BogHouac, Tutpn OO®P gna BCiX cepoTuniB 3anuvwanmcb BULLUMMMK, HIXK Ha
BUXIAHOMY piBHi.

Tabnuusga 1



@ AnTeka iHTepHeT uev

MauieHTn [CT OOP uyepe3 1 pik
[CT O®P Hajnicns BaKLUMHaLUIl
BUXiAHOMY piBHi[npenapaToM

MNpeBeHap® 13

lopocni BikoM 50-59 pokiB, sKi

paHiwe He 6ynn BaKUMHOBaHI 23—5_45 b0 - 1234

BaJIEHTHOIO NMHEBMOKOKOBOIO

noslicaxapuaHor BaKLUMHOIO

lopocni BikoMm 60-64 pokis, WO

paHiwe He 6ynnM BaKUMHOBaHI 23—5_37 19 — 733

BaJIEHTHOIO NMHEBMOKOKOBOIO

noJslicaxapuaHo BaKUUHOO

Y popocnunx BikoM 18-49 pokiB reoMeTpuyHi cepegHi TUTpU PYHKLIOHANbHNX
aHtutin  OOP pgo ycix 13 cepotuniB, HKi OXOMJKOKTbLCA BaKUMHOO
MNpeBeHap® 13, 6ynn He MeHW edheKTUBHUMK, HiX BiANOBiAI Ha BaKuUMHaLIO
npenapatom MpeBeHap® 13 y aopocnmnx BikoMm 60-64 poku.

Yepes 1 pik nicna BakuuHauii  npenapatoM [MpeBeHap® 13  TuTpwu
dyHKUiOHaNbHMX aHTUTIN ODP 3HMXYBanUCA MNOPIBHAHO 3 TUTpaMu 4yepes
1 Micaub nicnsg BakumHauii, npoTe TUTpU PyHKUIOHaNbHMX aHTUTIN O®P fo BCix
CepoTuniB 3a7MWannca BULMUMM 3@ BUXIAHI PiBHI.

Tabnuusa 2
BuxigHMn reomMeTpuyHmi | FeoMeTpuUYHUin cepeaHin
cepefHin TATP | TUTP dyHKUIOHaNBbHNX
NauienTy yHKUIOHANBbHNX aHTUTIN al.-|Tl/ITIJ'I OOP yepes 1 p||f
ooP nicnsa BaKLUMHaL,i
npenapaTom
MNpeBeHap® 13
Jopocni y Biui 18-
49 pokiB, fKi paHiwe He | . .
OTpUMYyBaNM 23- Bin 5 no 186 Big 23 no 2948
Ba/IEHTHY MHEBMOKOKOBY
nonicaxapuaHy BakKUUHY

dopocni, sKi paHiwe 6y BakKymMHOBaHi 23-BajieHTHOK [MTHEBMOKOKOBOK
rosiicaxapugHor BakKLUMHOIO.

MopiBHAHHA IMYHHOT BiAMOBIAI HA BBeAeHHS npenapaTty MpeBeHap® 13 Tta 23-
BaJIEHTHOI MosicaxapuaHoi BakUMHU MPOBOAUAN Y MPAMOMY MOPIBHAILHOMY
AOCniAXeHHi 3a yyacTtio oci6 Bikom Bia 70 pokKiB, SKi WOHaMMeHwWwe 3a 5 pokiB
A0 BaKuMHaUil y AO0CNigXXeHHI OTpuMMyBanu pas3oBy 403y MNHEBMOKOKOBOI
rnonicaxapmaHoi BaKUUHM.
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MopiBHAHHSA 3Ha4YeHb reoMeTpuyHOro cepeaHboro TMTpy OOP (4epes3 1 Micsaub
Nicns BakuUMHaLUii) Yy paHile BaKUMHOBAHMX MHEBMOKOKOBOI MoJlicaxapuaHor
BAaKUMHOI Yy4dacHMKIiB BiKOM noHag 70 pokiB, AKi OoTpuManu pasoBy [03Y
BakunHM [peBeHap® 13 abo 23-BaneHTHOI MoJlicaxapuaHoi BaKLUMHMU,
HaBeaeHi y Tabnuui 3.

Tabnuusa 3

FeoMeTpuuHmM cepegHin Tntp ODP y gopocnux ydacHuKiB BikoM noHag 70
pOKiB, paHiwe BaKUMHOBaHUX NMHEBMOKOKOBOIO nonicaxapuaHow
BaKLUMHOI, AKi OTPUMYBanu pasoBy A03y npenapaty lMNpeBeHap® 13 abo 23-
BaJIEHTHOI MHEBMOKOKOBOI NoJlicaxapuaHoi BakumMHu (PPSV23) 2. 6.8

MpeBeHap® 13PPSV23 N=395-(CniBBigHoweHHa TCT O®P BaKuUWHMU
CepoTun N=400-426 @45 MNpeBeHap® 13 Ta PPSV23

'CT OOP CT OOP C cniBBigHOwWeHHSA [(95% A1)
1 81 55 1,5 (1,17, 1,88)
3 55 49 1,1 (0,91, 1,35)
4 545 203 2,7 (1,93, 3,74)
5 72 36 2,0 (1,55, 2,63)
BA" 903 94 9,6 (7,00, 13,26)
6B 1261 417 3,0 (2,21, 4,13)
7F 245 160 1,5 (1,07, 2,18)
oV 181 90 2,0 (1,36, 2,97)
14 280 285 1,0 (0,73, 1,33)
18C 907 481 1,9 (1,42, 2,50)
19A 354 200 1,8 (1,43, 2,20)
19F 333 214 1,6 (1,17, 2,06)
23F 158 43 3,7 (2,69, 5,09)

@ He MeHwa edeKTUBHICTb BCTAHOBAKOBAaNACb, SAKWO 3HAYEHHS HMXHbOI MeXi
ABobiyHoro 95% [ aona reomeTpuyHoro cepefHboro TuTpy binbwe 0,5.

6 CtatuctnyHo AoctoBipHa 6iNnbll BMpaxeHa BiANoOBiAb BCTAHOB/OBAaNACh, SAKLLO
3HAYeHHS HMXHbOI MeXi ABOo6iyHOro 95% [l ana reoMeTpuMyHOro cepenHboro
TMTpy 6inbwe 1.

8 [Insg cepotuny 6AT, yHikanbHOro Ans BakuuHu lNpeBeHap® 13, CTaTUCTUYHO
AocToBipHa 6inbll BMpaxeHa BiANOBiAb BCTAHOBAKOBANacCb, SKLWO 3HAYEHHS
HWXHbOT MeXi ABob6iyHoro 95% AI ana 'C cniBBiaHOWEHHSA 6inblie 2.



@ AnTeka iHTepHeT uev

Y popocnnx oci6, BaKUMHOBaHMX MHEBMOKOKOBO MoJicaxapuaHo BaKUMHOK
LLOHaMMeHLWwe 3a 5 pokKiB A0 No4YaTKy KI/IHIYHOMO AOCNIAXEHHS, reOMeTpPUYHI
cepenHi TMTpu OO®P ana BakuuHu MNpeBeHap® 13 6ynu He MEHWWUMU, HiX
BiANOBIAHI NOKasHWMKWM And 12  ChiNbHUX  cepoTuniB  23-BasieHTHOI
MHEBMOKOKOBOI NoJjlicaxapnaHol BakumMHW. Binbll TOro, y UbOMYy AOCHIOXEHHI
ana 10 3 12 cninbHUX cepoTunie 6yno nokasaHO CTAaTUCTUYHO AOCTOBIpPHO
6inbwi piBHI reoMeTpuyHoro cepeaHboro TUTpy OO®P. [licna BakuwuHauii
npenapatoM [peBeHap® 13 iMyHHa BignoBiAb Ha cepoTun 6A 6yna
CTaTUCTUYHO AOCTOBIpHO 6inbll BUpaxeHow, HiX nicna BakuyuHauii 23-
BaJIEHTHOIO NOJlicaxapuaHO BaKUUHOIO.

Y oci6 BikoMm Big 70 pokiB, €Ki 6ynnm BakKuMHOBaHi 23-BasieHTHOIO
NMHEBMOKOKOBOI MoOJlicaxapuaHo BaKUMHOK UOHaMMeHWwe 3a 5 pokiB Ao
noyaTKy AOCNIAXEHHS, Yepes pik nicis BakuuHauii npenapatom MpeBeHap® 13
TUTPU ODP 3HM3NANCL NOPIBHAHO 3 PIBHAMU, OTPUMAHUMMN Yepes Micsub nicng
BakuuMHauii. BogHo4vac, Tutpn OOP gnsa BCiX CepoTuUnis 3auUWanmncCb BULLUMMU,
Hi>)XK Ha BUXIAHOMY piBHi.

Tabnuusa 4

MauieHTn BUXIAHOMY nicns BaKUWMHaUIl

CT OO®OP HaCT OO®OP 4epe3 1 pik

PiBHi MpeBeHap® 13

/lopocni BikoM Big 70 pokiB, ki 6ynu
BaKLUMHOBaHI 23-BaJIEHTHOO
NMHEBMOKOKOBOO noJslicaxapuaHoto
BAaKLUWMHOIO LLIOHaMWMeHLe 5 poKiB ToOMY

O - 122 18 - 381

IMYHHa BignoBiab B 0cOBAMBUX Fpynax NaLi€HTIB.

Ocobn 3 ONMCaHMMWU HUXYE CTaHaMM MalTb MNIABULLEHWA PU3MK PO3BUTKY
NMHEBMOKOKOBOIO 3aXBOPIOBAHHSI.

KniHiyHa 3Ha4yLWicTb piBHIB @HTUTIN, CNPUYNHEHUX BaKUMHOM [MpeBeHap® 13
y umx ocobnueBmx rpynax nauieHTis, HeBigoMa.

CeprioBuAHOKJIITUHHa aHeMis.

Y ®paHuii, ITanii, Bennkobputanii, CLUA, JliBaHi, €runTi Ta CayaiscbKin Apasii
6yno npoBeAdeHO BiAKpUTE OAHOrpynoBe AOCNIAXEHHS ABOX A03 BaKUWHWU
MpeBeHap® 13, ski BBOAWAM 3 iHTEepBasoM 6 MicsLiB. Y HbOFO 3anyymsan
158 pgiten i nigniTkiB BikoM Big =6 A0 <18 pokiB i3 cepnoBUAHO-KITUHHO
aHeMi€l, aKi 6ynum paHiwe BakUMHOBAHI oAHielo abo KinbkoMa aosamMu 23-
BasIeHTHOI MHEBMOKOKOBOI nonicaxapuiHoi BaKUWMHM  LWOHaWMeHLwWe 3a
6 MicAuiB A0 BKWYEHHA B pgochnigkeHHs. [licna nepwoi  BakuyuMHauil
npenapaTom MpeBeHap® 13 piBHi AHTUTIN,  AKi BMMipOBanmca  3a
reoMeTpuyHuMKn cepefHiMM KOHUeHTpauisMu IgG i reoMeTpuyHMMN cepefHiMun
TUTpaMun pyHKUIOHaNbHMX aHTUTIN OOP, 6ynn CTaTUCTUYHO 3HAYHO BULLMMM 3@
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piBHIi, AKi cnocTepiranuca Ao BakuuHauii. [licng BBegeHHS ApYyrol 403K IMYHHa
BignoBiab 6yna MNOpiBHAHHOK 3 OTPMMAHOK MiCNS BBeAEHHS nepLlloi 03MU.
Yepes oanH pik nicna BBeAEHHA APYrol 403U PiBHI aHTUTIN, 9Ki BUMiptOBanucsa
3@ reoMeTpuyHMMK cepenHiMM KOoHuUeHTpauiamm IgG i reoMeTpmMyHUMMU
cepeaHiMn TUTpamm yHKUiOHaNnbHUX aHTUTIN ODP, 6ynn BUWMMK 3a pPiBHI A0
BBeEeHHs nepwoi ao3uM npenapaty [peBeHap® 13, 3a BUHSATKOM
reoMeTpUYHNX cepeaHiXx KoHueHTpauin IgG ansa cepotunis 3 Ta 5, aki 6ynu
ymcenbHO NOAIGHUMMU.

BLJlT-iHgeKUyisi.
ity Ta gopocni, siki paHiwe He 6y/in BaKUMHOBaHI MHEBMOKOKOBOK BaKLMHOK.

BIJ1-iHdikoBaHi AitTm Ta pgopocni 3 Kinbkictio CD4 knitnH =200 kn./MKnN
(cepenHs Kinbkicte 717,0 kn./mMKn), BipyCHUM HaBaHTAXEHHAM
<50000 konin/mn (cepegHe HaBaHTaxeHHsa 2090,0 konin/mn), AKi He Manu
aKTUBHOro 3axBOptoBaHHA, nos'a3aHoro 3i CHI[, Ta aki He 6ynu paHiwe
BaKUMHOBAHi MHEBMOKOKOBOK BaKUWMHOK, OTpUMyBasiu 3 [A03M BaKUWUHMU
MNpeBeHap® 13. 3rigHO 3 3arajibHUMW pEKOMEeHAauUisaMK, Micns UbOro BOHU
OoTpuMyBasin pasoBy A03y 23-BajieHTHOI MNHEBMOKOKOBOI MoJficaxapuaHoi
BaKUMHN. BakuuHM 3acTocoByBasun 3 iHTepBasoM 1 Micaub. IMyHHY Bignosigb
ouiHoBann y 259-270 oci6, 4OCTYNHUX ANS OUiHKK, Npnbnmn3Ho 4Yepes 1 Micsaub
nicna OTPUMMAHHSA KOXHOI A03M BakKuuHW. [licna BBeAeHHA neplol Ao3u
MNpeBeHap® 13  cOpuuyMHAB  piBHIi  aHTUTIN, AKi  BUMipoBanucs  3a
reoMeTpuyHuUMKU cepenHiMM KoHUeHTpauisMn IgG i reoMeTpuyHnMmN cepenHimm
TUTPpaMKU pyHKLUiOHaNbHNX aHTUTIN OOP, wo 6ynn 4OCTOBIPHO BULWWMU 3a pPiBHI
[0 BakuuHauii. Micna apyroi Ta TpeTboi 403K BakuUMHU MNpeBeHap® 13 iMyHHa
Bignosiab 6yna noaibHoOO A0 BiANOBIAI NicNsa 3aCTOoCyBaHHA nepwoi Ao3n abo
BULLOIO 3a Hel.

Hopocni, sKi paHiwe 6ysan BakKUMHOBaHI 23-BajleHTHOK [MTHEBMOKOKOBOK
roJslicaxapugHor BakKLUMHOIO.

BIJ1-iHdikoBaHi gopocni BikoM =18 pokiB (KinbKicTb CD4 kniTMH =200 Kn./MKN
(cepepHs Kinbkictb 609,1 kn./MKN), BipycHe HaBaHTaxeHHs <50 000 konin/mn
(cepegHe HaBaHTaxeHHs 330,6 «konin/mn), 6e3 aktuHoro CHIA-
acouiioBaHOro 3axBOplOBaHHA), €Ki 6ynnM BakKUMHOBAHI 23-Bafl€HTHOMO
NMHEBMOKOKOBOI MOJlicCaXxapuiHoOK BaKUMHOK MNpUHaMMHI 3a 6 MicsauiB Ao
BK/IIOUEHHS B AOC/IAXEHHSA, OTpMMyBann 3 003 BakuuHU MNpeBeHap® 13 Ha
yac BKJIOYEHHA Ta 4epe3 6 i 12 MmicAuiB nicngd OTpUMAHHSA MepLloi A03Mn
BakUMHK MpeBeHap® 13. IMyHHY BianoBiab ouiHoBanu y 231-255 aocTynHux
ANs ouiHKKM oci6 NnpubnnsHo 4Yepe3 1 Micaub MiCAs OTPUMAHHS KOXHOI A03u
BakunHn [lpeBeHap® 13. TMicns oOTpUMaHHA nMepLlioi A03W  npenapaTy
MpeBeHap® 13 piBHi aHTUTIN, SKi BUMipOBanucs 3a reoMeTPUYHNUMU CeEpeaHIMU
KoHuUeHTpauigmn IgG i reoMeTpnyHnMmn cepeaHiMm TUTpamMn OyHKLIOHaNbHUX
aHTuUTIin OOP, 6yNn CTaTUCTUYHO 3HAYHO BULLMMM 3a PiBHIi, SIKi cnocTepiranmcs
A0 BakuuHauii. [llicna BBeaeHHs Apyrol Ta TpeTbol [A03M  BaKUWHMU
MNMpeBeHap® 13 iMyHHa BignoBiab 6yna NopiBHAHHOK abo BULIO 3a BiAMoBiab
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nicna BBeAEHHS MepLoi A03M. Y paMKax UbOro AocniaXeHHa 162 nauieHTw
oTpumanu O4HY nonepeaHi 403y 23-BasieHTHOI NMHEBMOKOKOBOI
noslicaxapuaHoi BakuuMHU, 143 nauieHTW oTpuManu 2 nonepegHi Ao03u i
26 nauieHTis oTpuMMmanu 6inbw  HiXX 2 nonepegHi A403M  23-BasIEHTHOI
nosicaxapmaHoi BaKUMHW. Y nMauieHTiB, SKi oTpuManu pABi abo 6Ginbwe
nonepeaHi Ao3mM 23-BaNleHTHOI MHEBMOKOKOBOI nMoJjlicaxapugHol BaKUWHWU,
crnocrtepiranaca cxoxa IiIMyHHa BiAMOBiAb MOPIBHAHO 3 Maui€EHTaMU, SAKi
oTpuManu OA4HY rnonepeaHio 403y.

TpaHcrnaHTalisi reMornoeTuYHuX CTOBOYPOBUX KITITUH.

AitTn Ta popocni, 9kmM 6yno TpaHCN/IAQHTOBAHO rasloreHHi remMonoeTuYHi
CcToBOYpOBi KNITUHU Yy BiUi =2 pOKW, 3 MOBHOK reMaTONIONYHOK peMiCi€lo
OCHOBHOIO 3axBOpltoBaHHA abo 3 ayxe fo6po0 4YaCTKOBOK peMicCieo y pasi
nimpoMn Ta MiIi€ENOMU, OTPUMYBanM TpU A03N BakuuHu [peBeHap® 13 3
iHTEpBanNOM MiX A03aMu WoHanMeHwe 1 micaub. lMNMepwy A03y BBOAUIU Yepes
3-6 MicauiB nicng TpaHcnaHTauii reMonoeTUYyHMX CToBOYpOBUX KIITUH.
YeTBepTy Ao3y (byctep-iH’ekuif) npenapaty MNMpeBeHap® 13 BBOAMAN Yepe3 6
MicALUIB nicng BBeAEHHSA TPeTbOol A03U. 3rigHO 3 3arajsibHUMKW pekoMeHaauiaMu,
yepes 1 Micsiub nicns BBeAEHHA 4eTBepToi Ao3u npenapaTty [MpeBeHap® 13
BOHM OTPUMYBaJiM pa3oBy A03Yy 23-BaJIeHTHOI MHEBMOKOKOBOI MoslicaxapuaHoi
BaKUMHU. IMYHHY BiANOBiAb, AKY BUMiIpOBaNnN 3a reOMeTpuyHUMKU cepegHiMu
KOHUeHTpauiaMn IgG, ouiHioBann y 168-211 ocib, AOCTYNHUX ANS OUIHKMKM,
npuban3Ho yepes 1 Micaub nicna BakumHadii. Micnsg BBeAeHHS KOXHOI 403U
MpeBeHap® 13 cnpuumMHSAB NiABULLEHHS PiBHIB aHTUTINA. Micna yeTBepTOoi 403U
npenapaTy MNpeBeHap® 13 iMyHHa Bignosiab 6yna AOCTOBIpPHO MiABULLEHO
ANg yCiX CcepoTuniB MOPIBHAHO 3 BIiAMOBIAAK NiCNA TpPeTboi A03U. Tutpu
dyHKUiOHaNbHMX aHTUTIN (OOP) y UbOMY AOCNIAXEHHS HE BUMIiptOBanu.

®apMaKkoKIiHETUKA.
OuiHka apMakKoKiHETUYHMX BSIACTUBOCTEN BaKUMH He € 060B'A3KOBOIO.
[Moka3aHHA

AKTUBHa iMYHi3auig aAna nonepenXxXeHHs iHBa3MBHUX 3aXBOPKOBAHb, MHEBMOHIi
Ta roCcTporo cepefHbOro OTUTY, CNpUYMHEHunx Streptococcus pneumoniae, y
AiTen BIKOM Big 6 TUXHIB.

AKTMBHA iMyHi3auia A4ANng nonepeaxXeHHa IHBa3uMBHMX 3aXBOplOBaHb Ta
NMHEBMOHIi, cnpuynHeHux Streptococcus pneumoniae, y AOpPOCAMX Ta ocib
NITHBLOrO BiKY.

3acTtocyBaHHs BakuuHu [peBeHap® 13 ™Mae 6asyBaTtucb Ha OQdiliMHKX
peKkoMeHAauisaX i3 ypaxyBaHHSM pPU3UKY IHBAa3MBHUX 3axBOPOBaHb Ta
MHEBMOHIT y PI3HUX BIKOBUX rpynax Ta CYMNyTHIX OCHOBHWUX 3aXBOpPKBaHb, a
TaKOX BapiabenbHOCTI enigemionorii cepoTunie y pisHUX reorpadivyHnxX 30Hax.

MpoTunokasaHH4
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MiagBMWeEHa 4YyTAMBICTb A0 AiOYMX PEeYOBMH, A0 6yAb-sKOI 3 AOMOMIKHUX
pe4vyoBuH (auB. po3ain «Cknag») abo no andTepinHOro aHaTOKCUHY.

3acTtocyBaHHs npenapaTty MpeeeHap® 13, gk i iHWMX BakKuMH, ocobam 3
FOCTPUMM, TSXKKUMU (PebpunbHUMM 3aXBOPOBAHHAMKU HeobXiaHO BiAKMIacCTw.
OaHaK HasiBHICTb iH(eKUii nerkoro crtyrneHs, Takoi SK 3actyga, He noTpebye
BiAKNafAaHHA BaKUMHaUIT.

Mpn npoBefeHHi BakuMHaUil Ha TepuTopii YKpaiHU Cnig KepyBaTUCA Lil0YMMU
Hakaszamm MO3 YkpaiHu woao iHdopMauii 3 NpoTMnokKasaHb Ta B3aeMoAil 3
IHW WMWK NiKapCbKnMK 3acobamu.

B3aemogiqa 3 iHWKUMK niKkapcbknMn 3acobamu Ta iHWi BUAN B3aEMoAil

HemMoBndTa Ta AiTU BIKOM Big 6 TUXHIB 40 5 pOKiB.

BakuuHy [MpeBeHap® 13 MOXHa 3acTOCOBYBATM OAHOYACHO 3 6yAb-AKUMMU
BaKUMHaMM, 9K MOHO-, TaK i KOMBIHOBaAHUMM, WO MIiCTATb aHTUreHn: andTepii,
npasus, KalunoKa (LiINBHOKNITUHHUN abo auentonNsapHUn
KOMNoHeHT), Haemophilius influenzae Tuny b, noniomieniTy iHaKTMBOBaHUMN,
renatuty B (womo 3actocyBaHHSA 3 npenapatoM IHdaHpukc rekca™ aus.
po3ain «OcobnmMBOCTI 3aCTOCYBaHHSA»), MEHIHFOKOKOBOI ceporpynu C, Kopy,
enigeMivyHoro napoTuTy, KpacHyxu, BITPSAHOI BiCNK Ta poTaBipyca.

MNpeBeHap® 13 MOXHa TakKoOX OAHOYACHO 3acTOCOBYBATM 3 BaKLUMHOW As
NpodiNakTMKM MeHIHFOKOKOBOI iH(ekuii ceporpyn A, C, W-135 T1a Y
noslicaxapmaHor, KOH'IOroBaHoOK 3 NpaBLEBUM aHAaTOKCUHOM, AiTSM BiKOM Bij
12 po 23 micsauis, ski 6ynn nepBMHHO edeKTUBHO BaKLMHOBAHI npenapaTtom
MpeBeHap® 13 (3rigHO 3 MiCLEBUMUN peKOMeHAauis MU LWOAO NiKYBAHHS).

[aHi, oTpuMaHi nig 4vac NOCTMAPKETUHIOBUX KJIIHIYHUX AO0CMiAXEeHb, LWoA0
OUiHKM BNMBY NpodiNnakTUYHOro 3aCToCyBaHHA aHTuNipeTukiB (ibynpodeH Ta
napaueTaMos) Ha iMyHHY BiAMNOBiAb Ha 3aCTOCYBaHHS BakuUMHM MpeBeHap® 13
NPUNYCKalTb, WO 3aCTOCYBaHHS NapaueTaMosly oAHOYacHO 3 BaKUMHO abo B
JleHb BaKLMHaLLi MOXe 3HU3UTU iIMYHHY BiANOBiAb OopraHiaMy Ha MpeBeHap® 13
nicns NnepBMHHOI BakuMHauii HeMoBnAT. Bignosiab Ha 3acTtocyBaHHA b6ycTep-
Ao3n 4yepes3 12 MicauiB He 3MiHOBanacb. KniHiyHe 3Ha4YyeHHS UbOoro sBuuwa
HeBigoMe.

[itn BikoM Big 6 oo 17 pokKiB.

Ha cboroaHi HeMae pgaHuMx WOoAO0 CYMICHOro 3acToCyBaHHSA 3  iHWWMU
BaKUMHaMMN.

dopocni BikoM Big 18 Ao 49 pokiB.

Ha cboroaHi HeMae paHuMxX WOAO0 CYMICHOro 3acToCyBaHHA 3  iHWWMU
BaKUMHAMU.

Nopocni BikoM Big 50 pokis.
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I'IpeBeHap® 13 MoxHa 3actocoByBatn ogHO4YaCHO 3 CE30HHOK TPUBAJIEHTHOLIO
IHAKTMBOBAHOK MPOTUIPUMNO3HOK BAKUMHOLO.

Pe3ynbTtatn ABOX [OCNIAXEHb, NPOBEAEHMX 3a Y4acTi AOPOC/AMX MaLiEHTIB
BikoM 50-59 pokiB Ta BikOM Big 65 pokiB, nokasanan MOXJ/IMBICTb 04HOYACHOro
3aCcToCcyBaHHS BakuumHuM [lpeBeHap® 13 Ta TpPUWBANEHTHOI iHAKTUBOBAHOI
NMPOTUrPMNO3HOI BaKuUMHW. BignoBiab Ha BBEAEHHA TPbOX AHTUrEHIB, LWO
BXOAATb A0 CK/ady TPpUBASIEHTHOI iIHAKTUBOBAHOI MPOTUIPUNO3HOI BaKLUMHMKU,
npu BBeAEHHI Ui€i BaKUMHM OKpeMO Ta Y MNOEAHAHHI 3 BaKUWHOIO
MNpeBeHap® 13, 6yna NOpiBHAHHOL.

MNpy“ OAHOYACHOMY 3acCTOCYBaHHi BakuuHuW lpeBeHap® 13 Ta TpuBanNeHTHOI
iHAKTMBOBAHOI NMPOTUrPUNO3HOI BaKLUMHKM iMyHHa BignoBiab Ha MpeBeHap® 13
byna MeHW BUPaAXeEHOK, HIXK Npu CaMOCTIMHOMY BBeAEeHHI BaKUWHU
MNpeBeHap® 13, ane 4OBroCTPOKOBUI BMINB HA PiBEHb LMPKYIOYNX aHTUTIS
He BiA3Ha4yaBCH.

Y TpeTbOMYy AOCNIAXEHHI 3a yd4acToo gopocnmx Bikom 50-93 pokiB 6yna
nokKasaHa MOX/IMBICTb 04HOYACHOr0 3aCTOCYBaHHSA BakuMHKU MpeBeHap® 13 Ta
Ce30HHOI YOTUPMBANEHTHOI iIHAKTUBOBAHOI MPOTUIrPMUNO3HOI BakumHu (YIMNB).
IMyHHa Bignosigb A0 BCiX 4yoTupbox wTamie YIlNB He 3MeHwyBanacb npu
0A4HOYaCHOMY 3acCTOCYBaHHi BakuMHKU MpeBeHap® 13.

IMyHHi Bianosiai Ha lMpeBeHap® 13 He 6ynu cnabwmMMM Npu 3aCTOCYBaHHI
ogHo4dacHo 3 YIMNB y MNOpiBHSAHHI i3 3acTocyBaHHAM BakuuHU MNpeBeHap® 13
oKpeMo. 4K i npy OAHOYACHOMY 3aCTOCYBaHHi 3 TPMUBANIEHTHOK BaKLUMHOIO,
iIMyHHa BignoBiAb A0 AESKUX MHEBMOKOKOBMX CEpPOTUMIB Byna HMXKYOK Mnpu
3aCTOCyBaHHi 060X BaKUMH OAHOYACHO.

JdocnigXeHHa OAHOYACHOro 3aCTOCyBaHHA 3 iHWMMKM  BakKUMHAMU  He
npoBOAUIIN.

Pi3Hi iH'EKUINHI BaKUMHW CNia 3aBXAW BBOAUTU B Pi3HI AiNSAHKK Tina.

[ocnigkeHb OAHOYACHOrO 3aCTOCYBaHHSA BaKuuHu [MpeBeHap® 13 Ta 23-
Ba/IEHTHOI MHEBMOKOKOBOI MojsicaxapuaHoi BakKuMHM He nposoaunn. Y
KNIHIYHUX OOCNIAXEHHSAX 3aCTOCYyBaHHS BakuUMHM MpeBeHap® 13 uvepes 1 pik
nicna 23-BaNleHTHOI NoJlicCaXxapuaHOl MHEBMOKOKOBOI BaKUWMHM  iIMYHHa
BiANOBiAb ANS BCiX cepoTuniB 6yna MeHW BUPaXXeHOK MOPIBHAHO 3 iMYHHOIO
BiANoOBIAAK Yy 0Cib, IKMM He NpoBOAMN NONEpeaHIo iIMyHi3auito 23-BasieHTHOLO
NMHEBMOKOKOBOK MoOJlicCaXxapuaHo BakuuHOo. KniHiYHe 3HayYeHHA Uuboro
ABMLLA HeBigoOMe.

Oco6nBOCTI WOAO 3aCTOCYBaHHS
MpeBeHap® 13 He cnif 3aCTOCOBYBATU BHYTPILLHBOCYAMHHO.

BakumnHy He cnig BBOAUTU BHYTPILWWHLOM 930B0O NaUieHTaM 3 TPOMOBOLMTONEHIED
abo 6yab-AKMMM NOPYLUEHHSAMUM KOArynsauii, AKMM MOXYTb 6YTW NpOTUMNOKa3aHi
BHYTPILLHbOM'A30Bi iH'EKLIi, ane Mo)XXHa BBOAUTU MiALWKIPHO, SKWO NOTEHUiNHA
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KOPUCTb SIBHO MepeBaXa€ pPU3MK Bif4 3aCTOCYyBaHHSA BaKUWHWM (AWB. po34in
«DapMakoaAnHaMiKa»).

MpeBeHap® 13 3axuLLace TiNbKK Big cepoTunie Streptococcus pneumoniae, AKi
BXOAATb A0 CK/laay BaKUWMHWM, Ta He 3aXWULAE Bif iHWKWX MIKPOOPraHi3miB, LLO
CNPUYMHAIOTL iIHBa3MBHI 3axXBOPOBAHHA, MHEBMOHItO abo cepegHin oTuUT. SK
6yab-gKa iHWa BakuwuHa, MNpeBeHap® 13 He MOXEe 3axXUCTUTU BCiX 0Ci6, AKi
OTPUMYIOTb BaKLUMHY, Big MHEBMOKOKOBOI iHdeKUii. 1719 OTpMMaHHA akTyanbHOI
enigemionorivyHoi iHopMauii y KpaiHi npoBefeHHs BaKuMHauii cnig 3BepHYTUCH
00 BiANOBIAHOI Aep>XaBHOI opraHisaui.

Y nauieHTiB 3 MOpPYyWEHOK iMYHO/IOMYHOK PpeaKTUBHICTIO BHAacCMiAoK
iIMyHOCYnpecumBHOI Tepanii, reHeTnyHoro aedekty, BIJI-iHdekuii abo iHWmX
NPUYMH YTBOPEHHSA aHTUTIN Y BIANOBIAb HA AaKTUBHY iMYyHi3auito Moxe 6yTu
3HWKEHUM.

Hapasi pgoctynHi gaHi 3 6e3nekun Ta iMYHOreHHOCTI CTOCOBHO O6MeXeHOi
nonynsuii i3 cepnoBMAHOKNITUHHOW aHeMielo, BIJ1-iHdekuieo abo ocib, skum
TPaHCMNAHTOBAHO reMOMOeTUYHi  CcToBOYpOBi  KMiITMHWM  (AUMB.  poO3A4in
«®apMakoanHaMika»). [aHi 3 6e3nekn Ta iIMYHOreHHOCTI BaKUMHMU
MpeBeHap® 13 BiACYTHI Ang iHWKUX 0cobamMBUX rpyn oci6 3 ocnabneHum
iMyHiITeTOM (Hanpwuknaz, BHacCMiAOK 3M04KICHOro HOBOYTBOpeHHS abo
He@pPOTUYHOro CuUHApOMY). ONna uuMx rpyn BakuuHaUilo Cnig po3rnanatyv Ha
iHAMBIAYanbHIN OCHOBI. Llen nikapcbkuit 3aci6 MiCTUTb MeHW HiX 1 MMOsb
HaTpito (23 Mr) Ha Ao3y, TO6TO NPaAaKTUYHO HE MICTUTb HaTpIto.

HemMoBAdTa Ta AiTU BiKOM Big 6 TUXHIB 40 5 pOKiB.

Y KniHiYHMX gocnigxeHHsax MNMpeseHap® 13 BUKAKKAB iMyHHY BianoBiAb Ha YCi
TPUHAAUATL CEPOTUNIB, WO BXOAATb A0 CKAa4y BakuuHU. IMyHHa BignoBigb Ha
cepoTun 3 micna peBakuWHauii He nepesBuvwyBana pPiBHIi, WO crocTepiranncs
nicna cepii BakuMHauil y paHHbOMY AUTAYOMY Bili. KniHiyHe 3Ha4yeHHs dBuLla
iHAYKUiT  iMYHHOI nam’ati cepotuny 3  HesigomMe  (4AuB. po3ain
«PapMakoanHaMika»).

BigcoTok oci6, y aknux supobnanmca @yHkuUioHanbHi aHTuTina (O®P > 1:8) no
cepotunie 1, 3 Ta 5, 6yB BMCOKMM. [MpoTe cepeaHi reoMeTpuyYHi 3HaYeHHS
TMTpiB OOP 6y HMXYMMKU 3@ BIANOBIAHI 3HAYEHHSA TUTPIB AN KOXHOro 3
pewTn AO0AATKOBUX CEpPOTUMIB BAaKUMHW; KJiHIYHA 3HAYYyLWICTb UbOro siBMLUA
Ans edeKTUBHOCTI 3aXUCTy HeBigoMa (AmB. po3ain «dapMmakogmHamika»).

ObmMexeHi aaHi NpoaeMoHCTpyBanu, Wo 7-saneHTHUn lNMpeseHap (NepBUHHUNIA
KypC TpbOMa [03aMu) BUKNIMKAE 3a40BiNIbHY iIMYHHY BianoBiAb Y HEMOBAAT 3
CepnoBUAHOKNITUHHOK aHeMi€n, npuyoMy npodinb 6e3nekn 6yB CXOXWUM 3
TUM, WO CNOCTepiraeTbcs y rpynax 6e3 HasiBHOCTI BMCOKOroO pu3uky (AuB.
po3a4in «®apMakoaAnHaMika»).

[iTn BiKOM A0 2 pOKiB MOBWHHI MNpPOXOAUTU KypC BaKuMHaUil npenapaToM
MpeBeHap® 13, akui Bignosigaae ixHboMy BiKy (aAuMB. po3ain «Cnocib
3aCTOCYBaHHA Ta A[03uM»). 3acToCyBaHHS MHEBMOKOKOBOI KOH’'IOroBaHOI
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BaKUMHW He 3aMiHd€ 3acToCyBaHHA  23-BalleHTHUX MHEBMOKOKOBUX
nofnicaxapuaHux BakKUMH AN AiTel BIKOM = 2 poOKiB 3 TaKMMWU CTaHaMun, siK
CepnoBUAHOKMITUHHA aHeMis, acnneHis, BIJ1-iHdekuis, XPOHiYHe
3axBoOploBaHHA abo ocnabneHa iMyHHa cucTeMa, y 3B'3KY 3 SKUMU X
BiAHOCATb A0 rpynu MigBULLEHON0 PU3MKY LWOAO iIHBA3MBHOIO 3aXBOPKOBAHHSA,
CnpuyYnHeHoro Streptococcus pneumoniae. 3a HassBHOCTI peKoMeHaauin, 4itu
3 rpynu pu3nKy BiKOM Big 24 Micauis, sIKi BXxe 6ynmM nepBMHHO BaKLMHOBaHI
npenapatom MNpeBeHap® 13, NOBMHHI OTPUMYBaTK 23-BasIEHTHY MHEBMOKOKOBY
noslicaxapugHy BakKuumHy. IHTepBan MiX 3acTocyBaHHAM 13-BasieHTHOI
NMHEBMOKOKOBOI KOH'toroBaHoi BakuuHu (MpeBeHap® 13) Ta 23-BaneHTHOI
NMHEBMOKOKOBOI MNonicaxapuaHoi BaKUWMHW MOBUHEH CTAHOBUTWU MPUHANMHI 8
TUXHIB. HeMae pagaHuX npo Te, UM MOXe 3aCTOCYBaHHS 23-BaNleHTHOI
NMHEBMOKOKOBOI MosicaxapuaHoi BaKuWMHW Yy AiTen, $SKi He OoTpuMyBanu
NnepBMHHOI BakumHauii, abo y aiTen, NepBMHHO BaKUMHOBaHWUX MNpernapaToM
MNpeBeHap® 13, npu3BecTM A0 HU3bKOI PEaKTUBHOCTI Ha HacCTynHi [403u
npenapaTty MpeBeHap® 13.

Mpn nNepBMHHOMY KypcCi IiMyHi3auii rAMboKo HenOHOWEHUX HeMOBAAT
(HapoaXXeHnx < 28 TWXKHIi BaAriTHOCTI) Ta 0COb6AMBO TUX, WO MaKTb HE3PIiNicTb
AVXanbHUX WAAXIB B aHaMHe3si, Ccnig BpaxoByBaTW MNOTEHUIMHUN PU3KNK
PO3BUTKY arnHoe Ta HeobXiAHICTb MOHITOPUHIY AMXaHHA nNpoTsarom 48-72
roavH. OCKIiNbKKW y LI€l rpynyu HEMOB/IAT KOPUCTb BiJ BaKuUMHAaUil € 3HAYHOIO,
He cnia BigMiHATK abo BigkNagaTy BakKUMHaUO.

OUiKy€eTbCH, WO CepoTUnM BaKUMHM 3axXularTb Bif roOCTpPOro cepenHboro
OTUTY 3HAYHO MeHLle, HiX Bi4 iHBa3MBHUX 3axBoptoBaHb. OCKiNbKKU cepeaHin
FOCTPUMN OTUT CAPUYNHAKOTL BaraTo iHWKUX OpraHi3MiB, OKpPiM MHEBMOKOKOBUX
CepoTuniB, HasiBHMX B LM BaKLUMHi, OUIKYETbCS, WO 3aXUCT Bif YCiX cepeHix
oTuTiB byae HM3bKUM (AUB. po3ain «dapMakognHaMika»).

Mpn 0AHOYACHOMY 3aCTOCYBaHHi BakKuUMHWM [peBeHap® 13 3 BaKUMHOW
IHdaHpuke rekca™ (DTPa-HBV-IPV/Hib) uwactota po3BUTKY debpunbHux
peakuin € nodibHo [0 TiEl, WO CcrnocTepiraeTbCsa Npu OAHOYACHOMY
3acTOCyBaHHi BakuuH lNpeBeHap (7-BaneHTHoi) Ta IHdaHpukc rekca™ (avs.
po3ain «[ob6iyHi peakuii»). [MosBigoMnsanocb nNpo nNigBULLEHY 4acToTy
BUHUKHEHHSA cyaoM (sKi cynpoBoaXyBanuca abo He CynpoBOAXKYBaMUCSH
NigBUWEHHAM TeMnepaTypu), a TaKOX TiNOTOHIYHO-FINOPEeCnOHCUBHOIO
enisoagy niAg 4ac oAHOYaCHOro 3acTocyBaHHS BakuuH [MpeBeHap® 13 Ta
IHdaHpukc rekca™ (ams. po3ain «lMobivHi peakuii»).

Ana piten 3 CyAOMHMMUM NopyweHHsaIMU abo 3 ¢debpunbHUMKM cyaoMaMu B
aHaMHe3i, a TaKoX ANnsa BCiX aiTel, aKi oTpumytoTb MNpeBeHap® 13 oaHoYacHoO 3
BaKUMHaAMMN, [0 CKAa4Ay $SKUX BXOAUTb UiINbHOKNITUHHUA  KOKOLWHWUI
KOMMNOHEHT, CNi4 MpPOBECTU >XapO3HWXYBasibHy Tepanito 3rigHO 3 MiCLueBUMU
peKoMeHAau MM Woa0 NiKyBaHHS.

3acrocyBaHHSs y riepiog BaritHoCTi abo rogyBaHHS rpyaato.
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[JaHux Wwoao 3acToCyBaHHS MHEBMOKOKOBOI 13-BasieHTHOI KOH'tOroBaHOI
BaKUMHW BAriTHMM XiHKaM HeMae. ToOMy Cnif YHUKATU 3aCTOCYBAHHSA BaKUMHU
MpeseHap® 13 nia yac BariTHOCTI.

JocnigxeHHs Ha  TBapuHax He nokasanu 6e3nocepegHboro  abo
onocepeaKkoBaHOro WKiANMBOro BMAMBY Ha penpoayKTUBHY YHKLUILO.

HeBiaoMoO, 4 BUAINAETLCA NHEBMOKOKOBal3-BaNeHTHA KOH'IOroBaHa BakKLUMHA
3 rpy4HUM MOJZIOKOM JTIOQUHMN.

34aTHICTb BMNJIMBATU HAa LUBUAKICTb peakuii npu KepyBaHHi aBTOTPaHCIoOpTOM
abo iHWuMn mexaHiamMamu.

MNpeBeHap® 13 Ma€e He3HauyHuii BnIMB abo B3arani He MaeE BMMBY Ha
LWBMAKICTb peakuii Nnpn KepyBaHHi aBToTpaHcnoptoM abo poboTi 3 iHWKUMK
MexaHiamamu. OgHak feski peakuii, BkasaHi y po3aini «[lobivHi peakuii»,
MOXYTb TMMYacOBO BMJIMBATW Ha 34aTHICTb KepyBaTW aBTOTpaHcnopToMm abo
npauoBaT 3 iHWMMM MEXaHI3MaMM.

Cnocib 3acTtocyBaHHS Ta 403U

BakuuHy cniga BBOANWTU BHYTPiWHbOM '30B0. [MpenapaTt 6a)kaHo BBOAUTU Y TaKi
AINSAHKW: nepegHboNaTepanbHa NOBEPXHS CTerHa (JlatepanbHUN LWMPOKUK M'a3
CTerHa) y HemoBnaT abo AenbTOBUAHMIM M3 nieya y AiTen Ta 4OPOCnX.

MpoTsaroMm 36epiraHHs MOXMBe po3lapyBaHHSA BakuuMHM Ha 6inMn ocag Ta
npo3opun po3dnH. lNepen BUTUCHEHHSM MOBITPSA 3i wWnNpuua BaKUMHY Chig
nobpe cTpycutm o0  OTpMMaHHA  oAaHopigHoi  6inoi  cycnewnsii. [epea
3aCTOCYBaHHAM BaKUWHY Cij Bi3yasbHO NepeBipuTU WOoA0 HAABHOCTI TBEpAUX
yacTok Ta/abo 3MiHW 30BHiIWHLOrO BMrAsAy. He 3acrtocoByBaTu, SKLWO BMICT
BUIMNSAA4AE iHaKwWe, HixXX onmcaHo. HeBukopucTaHi 3annwku abo sigxoamn cnia
yTunizyBaTn 3rigHoO 3 MiCLUEeBUMU BUMOraMu.

AK i gnsa ycix iH'eKUinHMX BaKuMH, HeobXxigHo 3abe3neuynTtn MeanvyHUin Harnsag
npotarom 30 XB 3 MOMEHTY BakuMuHauili Ta MOXNUBICTb OTPUMAHHA
BiANOBIAHOrO NiKyBaHHA MNpW BUHUKHEHHI aHadinakcii, saka y piakKicHux
BMNaAKaxX MOXe PO3BUMHYTUCS MiCAs 3aCTOCyBaHHSA BaKUMHW (AMB. poO34in
«[Mob6iuHi peakuii»).

CxemMa iMyHi3auii

CxeMa iMyHi3auii BakuuHot [NpeBeHap® 13 Mae 6a3yBaTvca Ha oOQilinHMX
pekoMeHAauiax.

HemoBriaTa 1a 4itn BiKOM Bifg 6 TUXXHIB 10 5 pokiB.

HemoBnatam, ki  oTpuManu nepwy A[03y BakuuMHu [peBeHap® 13,
peKoMeHA0BaHO 3aKiHYNTK Kypc BakuuHauii npenapaTtoMm MpeBeHap® 13.

HeMoBnsATa BiKOM Big 6 TUXHIB A0 6 MicsLLB.

[lepBunHHa BakUnHaLUisa TpboMa 4o3amu.
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PekoMeHOOBaHUM KypcC iMYyHi3auii cKnagaeTbca 3 4oTUpbox A03 no 0,5 mn.
MepBMHHA BaKuUMHALUIA Yy HEMOBMAT CKNAJAETbCA 3 TPpbOX A03. [lepwy [03y
3BMYaANHO BBOAATb Yy BiUi 2 Micsaui. IHTepBan Mix f03aMM CTaHOBUTb HE MeHLe
1 Micgaus. lMNepwy 403y MOXHa BBOAUTU Yy Bili He MeHWwe 6 TUXHIB. YeTBepTy
no3y (peBakumHauisi) peKoMeHAYETbCA BBOAUTM Y Bili 11-15 micsauis.

llepBnHHa BakuynHaLisa ABoOMa 403aMU.

AnbTepHaTuBHo, konu [lpeBeHap® 13 npusHadawTb B MexXax CTaHAApPTHOI
nporpamm iMyHisauil HEMOBMAAT, MOXHa 3aCTOCOBYBATU KYpPC, WO CKIafaETbCA
3 Tpbox go3 no 0,5 mn. lNepwy [o03y MOXHA BBOAUTU, MOYMHAKOUM 3 2-
MiCSYHOro BiKY, Apyry - 4epe3 2 Micsaui. TpeTio ao3y (peBakuuHauis)
peKkoMeHAYETbCA  BBOAMTM Yy  Biui  11-15  w™micauis  (amB.  po3ain
«DapMakoaAnHaMiKa»).

HenoHoweHi HeMoBngaTa (rectauivHuim Bik <37 TUXHIB).

ANna HeAOHOLWEeHNX HEMOBIAT PEKOMEHAYETLCA MPOBOAUTU KYpPC iMYHi3auii, Wo
CKMafja€eTbca 3 4otupbox po3 no 0,5 mn. Kypc nepBuHHOI iMYyHi3auil
CK/TAJQETbCA 3 TPbOX A03: nepuwy A03Yy 3acTOCOBYKTb Yy Biui 2 micaui, a
noganbwi — 3 iHTepBasOM MpuUHaMMHI 1 Micaub MiXX gosamu. lNNepwy A03y
A03BOJIAETLCA 3aCTOCOBYBATU 3 LWWECTU TUXHIB Big HApOAXXEHHS. YeTBepTy A03Y
(bycTep-iH'ekUil0) peKoMeHAYETbCA 3aCTOCOBYBATH Yy Biui Big 11 Ao 15 Micauis
(avB. po3ainn «®apmakogmnmHaMika» Ta «OcobnMBOCTI 3aCTOCYBaAHHS»).

[iTn BiKOM Biag 7 MicsauiB, aKi HE NpoXoAWaIU BakKLUMHALLO.

HemoB/sisita BikoM 7-11 micsLiB.

Asi po3u no 0,5 mMn 3 iHTepBanoMm Mix BBeAEHHSAMU He MeHwe 1 Micsaus. TpeTio
003y PEKOMEeHAYETLCH BBOAUTM Ha APYrOMY poOLi XUTTS.

ity Bikom 12-23 micsui.

ABi no3n no 0,5 mn 3 iHTepBasnoM MiX BBEAEHHAMM He MeHwe 2 Micsauis (avB.
po3ain «®apMakoauHaMika»).

it Bikom 2 — 17 poKiB.
OpgHa poza 0,5 mn.

Oitn, aKi__nonepeaHbo 6yanM  BakKuUMHOBAHI _npenapatoM [lpeBeHap (7-
BaneHTHUM) (Streptococcus pneumoniae, cepotunu 4, 6B, 9V, 14, 18C, 19F

Ta 23F).

MpeBeHap® 13 MicTUTbL Ti X caMi 7 cepoTuniB MHEBMOKOKOBMX MoJlicaxapuais,
KOH'IOroBaHMx 3 TUM camMuMm 6inkoM-HocCieM CRM 97, WO BXOASTb A0 CKAaay
npenaparty lNpeBeHap.

HemoBnat Ta aiten, iMyHisaudito akux 6yno posnoyaTto BakuuHoto lNMpeBeHap
MOXHa nepeBecTtu Ha MpeBeHap® 13 Ha 6yab-akoMy eTani iMyHi3auil.
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Aitn Bikom 12-59 MicsyiB, NMoOBHICTIO iMyHIi30BaHi ripenapatom [lpeseHap (7-
BasIeHTHUM).

AiTaM Monoaworo BiKy, AKi BBaXarkTbCA MOBHICTIO iMYHI30BaHUMMWN BaKLUWMHOIO
MpeBeHap (7-BaneHTHOW), cnig BBecTM opgHy po3y 0,5 Mn  BakuumHu
MpeBeHap® 13, wob iHAYKYBaTH iMyHHY BiANOBiAb Ha 6 4OAATKOBUX CEPOTMMIB.
Lito no3y npenapaty MpeBeHap® 13 cnig BBeCTU WOHaNMMeHLWwe Yyepes 8 TUXHIB
nicns OCTaHHbOI A[03M BakuuvHW [lpeBeHap (7-BaneHTHOI) (AMB. po34in
«DapMakoaAnHaMiKa»).

it Bikom 5 —17 poKiB.

Aitam BikoM Big 5 po 17 pokiB MOXHa BBOAUTW OAHY 403y BaKUWHU
MpeBeHap® 13, aAKLIO BOHM paHiwe 6ynn BakUMHOBAHI oAHielo abo KinbkoMa
fo3aMu npenapaty MNpeseHap. Lo ao3y BakuuHu MpeBeHap® 13 cnig BBECTU
LWOHaMMeHLWwe 4Yyepe3 8 TUXKHIB Nicns OCTaHHbOI 403K BakuumHu lNpeseHap (7-
BasieHTHOI) (AnB. po3ain «dapMakognHaMika»).

Hopocni BikoM =18 pokiB Ta 0cobun NiTHLOro BiKY.

OpHa pa3oBa ao3a.

HeobxigHicTb peBakuUMHaLUiil HacTynHow A[030k0 BakuumHu [MpeBeHap® 13
BCTaAHOBMEHO He 6yno.

AKLWO BUKOPUCTAHHA 23-BaNleHTHOI MHEBMOKOKOBOI MoslicaxapuaHoi BakuMHU
BBaXa€ETbCHA AOUiINbHUM, cnifa cnepwy BBoauTu MNMpeBeHap® 13 He3anexHo BiA
CTaHy BakKuMHauii iHWWMM MNHEBMOKOKOBMMM BaKuMHamm (AMB. po3A4inu
«B3aeMogisa 3 iHWKMMK NiKapCbKMMKM 3acobamu Ta iHWi BUAM B3aEMOAiN» Ta
«dDapMakoaAnHaMiKa»).

OcobnuBi rpynu naLi€eHTIB.

Ocobam 3 OCHOBHMMM 3aXBOPIOBAHHAMU, Yepe3 AKi BOHU MakoTb CXUIbHICTb A0
iIHBA3MBHOIO NMHEBMOKOKOBOIO 3aXBOPHOBAHHA (Hanpuknag i3
CepnoBUAHOKNITUHHOK aHeMieo abo BIJ1-iHdeKuie), BKAKOYAUYN TUX, SKi
6ynn paHiwe BaKUMHOBAHI oAHielo abo KinbkoMa A[o03amMu  23-BasieHTHOI
NMHEBMOKOKOBOI MoOJlicaxapuaHOi BaKLUMHU, MOXHA 3aCTOCOBYBaTWU MPUHANMHI
oAHY A03y BakuMHKM MpeBeHap®13 (auB. po3ain «®apMakoanHaMika»).

Ans ocib, akmMm 6yno TpaHCM/IAQHTOBAHO reMonoeTUYHi CToBOYpOBi KNITUHM,
peKkoMeHA0oBaHa CXeMa BaKuMHauil CKNafaeTbCAa 3 4YOTUPbOX A03 BaKUWMHU
MpeBeHap® 13, no 0,5 MN KoXHa. MNepBUHHA BaKUMHALiA CKNAAAETbCS 3 TPbOX
A03 3 iHTepBasOM MiX BBeAEHHSIMM WOHaMMeHwe 1 Micsaub, nepwa 3 AKUX
BBOAUTbCA 4Yepe3 3-6 MicauiB nicna  TpaHcraHTauili reMonoeTuyHmx
ctoBbypoBux KNiTUH. YetBepTy pA03y (6ycTep-iH'ekUi) peKOMeHAYETbCS
BBOAMTM 4yepe3 6 MicsauiB nicnsg BBeAeHHS TpeTboi A03u (AMB. po34in
«DapMakoaAnHaMiKa»).

Hitn.
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MNpeBeHap® 13 nokasaHuit A0 3aCTOCYBaHHSA [iTAM BiKOM Big 6 TUXHIB (AMB.
po3ain «lokasaHHs», «OcobnnMBOCTI 3acTocyBaHHA», «Cnocibé 3acTtocyBaHHS
Ta 403U>»).

[MepenosyBaHHA

MNMepenosyBaHHa BakuUuMHoOW MpeBeHap® 13 manoriMmoBipHe yepes oro dopmy
BUNYCKY Y BWrNa4i nonepeaHbO HanoBHeEHOro wnpuua. [lpoTe iCHYHTb
NOBiIAOMNIEHHS MpPO NMepeno3yBaHHSA BakuMHU MNpeBeHap® 13, sike ONUCYETbCS
SIK 3aCTOCYBaHHSA HACTYMHUX [403 4epe3 MEeHLWWW, HiXKX peKoMeHAOBaHo,
iHTepBan 4acy nicns nonepeaHboi Ao3u. 3aranom nobiyHi peakuii, Npo ki
nosigomMnganoca  npw nepeno3yBaHHi, BignosifalwTb  TUM, npo  4Ki
NOBIAOMIANOCA MPU 3aCTOCYBaHHI [03 3a pPEKOMEHAOBaHOK CXeMOow A/id
npenapaty MpeBeHap® 13.

MobivHi edpekTn

AHaniz NOCTMApKEeTUHroBux 3BIiTIB Aa€ 3MOry nNpuUNyCcTUTU MOXJIUMBICTb
NiABULIEHOINO0 PU3MKY BUHUKHEHHS CcyaoM (4AKi cynpoBoaxysanunca abo He
CYnpoBOAXYBaNUCA NiABULLEHHAM TeMnepaTypu), a TaKoX TrinOTOHIYHO-
rinopecrnoHCMBHOro enisogy B rpynax, Ae 3acToCOByBa/iM  BaKUMWHY
MNpeBeHap® 13 pa3oM i3 BakUMHOW [HdaHpUKC rekca™, NOpPiBHSAHO 3 rpynamu,
[le 3aCTOCOBYBaNN TiNnbkn BakuuMHy MpeBeHap® 13.

Mob6iuHi peakuii, Wo cnocTtepirannca y KniHiYHUX A0CNiaXeHHaxX abo NnpoTarom
NMOCTMApKETUHIOBOro rnepiogy 3acToCyBaHHS BaKUMHU, HaBeAeHi HUxX4e
3a KJlacaMu CUCTEM OpraHiB y nopsaaKy 3HMXKEHHS 4acToTuM Ta TSXKKOCTI.
YacTtoTy BM3HayaloTb 3@ TaKUMKU KaTeropismu: ayxe 4dacto (= 1/10); yacto
(Bigaz = 1/100 po < 1/10); Heyacto (Big = 1/1000 po < 1/100), pigko
(= 1/10000 Ta < 1/1000), ayxe pigko (< 1/10000), 4yactoTta HeBiaoMa
(HEMOXXNIMBO BCTAHOBUTU, BUXOAAYMN 3 HAABHOI iHdopMaUii).

HemoBsiaTa 1a 4itm BikoM Bifl 6 TUXXHIB 10 5 pokKiB.

be3neky BaKUWMHW OUIHIOBaNN y KOHTPOJIbOBAHUX KNIHIYHUX AOCMIOXKEHHAX i3
3any4yeHHaM 4429 300p0OBMX HEMOBJIAT BIKOM Bi 6 TUXHIB HQ MOMEHT nepLoi
BaKuMHaUii Ta 11-16 micauiB Ha MOMeHT peBaKkuuHauii. MpoTaroM gocniaXeHHs
6yno 3actocoBaHo 14267 no3 npenapaTy MpeBeHap® 13. B ycix gocnigkeHHsx
3a y4yacTio HeMmoBnAT MpeBeHap® 13 3acTocoByBanv 04HOYACHO 3i 3BUYANHUMMU
negiaTpuyHMMK BakuMHamu (AmB. po3ain «Bsaemogia 3 iHWKMMK NiKapCbKUMU
3acobamum>»).

TakoXx ouiHoBanu 6e3neky 3acTocyBaHHSA BakuuHu y 354 piten Bikom Big 7
MicsauiB A0 5 pokKiB, siKi paHiwe He 6ynn BakUMHOBAHI.

[10 Hanbinbl po3nNoBCOAXEHUX MOBIYHNX NPOABIB Y HEMOBAAT Ta AiTEN BiKOM
Bi 6 TMXHIB A0 5 poKiB HanexaTb peakuii y Micui BBeAEeHHSA, NiABULLEHHS
TemnepaTtypu, nigsulieHa 306yanuBiCTb, 3HUXEHHS aneTuTy Ta niaBULLEHa
COHNMBICTb Ta/abo MOripweHHs CHY.
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Y KNiHIYHOMY pgocnigXeHHi BakuuHauii Ha 2, 3 Ta 4 Micaui XutTg
nosigomnsanocsa npo 6inbwy 4acToTy BMNaAKiB NigBULLEHHSA TemnepaTypu =
38 °C y HeMmoBnAT, 9kuM BBoaunun [lpeBeHap (7-BaneHTHUMW) OAHOYACHO 3
npenapaTtoMm IHdaHpukc rekca™ (Big 28,3 % no 42,3 %), HiX y HEMOBAAT,
AKMM 3aCTOCOBYBanu TiNbKW BakuuHy IHdaHpukc rekca™ (Big 15,6 % ao
23,1 %). Micnga iH'ekuii 6yctep-no3m y Bili Biga 12 o 15 MicauiB 4acToTta
BMMaAKiB NiaBmnweHHs TeMnepaTtypu = 38 °C ctaHosBuna 50,0 % y HeMoBAAT,
AKi OTpuMyBanu ogHo4acHo lNpeseHap (7-BaneHTHUN) Ta IHdaHpuKc rekca™,
NOPIiBHAHO 3 33,6 % Yy HEMOBAAT, SKi OTpUMyBanu Tinbkn IHdaHpUKC rekca™.
Lli peakuii 6ynm nepesaxHo noMipHumu (39 °C abo MeHwWwe) Ta TMUMYaCoOBUMMU,

MoBigomMnsnocs Npo NiABUWEHHSA 4acTOTU BUHUKHEHHS MOGIYHUX peakuin y
MicUi BBeLeHHS BaKUWMHW Yy AiTen cTapwe 12 MicauiB NOpiBHAHO 3 4acCTOTOK
BMHUKHEHHSA, AKa CrocTepiranacb y HEMOBAAT Mig 4Yac MEepBUMHHONO Kypcy
BBeJeHHA npenapaTty MpeseHap® 13.

[106i4HIi peakLii, 1O CNOCTEPIrajancsa y KAiHiYHUX AO0OC/TIAXKEHHSX.

B kniHiYHMX pocnigkeHHax npodinb 6e3nekn BakuuHu lMpeBeHap® 13 6yB
noaibHnMMm o npodginto BakuuMHW [lpeBeHap. Hwkye3a3HayeHa 4acToTa
'PYHTYETbCS Ha MOBIYHUX peakUuisiX, BUBHAUYEHUX Y KAIHIYHUX AOCNIOKEHHSX
npenapaty MpeBeHap® 13.

Po3naau 3 60Ky iMYHHOI CUCTEMU:

piaKo: peakuii rinepyyT/IMBOCTI, BK/OYauM Habpsak obnunyusa, 3aauwika,
6poHxocnasm.

Po3naan 3 60Ky HEPBOBOI CUCTEMMU:

He4yacTo: cyaoMu (Bkar4daroumn ¢pebpunbHi cyaomm);
piAKO: TiNOTOHIYHO-TINOPECNOHCUBHUM eni3oa.

Po3naan 3 60Ky TpaBHOI CUCTEMU:

AYXKeE 4acTo: 3HMXEHUIN aneTuT;
yacro: bnioBaHHSA; aiapes.

Po3naau 3 60Ky WKipX Ta NiAWKIPHOI TKAHUHW:

4acTo: BUCUN;
He4yacTto: Kponus'sasHKa abo Bmcun, NogibHMN 40 KPONUB'AHKMW.

3arajibHi po3naaun Ta peakuii y Micli BBeAEeHHS :

Ay>Xe 4acto: NnigBuWeHHs TeMnepaTypu, niagsuweHa 36yanusicTtb, 6yab-sike
MOYEpPBOHIHHA Yy Micui BBeAeHHS, 3aTBepAdiHHs/Habpak abo 6inb/6ontoudicTb,
COHNMBICTb, MOpywWeHHS CHY. [lo4yepBOHIHHA Micuss BBeaeHHs abo
3aTBepAiHHSA/Npunyxnictb po3mipom 2,5 cm - 7,0 cm (nicng peBakuuHauii Ta y
AiTen crtapworo Biky (2-5 pokis));
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4acro: niaBULWEHHS TeMnepaTypu Tina >39 °C, o0bMeXXeHHs pyXMBOCTI Y Micui
BBeAeHHS (4epe3 BMHWUKHEHHS 6010), NoOYepBOHIHHA Yy Micui BBeaeHHS abo
Habpsk/3aTBepaiHHA po3mipoMm 2,5 cM - 7,0 cm (nicng Kypcy BakuuHauii y
paHHbOMY BilUi);

HEeYacTo: NOYEPBOHIHHA Yy  Micui BBeAEHHs, MpUNyXniCTb/3aTBEpAiHHS
po3MipoMm > 7,0 cM, nnau.

lMo6iuHi peakuyii, 3agikcoBaHi nig 4Yac roCTPEECTPALIMHOro 3acToCyBaHHS
BakumHn MpeseHap® 13

Xo4a Hmxk4e3asHayeHi NobivHi peakuii Ha NikapcbKnii 3acib He cnocTepiranncs
nia Yac KNiHiYHMX aocniaxeHb npenapaty MNpeBeHap® 13 y HEMOBAAT Ta AiTeN,
BOHM BBaXaloTbCA HebakaHMMW peakuiasMm Ha npenapaTt [lpeBeHap® 13,
OCKifibKM 6yNnn 3apeecTtpoBaHi NpOTAroM MicAspeecTpauinHOro 3acTocyBaHHS
npenapaty. OCKiNbKW MOBIiAOMAEHHA Npo Ui peakuii 6ynnm oTpuMaHi 3i
CNOHTAHHWUX 3BIiTiB, X 4acCTOTy He MOXHa 6y/i0 BM3HAUYUTWU, a OTXKEe, BOHAa
BBa)<asiaca HeBiAOMOIO.

Po3naan 3 60Ky KPOBOHOCHOI Ta NiMMPATUYHOI CUCTEMU:

nimdageHonaTid, Wo NOKani3yeTbCA B AiNAHUI MiCcUA BBeAEHHS iH'eEKLT.

Po3naau 3 60Ky iMYHHOI CUCTEMU:

aHadinakTnyHa/aHadinakToigHa peakuid, BKJ1HOHAOUMU LWOK,
AHMOHEBPOTUYHUNIN HabpPSK.

Po3naau 3 60Ky WKipY Ta NiAWKIPHOI TKAHUHW:

MynbTU(OpPMHa eputema.

3aranbHi po3saauv Ta peakuii v MiCcli BBeaeHHS:

Kponue'siHKa, AepMaTuT, cBepbiX y Micui BBeLeHHSs; NpUnamBn KpoBi.

JopatkoBa iHdopMauia woao ocobamBux rpyn NauieHTiB: anHoe y ranboko
HefoOHOoWeHUX aiten (< 28 TUxHIB BaritHocTi) (amB. po3ain «OcobnmBoCTI
3aCTOCYBaHHS»).

OiTn Ta NnianiTku BikoM Big 6 10 17 pokiB.

be3neyHicTb npenapaTy ouiHoBanu y 592 aiten (294 antmHuM BiKOM Big 5 Ao
10 pokiB, nonepeaHbLO iMYHi30BaHi WOHaNMeHLWe OAHIEl Ao30to [MpeBeHapy, Ta
298 piten BikoMm Big 10 go 17 pokiB, SKi He OTpuUMyBanM MHEBMOKOKOBOI
BaKLUMHU).

HannowwupeHiwnmm nobiyHMMKN peakuiamu y Aiten Ta NianiTkie BikoMm Big 6 40
17 pokiB 6ynu:

Po3naaun 3 60Ky HEpPBOBOI CUCTEMMU:

yacrto: ronoBHi 6o7i.
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Po3naaun 3 60Ky WAYHKOBO-KULLIKOBOIO TPAKTY':

Ay>XKe 4acTo: 3HWKEHWUI aneTuT;
yacro: 6bnioBaHHS, Aiapes.

Po3naan 3 60Ky WKipWY Ta NiAWKIpHOT KNITKOBUHU:

4acTo: BUCUNAHHSA, KponmB'ssHka abo BUCHMNAHHSA, NOAIOHI 4O KPOMUB'SAHKM.

3aranbHi po3saauv Ta peakuii v MiCLli BBeaeHHS:

Ay>Xe 4acTo: niaBuLLeHa 36yAnBICTb; epuTeMa y 6yab-aKOMY Micli BBEAEHHS
BaKLMHWU;

YyWinbHEHHA/NpUnyxnictb abo 6inb/60NiCHICTb; COHMMBICTb; MoraHa SAKiCTb
CHy; 6onicHicTb Yy Micui iH'ekuUii BakumHM (B TOMY 4MCAi MOpPYLIEHHS
PYXJIMBOCTI);

4acTo: NiABULLEHHS TeMNepaTypu.

IHWi nobiuHi peakuii, sKi nonepeAHbO CNOCTepirasanca y HeMOBNAT Ta AiTeun
BiKOM BiZl 6 TMXXHIB A0 5 pOKiB, MOXYTb TakOX 6yTW y Ui BIKOBIW rpyni, ane He
crnocTepiranmcs y UbOMY AOCAIAXEHHI, MOX/MBO, 4Yepe3 HEeBENNMKUN PpOo3Mip
BUBIpKMN.

JoaatkoBa iHopmMaLisi Log0 0cobimBux rpyn nayieHTIB.

AiTn Ta nianitkn i3 ceprnoBUAHOKNITUHHOW aHeMmieto, BIJ1-iHdekuiero abo 3
TPpaHCNAaHTaUIE reMoONoeTUYHNX CTOBOYPOBUX KIITUH MarTb CXOXY 4aCTOTy
pO3BUTKY HebaxaHuX peakuin, 3a BMHATKOM ronoBHoro 6onto, 6ntoBaHHS,
Aiapei, NigBUWEHHA TeMnepaTypwu, BTOMIOBAHOCTI, apTpanrii Ta Mmianrii, wo
CMoCTepirarnTbCa AyXe yacTo.

Jlopocsi BikoM =18 pokiB i ocobu /1iTHbOro BiKY.

OuiHky 6e3nekun NpoBOAWAWN Y 7 KAIHIYHUX AOCNiIgXKeHHAX ydacTio 91 593
popocnux BikoM Big 18 go 101 poky. [peBeHap® 13 BBoaunn 48 806
AOPOC/INM y4acCcHUKaM, 3 sakux 2616 (5,4 %) manun Bik Biga 50 ao 64 pokis, a
45 291 (92,8 %) Hanexanwu o BikKoBOI rpynu Big 65 pokiB. 1916 nauieHTiB i3
3arasbHoOro 4ucna oci6, wo oTpumyBanu [peBeHap® 13, paHiwe
(LLOHaMMeHLe 3a 3 pOoKK A0 WenseHHS Y AOoCNiAXKeHHi) 6ynn BakUMHOBaHI 23-
BaJZIEHTHOK MHEBMOKOKOBOI MoJjlicaxapuaHo BakUMHOW, a 46 890 nauieHTiB
He nNpoxXoAWuNM paHie BakKuuMHauilo 23-BaJIeHTHOK  MojicaxapuaHolo
BaKUMHOW. OgHe 3 umx 7-Mn AocniaXeHb BKAo4Yano rpyny gopocnunx (n=899)
BikoM Bia 18 Ao 49 pokiB, aki oTpumyBanu MNpeBeHap® 13 i AKi paHiwe He
OTpuMyBasn 23-BasIEHTHY NMHEBMOKOKOBY MoJlicaxapuaHy BakKUUHY.

Cnocrepiranaca TeHAEHUia [0 3HMXEeHHA 3 BIKOM 4acTOTWU pPO3BUTKY
Heba)kaHMUX peakuin. HesanexHo BiA HASABHOCTI/BIACYTHOCTI nNonepeaHboi
BaKUMHaUIi, y oci6b BikOM Big 65 pokiB KinbKicTb HebaxaHux peakuin byna
MEHLIOW, HiX Yy 6inbw Monoaux oci6, npu UboMy B UiNOMy NO6GIYHI peakuii
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CrocTepiratoTbCa HanyacTiwe B HaWMonoawux [opocnmx BikoM Big 18 no
29 pokiB.

3arasnioM KaTteropii 4acToTu po3BUTKY HebaxkaHuxX peakuin bynm Cxoxmmm B
YyCiX BiKOBMX rpynax, 3a BUMHSATKOM 610BaHHA (CnocTepiranocs AyXe 4acTo
(31/10) y popocnux Bikom Big 18 no 49 pokis i yacto (Big 31/100 go <1/10) B
YCiX iHWKMX BIKOBUX rpynax) i nigBULLEHHSA TeMnepaTypu (CrnocTepiranacs gyxe
4yacTo B AOpocamx BikoM Big4 18 o 29 pokiB i 4aCTo B YCiX iHWWUX BIKOBUX
rpynax). CunbHuUn 6inb/4yTAMBICTb Y MicuUi BakuMHaLii Ta 3Ha4YHe obMexeHHS
pyXiB Yy pyui cnocTepiranocs gy»e 4acto B 4OPOC/AUX BiKOM Big 18 o 39 pokis
i 4aCTo B YCiX iHWKWX BIKOBUX rpynax.

[Mo6i4yHi peakuil, 3apeeCcTpoBaHi y KJiHIYHUX AOCTiAXKEHHSIX.

Y KOXHOMY KJ/iHIYHOMY AOCHIAXEHHI peecTpauito MicueBMX Ta CUCTEMHUX
peakuin NpoBOANIN WOAEHHO NPOTAroM 14 AHiB y paMmkax 6-Tn A0CNiAXEeHb Ta
NPOTAroM 7 AHIB y paMKax OAHOro AocnigXeHHs. Huxye HaBeneHO Nob6ivHi
peakuii 3a 4acToTol, AKi OUiHKOBaAM Yy KIIHIYHUX [0CHIOAXKEHHAX BaKLUMHU
MNpeBeHap® 13 y gopocaux.

Po3naan metaboniamMy Ta TpaBJEHHS:

AyXKe 4acTto. 3HWXKXEHHA aneTuTy.

Po3naan 3 60Ky HEPBOBOI CUCTEMMU:

AYXe 4acTto: rofnoBHun b6inb.

Po3naan 3 60Ky TpaBHOI CUCTEMU:

Ayxe 4yacro: giapes, 6noBaHHsa (y aopocnux BikoM Big 18 fo 49 pokis);
yacro: 6nioBaHHSA (y aopocnmnx Bikom Big 50 pokiB);
HeyacTo: Hy[oTa.

Po3naau 3 60Ky iMYHHOI CUCTEMU:

He4yacTo: peakuii rinepuyyTnmMBOCTi, Y TOMY 4ucii Habpsak obnunuyus, 3agmuwika,
6poHxocnasm.

Po3naau 3 60Ky WKipK Ta NiAWKIPHOI TKAHUHW:

AyXKe 4acTto. BUCUTMAHHA.

3aranbHi po3Jaau Ta peakuii v Miclli BBeaeHHS:

AyXKe 4acTo: 03HOD, CTOMIOBAHICTb, epuTeMa, 3aTBEPAiIHHA 4Yn Habpsk, 6inb
abo 6ontuictb y Micudi iH'ekuii (cunbHUM 6inb abo 4YyTAMBICTL Yy Micui
BaKUMHaUIi AyXe 4acTo CrnocTepiranncsa B 4opocnnx Bikom Big 18 ao 39 pokis),
obMexeHHS pyxiB KiHUIBKM (0BMeXeHHSs pyXiB Yy pyLUi TSXKOrO CTyneHs AyXe
4yacTo crnocTepiranncsa B 4Opocaunx BikoM Big 18 no 39 pokiB);
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4yacro: nigBUWEHHA TemnepaTypu (AyXe 4acTo crnocTepirasnocs B AOPOCAUX
BikOM Big 18 no 29 pokis);

HeyacTo: niMmageHonaTia, WO JOKaNi3yeTbCa B AiNAHUI Micusa BBeAEeHHS
iH'ekLii.

Po3naaun 3 60Ky KiCTKOBO-M'430B0i CUCTEMU Ta CNOJAYYHUX TKAHUH:

Ay)Ke 4yacTto: apTpanriga, mianris.

3aranom BBeAeHHS BakuumHu MNpeBeHap® 13 ocobaM, WO BXe paHiwe 6ynu
BaKUMHOBaHI NMHEBMOKOKOBOIO noJslicaxapuaHor BaKLUMHOMO, He
CYNnpoOBOAXYBaNOCb 3HAYHMUMU BIAMIHHOCTAMW Yy 4acTOTi NOGIYHMX peaKLin.

JoaarkoBa iHpopmMaLisi Loa0 0cobmBux rpyn nayieHTIB.

BIJ1-iHdikoBaHi 4OpOCAi MaloTb CXOXY YaCTOTY pPO3BUTKY NO6IYHMX peaKkuin, 3a
BUHSATKOM NigBULLEHHS TeMrnepaTypu Ta 6/10BaHHSA, SKi CnoCTepiranucs gyxe
4yacTo, i HyAOTU, WO crnocTepirasacs 4acTo.

[lopocni, SSKMM TpaHCMJIaHTOBAaHO remMonoeTu4YHi CToBOYpOBi KNITUMHW, MakTb
CXOXY 4YacToTy PpO3BUTKY MO06iYHMX peakuin, 3a BUHATKOM nNiABULLEHHS
TemnepaTypu Ta 6/110BaHHA, SKi CNOCTepirasncsa ayxe 4yacro.

MNpy ogHOYacHOMY 3acToCyBaHHi npenapaTty MpeBeHap® 13 Ta TpUMBANEHTHOI
IHAKTUBOBAHOI MPOTUIPUMO3HOI BaKUMHW CrocTepirann niagBULWEHHSA 4acCTOTuU
NeBHUX OYiKyBaHUX CUCTEMHUX peakKLuil NOpPiBHAHO 3 TAKOK Yy pa3i BBeAeHHS
OKpPeMO TpWMBANIEHTHOI IHAKTUBOBAHOI MNPOTUIPUNO3HOI BaKUMHU (FONOBHUN
6inb, 03HO6, BUCMNAHHA, 3HWXEHHSA aneTuTy, apTpanria Ta Mianria) abéo
BakuuHun MNpeBeHap® 13 (rofoBHM 6iNlb, CTOMOBAHICTb, 03HO6, 3HMXEHHS
aneTuTy Ta apTpanris).

lToBigoMIEHHS PO Migo3proBaHi rnobidHi peakuii.

Micna peecTpaudii npenapaTty AyXe BaX/MBO MOBIAOMAATM MNPO MNOTEHUiNHI
nobiuHi peakuii. Lle gae 3Mory npoaoBXyBaTW MOHITOPUHI CMiBBIAHOLUIEHHS
KOPUCTIi Ta Ppu3nMKy Nikapcbkoro 3acoby. MeanyHi npauiBHUKWU MOBUHHI
noBiAOMAATN Npo byab-sKi NOTeHUinHI NobivHi peakuii 3rigHO 3 NOKaNbHUMM
KepiBHUUTBaMM.

HecyMicHicTb

MpenapaT He cnig 3MiWyBaTU 3 HWKMMKU NiKapCbKMMM 3acobaMu, OCKiNbKU
AOCNiAXXEeHHS CYMICHOCTI He NpPOBOAMITUCD.

TepMiH NpuUAaTHOCTI
3 poKMu.
YMoBU 36epiraHHs

36epirat B X0no04uNbHNKY Npu TeMnepaTypi Big 2 4o 8 °C. He 3amopoxyBaTtu.
36epiratv B HeAOCTYNHOMY A5 AiTEN Micui.
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BakumHa 36epirae ctabinbHicTb NpoTarom 4 AHiB nNpu Temnepatypi 4o 25 °C.
Mo 3akiH4YeHHIO gaHoro nepioay ii cnig Bukopuctatu abo ytunizysaTtu. Lli€wo
iHopMaUiew MNOBUHHI KepyBaTUCA NpauiBHUKU cPepn OXOPOHU 340pOB'A Y
pasi TMM4YacoBUX KOJIMBAHb TeMnepaTypu.

YnakoBKa

Mo 1 posi (0,5 Mn) cycneHsii gna iH'ekuin y nonepeaHbO HANOBHEHOMY
wnpuui o6’'emom 1 Mn (ckno rigponitTmyHoro Tuny I) 3i WTOK-NOPLIHEM
(noninponineH), 3 obMexyBayem pyxy nopuwHs (xnopbyTmnosui Kaydyk, WO
He MICTUTb NaTeKCy) i 3aXUCHMM KOBMNA4YKOM (izonpeH 6poMbYyTUNOBUIN KayyyK,
LLIO He MICTUTb NaTeKcy).

Mo 1 nonepeAHbO HAMOBHEHOMY WMPULY Ta OAHIM BiAOKpeMNeHin ronui B
iHAMBIAYaNbHOMY YOXJi Y 3aKPUTOMY NAACTUKOBOMY KOHTEWHepi. [i1acTtukosni
KOHTENHep y KapTOHHIN Kopobui.

KaTeropia Bignycky

3a peuenTomM.



