IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

BYCTPUKC™
Kom6iHoBaHa BaKLUMHa Ans npoinakTUkKm andTepii, npaBLUs, KallunoKy (auentonsipHnii KOMMNoHeHT) (agcopboBaHa, 3i 3MEHLLEHUM BMICTOM aHTUrEHIB)

Cknag:
1 po3sa BakuuHu (0,5 M) MICTUTB:
AitoYi peyvyoBUHM:

ANdoTepiliHMiA aHaTokcuHl - He MeHwe 2 MO (2,5 Lf);
npaBLEBKin aHaTOKCKHL - He meHwwe 20 MO (5 Lf);
Bordetella pertussiskalu/itokoBi aHTUTeHN:

KaLL/IOKOBUI aHaToKcuHL - 8 MK,

thinameHTO3HUM remar MoTuHiHL - 8 MKT;

1 - 2,5 MKr;
nepTakTuH
- 0,3mr AI3F;
1ap,copGOBaHI/u7|Ha asloMiHito rigpokeugi (Al (OH)3) 02 ur AR+

Ta anomiHito pocpati  (AIPOy)

[ONOMI>KHI PEYOBVHU: a/IFOMIHIIO FigpoKCn, aNtoMiHIt0 ocdaT, HaTpito XNopua, Boga Ans iH’eKuii;
(hopmanbgerig, nonicopbat 80, rNiLMH NPUCYTHI Y 3a/IMLLIKOBIN KifIbKOCTI IK HACNiA0K BUPOOGHMYOro NpoLiecy.

JlikapcbKa thopma. CycneHsis ans iH’ekuin.
OCHOBHI (hi3MKO-XiMiYHi BNaCTUBOCTI: MyTHa piguHa nicna CTpyLwyBaHHSA 3 NOBiMIbHO Ocigatoumm 6invm ocagoM. be3bapBHWMIA CynepHaTaHT Nicns ocifaHHS.

dapmakoTepaneBTUYHa rpyna. Kom6iHoBaHi 6akTepianbHi BaKLMHW. BakKLyHW NPOTU KaLLMOKY. KaLL/oK, OUNLLEHWIA aHTUreH, KOMGIHALLT 3 aHaTOKCUHAMM.
Kog ATX JO7A J52.

IMyHO/10TiYHI | 6i0/10TIYHI BNACTUBOCTI.

PapmakognHamika.

IMyHHa BignoBiab

BBefleHHs npenapaTy 3rifHO 3 3aTBEPMKEHVMMU PEKOMEHJALIAMU CNPUYMHSE (hOPMYBaHHS CneuMpivyHOro iMyHITeTY NpoTu AugTepii, NpaBus, KawsitoKy. IMyHHa
BIAMOBIAb Ha ANMTEPIAHMIA, NpaBLUEBWIA Ta KaLLMOKOBUIA (aLentonspHUiA) KOMMOHEHTU BaKLUMHN HaBefeHa Y Tabnuui Huk4e. MNprubamsHo vepe3 1 Micsaup nicns
peBaKLMHaLii 3a Lornomoror BakumMHN BYCTPUKC™ criocTepiranvcs HacTynHi piBHi CeponpoTeKL,ii/cepono3nTUBHOCTI (AMB. Tabnuuo 1).




Tabnuuq 1

ﬂ,qpognl o 1a [iTn BiKOM
MigTIiTKN BIKOM 8in 4 10 9 POKiB
CeponipoTtekuis/ Big 10 pokis, A %R0 ’
AHTUrEH i o LLOHANMEHLLE
CeponosnTUBHICTb LLLOHaMeHLLIe 1690 N
o 415 nauleHTIB
MALIEHTIB (% BaKUMHOBaHUX)
(% BakUMHOBaHMX)
AndTepinHni > 0,1 MO/mn* 97,2% 99,8 %
MpaBueBwuii > 0,1 MO/mn* 99,0 % 100,0 %
Kawwntokosuii:
- - Kawntokoswit > 51PA/MN 97,8 % 99,0 %
aHaTOKCUWH
- - ®ifameHTO3HMI >51PA/MN 99,9 % 100,0 %
remar/toTUHIH
- - MepTakTnH >51PA/MN 99,4 % 99,8 %

* PiBHi, IKMX JOCTATHLO /151 3aXMCTY Bifj 3aXBOPHOBAHHS]

Pe3ynbTaTvi NOPiBHANBHUX BUNPOOYBaHb 3 KOMepLiiHMKU AT BakLMHaMW BKa3ytoTb Ha Te, LU0 e(DeKTUBHICTb Ta TPUBAIICTb 3aXMUCTY He BiAPI3HAKOTLCS Bif TUX, WO
CrocTepiratoTbCa Npy BBEAEHHI X BaKLMWH.

EheKTUBHICTb 3aXUCTY NPOTU KALLIIOKY.

Ha gaHuii yac fdaHi woao eeKTMBHOCTI BakKumHaLil BakuMHO BYCTPUKC™ npoTy BMNaaKiB BM3HAYEHOrO KalutoOKy BiACYTHI, OAHaK, 3aXMCHa e(eKTUBHICTb
DTPa BakumHun (IHPAHPUKC™) BupobHuLTBa MnakcoCMiTKNsAH Bionomkikan3 npoTu TUMNOBOro 3aXBOPKOBAHHA Ha KalUoK, K Moro BusHadae BOO3 (3 21 aHsA
MapoKCU3Ma/IbHOTO KaLl/io i3 nabopaTopHUM MiATBEPIKEHHSAM), Oyna MPOAEMOHCTPOBAHA Y HACTYMHUX AOCIIKEHHSAX 3-4030B0T MEPBMHHOT BaKLUMHaLi:

MpocneKTUBHe cnine AOCNIAKEHHA cepel CIMEMHMX KOHTaKTIB, sike npooannoca y HimeyunHi (3a cxemoto 3, 4, 5 micsuis). Ha 0CHOBI gaHMX, OTPUMaHNX Bij
BTOPUHHWX KOHTaKTIB Y CiM’fX, B IKUX CMOCTepiraBcs iHAEKCHWIA BUMAZOK TUMOBOMO KalL/OKY, 3aXMCHa ePEeKTUBHICTb BaKLMHW cknagana 88,7 %. 3axucT Bij
NabopaTopHO MiATBEPAYKEHOI 0 3aXBOPHOBAHHS /IEFKOr0 CTYMNEHS, AKe BU3HAYa/10Cs K Kallesb 6yAb-aKoroTvny BnpoAoBx 14 a6o bifnbLie AHiB, cTaHOBMB 73 % Ta
67 %, KOV 3aXBOPHOBAHHA BM3HAYa/10CA K Kallenb 6yab-aKoroTuny BNpogoBX 7 abo 6inbLue AHIB.

CnoHcopoBaHe HaujioHaslbHUM THCTUTYTOM 3[10P0B’A LOCNIMKEHHSA epeKTUBHOCTI, NpoBefeHe B ITanii (3a cxemoto 2, 4, 6 micauiB), B AKOMY 6Yy/10 BUSB/IEHO, L0
e)eKTMBHICTb BakKUuHM cTaHoBuMa 84 %. Konv BU3HaYeHHs XBOPO6U By/10 po3LLMPEHE i A0 HbOro By BKIKOUEHT KMIHIYHO fIerLi BUMaAK/ 3 TOUKM 30pY TUMY Ta
TPMBAIOCTI Kall/to, TO po3paxoBaHa eheKTUBHICTb BakunHU IHOPAHPUKC™ ctaHoBuna 71 % ans kawn > 7 gHiB Oyfb-akorotuny T1a 73 % ana Kawso > 14
[HIB Oy [ib-aKOroTuny.

Ocobw, ki 6ynu BakumHoBaHi BYCTPUKC™ pocarnn 6ifbly BUCOKOrO TUTPY aHTUTIN NPOTU KalIOKY, HDK Y AOCNIIKeHHI cepef CiMeMHWX KOHTaKTIB Y
HimeuunHi, ge 3axmcHa epeKTUBHICTb BaKUMHK cTaHOBMNA 88,7 %.

EheKTUBHICTb 3aXUCTY NPOTU KALLIKOKY Y HEMOBAST HAPOAXKEHUX XKiHKaMK, SKi 6ynn BaKUMHOBaHI NPOTSArOM BariTHOCTI.
EekTnBHICTb BakUMHN BYCTPUKC™ a60 bycTpukc™ [lonio ouiHioBanach y TpboX 063epBaLiiHUX AOCNIMKEHHSX, L0 NPoBOAUNNCL Y BennkobpuTaHil, lcnaHii
Ta ABCTpasii. BakumHy 3acTocoByBaiv XXiHKam npoTtarom I TpumecTpy BariTHOCTI /161 3aXMCTY MPOTY KaLLTHOKY HEMOB/IAT BIKOM 0 3 MICALLIB, Y pamKax nporpamu




BaKUMHaLiT BariTHAX.

[JeTanbHy iH(opmaLito CTOCOBHOIO TMUMY KOXHOMO A0CNIKEHHS Ta pe3y bTaTiB e()eKTUBHOCTI BaKUWHM NPeACTaBIeHo y Tabnmui 2.

Tabnuugd 2

E(EKTMBHICTb 3aXUCTY NPOTK KalL/OKY Y HEMOBAT BIKOM 0 3 MicALIB, HAPOMKEHUX XKIHKaMW, AKi 6ynn iMyHi3oBaHi BakumMHo BYCTPUKC™ a6o bycTpukc™
Monio npotsrom Il TpmecTpy BariTHOCTI:

Micue npoBeAeHHSA fOCNIIKEHHS BakuunHa Twn gocnigkeHHs EheKTUBHICTb BaKUMHaLii
Benukobpurtanis bycTpukc™ PeTpocneKT1BHE, METOA CKPUHIHTY 88 % (95 % Al: 79, 93)
Monio
IcnaHis BYCTPUKC™ [MpocneKTnBHe, METOZ, MOPIBHAHHS 90,9 % (95 % [: 56.6, 98.1)
«BUNALOK-KOHTPOSIb>»
ABCTpanis BYCTPNKC™ [MpocneKkTnBHEe, METOZ NOPIBHAHHSA 69 % (95 % Al: 13, 89)
«BUNALOK-KOHTPO/b»

Ol — poBipuwii iHTepBan

Y pasi BakuMHauiii 3a 2 TVKHI 40 NoJoriB, e)eKTUBHICTb 3aXMUCTY Y HEMOBIAT MOXE OYTU HUXKYe 3a3HauYeHNX Y Tabmui NOKa3HYKIB.

TpvBanicTb iIMyHHOT BiANOBIA|

Uepes 3,5 pokn, 5 - 6 pokis Ta 10 pokiB nmicnga imyHisauii BakuuHoo BYCTPUKC™ 6ynn oTprMaHi BKasaHi HKYe piBHI CeponpoTeKLii/cepono3uTUBHOCTI (4UB.

Tabnmuo 3).
AHTUrEeH CeponipoTekuis/ [Jopocni Ta gitv Bikom Big 10 pokis (% BakLMHOBaHUX) [iTn BikoMm Bif 4 pokiB
Cepono3nTUBHICTb (% BaKUMHOBAHMX)
TpuBanictb TpuBanictb 5| Tpueanictb 10 | TpuBanictb | TpusanicTb
3-3,5 poku POKiB poKiB 3-3,5pokn | 5-6 pokis
Lopocni | Aitn Oopocni | Oitn [Jopocni | Aitn
OunthTepiiiHuii 3 0,1 MO/mn 712% | 916% | 84,1% |868% | 646% |824% 97,5% 94,2 %
3 *
0016 MOMA™ | 97405 | 1009% | 944% |992% | 89.9% |986% | 100% He
BM3Ha4yeHa
MpaBueBuii 3 0,1 MO/mn 94,8 % 100 % 96,2 % 100 % 95,0% | 97,3% 98,4 % 98,5 %
KalLnoKoBuiA:
KaLL/TOKOBMI 906% | 81,6% | 895% |768% | 856% |613% 58,7 % 51,5 %
aHaTOKCWH
3 0, 0, 0, 0, 0, 0, 0, 0,
dinaMeHTo3HWi 51PA O/mn 100 % 100 % 100 % 100 % 99.4 % 100 % 100 % 100 %
FEMarItoTHHIH 948% | 992% | 950% |981% | 950% |960% | 992% 100 %
[NepTakTuH

Tabnuusa 3

* BifcOTOK Cy6'eKTIB 3 KOHLEHTPALISIMU aHTUTI/, NOB'A3aHKX i3 3aXMCTOM Bif xBopob (= 0,01 MO/mn 3a gaHumn metogy ELISAa60 = 0,016 MO/mn 3a gaHumm in



vitro meTogy HelTpanisauii Ha Vero-kniTuHax)

IMyHHa BiAnoBiAb Nicas NOBTOPHOI 4031 BaKUMHN BYCTPUKC™,

Byno nposefeHO OLiHKY iMyHOreHHOCTI BakumMHN BYCTPUKC™, BBeaeHOT Yepe3 10 pokiB nicns nonepefHbOi peBakuMHauil BakyuHO(-aMm), aka(-i) mictuna(-u)
MEHLLY KiNbKiCTb ANQTEPIAHOro, NpaBLEBOro Ta auentoNspHOro KallkoKOBOro aHTUreHiBs. Yepes 1 micaAub nicns BakuuHauil noHag 99 % nauieHTiB Manu
CEPOJIOTiYHMI 3aXMCT NPOTY A Tepii Ta Npasus i 6ynu cepono3UTUBHUMM LLLOAO KaLL/OKY .

IMyHHa BianoBiAb Y NaLieHTIB 63 NonepeaHbol BakLMHALLIT 260 3 HEBIJOMOIO iCTOPIEID BaKLMHALLT.

Y pitein Bikom Bifg 11 go 18 pokiB 6e3 nonepefHbOT BaKUMHaLiT NPOTU KalNoKy Ta BIACYTHICTIO BakUMHaLiT NpoTy AWgTepil Ta npaBus NpoTArom rnonepeaHix 5
pOKiB ofHa fo03a BakunHu BYCTPUKC™ iHagyKyBana iMyHHY BifnoBigb MPOTK KaLL/OKY Ta BCi Cy6’eKTM BYNn 3aXUMLLEHT NPOTY NpaBusa Ta AnQTepi.

Y nauieHTiB BiKoM = 40 poKiB, SiKi He OTPUMYBa/IN XOAHOTO LLENIEHHS BaKLMHOK NPOTK AndTepii abo npasus BNPOAOBX O0CTaHHIX 20 pokiB (y TOMY YACAi TUX, XTO
XOZHOro pasy He 6yB iMyHi30BaHWIA ab0 TWX, UM BaKLMHa/IbHUIA CTAaTyC HeBiJOMMiM), oaHa fo3a BakunmHu BYCTPUKC™ vy 6ifbLUOCTi BUMAAKIB BUK/MKAA NOSBY
aHTUTIN NPOTK KaLL/MIOKY Ta 3abe3nevyBaa 3axX1CT NPOTU NpaBLs Ta AugTepil.

JOKNIHIYHI AaHi 3 6e3MneKu.

PenpoayKkTuBHa TOKCUYHICTb

PepTUNbHICTb

[aHi JOKNiHIYHMX focnigpkeHb, oTpuMaHi gns BYCTPUKC™, He BMSBMAM XKOAHOT CnieundivyHOT Hebe3nekn AN MOAMHU Ha OCHOBI TpaauuiiHUX AOCNifXKeHb
(hepTUNbHOCTI CamuLpb LLYPIB i KPOSiB.

BariTHiCcTb

JaHi JOKNiHIYHMX focnigpkeHb, oTpuMaHi gns BYCTPUKC™, He BMSBMAM XKOAHOT CnieundivuHOT Hebe3nekn ANd MOAMHU Ha OCHOBI TpaavuiiHUX AOCNiAKeHb
PO3BUTKY eM6pioHa i nnofa y LiypiB I KposiB, a TaKOX >XOAHOr0 Br/IMBY Ha Nepebir nosoris Ta MNOCTHaTa/IbHOI TOKCMYHOCTI Y WYPIB (40 3aKiHYeHHA nepiogy
nakrauiv).

Tokcukonorig Ta/abo hapmakonoris y TBapuH

[aHi AOKNIHIYHMX AOCNIKEHb HE BUSBWUIN XKOAHOT crieyndivyHoT Hebe3nekn ans NoAMHN Ha OCHOBI TpaauLiMHUX AOCNiIKeHb 6e3MeKN Ta TOKCUYHOCTI.
dapmakoKiHe TVKa.

OuiHKa (hapmMaKOKiHETUYHIX BNACTUBOCTEN He € 060B’A3KOBOHO /11 BaKLMH.

KniHiYHI XapaKTepUCTUKN.

lNoka3aHHA.

BycTepHa iMyHi3aLis (peBakumHaLis) NpoTy AndTepil, NpaBus | KalLIoKy 0Ci6, NoYMHaruM 3 4-X Pi4HOro BiKy.
LLlenneHHA giTein Ha TepnTOopil YKpaiHW 34iACHIOETbCA 3rigHO 3 BUMOramm YNHHUX Hakasie MO3 YKpaiHu.

IMpoTnnoKasaHHA.

BakunHy BYCTPUKC™ He cnif npusHavat ocobam 3 BiJOMOK rinepyyTanBICTIO 40 Oy/b-AKOro KOMMOHEHTY BakUMHN (AMB. po3ain «Cknag») abo ocobam, Lo
Ma/i1 03HaKM TinepyyTAMBOCTI MiC/A NonepeAHbLOro BBeAEHHSA BaKUMHM 418 NPOMINaKTUKK AndTepii, npaBus i Kalnoky.

BakunHa BYCTPVKC™ npoTunokasaHa, AKLO0 Y 0cobu crocTepiranaca eHuedanonaTia HeBiAOMOI eTionorii BIPOAOBX 7 AHIB MiCNS NOMepesHbOro LenieHHs
BaKLMHOHO, LLIO MICTVMA KaLNHOKOBUIA KOMMNOHEHT. Y LibOMY BUMAAKY CAif, BiAMOBUTUCA Bif LENNEHHS KalL/HOKOBUM KOMMOHEHTOM i MPOLOBXMTY KYPC iMyHi3auii
BaKLMHaMK, NpU3HaYeHUMN 4719 NPOiNaKTUKKA AUPTEPIT Ta NpasLs.

BYCTPVKC™ He cnif 3acTOocoByBaTu 0cobam, y AKUX 6yna TMMyacoBa TPOMOOLMTOMNEHIA ab0 HEBPO/IOriYHe YCKNaAHEHHS MNIiC/A NonepeaHbOi iMyHi3auii npoTtu



andrepii Ta/abo npasud (4MB. IHPOPMALiHO LWOA4O0 CYA0M Ta FNOTOHIYHO-TINOPECNOHCUBHMX €Ni304iB Y po3aini «Oco6IMBOCTI 3aCTOCYBAHHS).
AK iy BUNagKy 3 iHWKMK BaKLMHaMW, 3aCToCyBaHHS BakunHU BYCTPUKC™ y nauieHTiB 3 rOCTPUMM 3aXBOPHOBAHHSIMMU, LLLO CYNPOBOMKYHTLCA IMXOMAHKOL0, Cij,
BifKNacTN. HasaBHICTb NErkoi iH(eKLiT He € MPOTUMOKa3aHHSAM.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amm Ta iHLWi BUAM B3aEMOLIN.

3acTocyBaHHSA 3 iHLIMMKW BaKLMHaMu abo imyHornobyniHamu.

BYCTPNKC™ Mo)KHa 3aCTOCOBYBATM OAHOYACHO 3 BaKUMHOK MPOTW Manisiomasipycy NOAVHU, NPU LLbOMY He BUHWKAE KNIHIYHO 3HAYyLLOro BM/MBY Ha iMyHHY
BiANOBIAb Ha BYAb-KMNIA KOMMOHEHT OAHIET UM APYroT BaKUMHM.

BYCTPVKC™ moXHa BBOAUTW OHOYACHO 3 KOH’OroBaHMM BaKLMHaMy NPOTN MeHIHIOKOKy ceporpyn A, C, W-135Ta Y (MenACWY). KniHiuHi gocnifkeHHs 3a
y4yacTio naui€eHiB BIKOM Big 9 0 25 pokiB NPOAEMOHCTPYBa/K, WO IMYHHA peakuis Ha NpaBLEBUA, ANPTEPIAHMIA Ta MEHIHTOKOKOBUIA aHTUIEHW He 3MiHIOBasIacCh.
BifbLy HU3bKI cepeHI reoMeTpuyHi KoHLeHTpauii (CIK) cnocTepiranivch s aHTUIreHIB Kal/TioKy, OA4HaK Ui AaHi He CBig4aTb NPo KNiHIYHY 3HaJyLocTb.O4HOoYacHe
3acTocyBaHHA BakKUWMHN BYCTPUKC™ 3 iHWMMK BaKUMHaMK abo iMyHOrn106yniHaMmmn He BUBYaocs.

Masio/iMOBIpHO, LLIO OAHOYACHE 3aCTOCYBaHHS 3 IHLIMMW iHAKTVBOBaHMMW BaKLMHaMM Ta 3 iMyHOr106y1iHOM Mpu3Beae A0 NOPYLUEHHS IMYHHOT BIAMOBIf.
BignosigHO [0 3ara/ibHONPUAHATMX NPaKTUK Ta pekomeHgaui wono BakuyuHau,ii, akuwo bBYCTPUKC™ 3acTOCOBYETLCA OAHOYACHO 3 iHLWMMU iH’EKLiAHUMU
BaKUMHaMKM abo 3 IMyHOrnobyniHOM, Lii mpenaparty 3aBXau NoTpibHO BBOAWUTY B Pi3HI AINAHKK Tina.

3actocyBaHHs BakUMHM BYCTPUKC™ niig yac NnikyBaHHSA iMyHOCYNPeCMBHUMM NpenapaTamu.

AjekBaTHa iMyHHa BifnoBifb Y NauieHTIB, AKi OTPUMYIOTb iIMYHOCYMNPECUBHY Tepanito, MOXe He [0CAraTucs.

Oco6MBOCTI 3aCTOCYBAHHSA.

BignosifHa KniHiYHa NpakTyKa NPOnoHye, WO NPoBeAeHHIO BaKLMHaLiT NOBUHEH NepedyBaTu po3rnsg ictopii Xxsopobu (0co6/1MBO LO040 NonepeAHbOT BaKUMHaLIT |
MOX/IMBOI0 BUHUKHEHHS HeO6aXKaHMX ABULL) | KNIHIYHWIA Ornsg,

AKWO BiAOMO, WO OYAb-AKWIA 3 HaBEeLEHUX HMdKYe CUMMNTOMIB 6yB y 4aci NMOB’A3aHWUI 3 OTPUMAHHSAM KalLFOKOBMICHOT BakLUMHW, PilleHHA MpOo MpU3HaYeHHs
MoCNifytY0i 4031 BaKLMH, L0 MICTATb Kall/FOKOBUIA KOMMOHEHT, NOBUHHO 6y TN peTeslbHO 0OMipKOBaHe:

- TemniepaTypa = 40,0 °C y mexxax 48 roguH nicns BakuMHaLlii, He NoB’a3aHa 3 IHWKYMU NPUYNHAMU, AKI MOXKHA IAEHTU(IKYBATK,

- Konanc abo WoKonoAibHMi cTaH (rinOTOHIYHO-TiNOPECNOHCUBHII €Mi30a) Y Mexkax 48 roAnH nicns BakumHauii;

- CTiViKnin 6e3nepepBHUIA Nnay, Lo TpyBae 3 3 rofAuH, CNOCTePIraeTbca NPOTAroM 48 roanH nicns BakLUMHaLi;

- CY[IOMV 3 NINXOMaHKO0 ab0 6e3 Hel, Lo MatoTb MicLie B MeXax 3 [HIB Nic/s BaKLMHaLlii.

MoXyTb 6yTu Taki 06CTaBUHW, HANpUKNag, BUCOKa 3aXBOPIOBAHICTb Ha Kall/toK, KON NOTEHLiHA KOPUCTb NepeBaXkae MOX/IMBUIA PU3SKK.

Y [iTeil 3 NporpecyrourMm HeBPOJIOT IYHMMM NOPYLLUEHHSMK, BK/IOYaOUM iHDAHTUIbHI CNasmm, HEKOHTPO/IbOBaHY eninencito abo nporpecyody eHuedanonaTito,
Kpalle BifKnacTu iMyHi3auito npoTy Kawsoky (Pa-auentonsipHUiA KalwtoKOBUIA KOMMOHEHT, PW-Li/IbBHOKMTITUHHUIA KaLL/IFOKOBUIA KOMMOHEHT) A0 MOKpaLLEeHHs abo
cTabinisauii ctaHy. OfHaK pilleHHst NPO 3aCTOCYBaHHSA KalLNOKOBOI BaKLMHW CNif NPpUAMATK Ha iHAMBIAYaNbHIA OCHOBI NiCNS PETENIbHOMO 3BAXKEHHS MOX/IMBUX
PU3NKIB Ta nepe.ar.

AK i gns BCiX iH’EKUiIHMX BakUMH, BIANOBiAHA AonoMora Ta MeAMYHWIA Harnsg 3aBXAy NOBUHHI 6YTW NErkoAoCTYMHUMU Y BUMNAAKY BUHWUKHEHHS PigKICHUX
aHaiNaKTMYHMX peakLii nicnsa BBeAEHHS BaKUMHW. TOMY MauieHTU MOBWMHHI OyTW Mig HarnsgoM He meHwe 30 XBUAWMH Micna BakumHauii. Micus npoBefeHHS
LLLenIeHb MOBUHHI 6yTK 3a6e3neyeHi 3acob6aMu NPOTMLLIOKOBOI Tepanil.

BYCTPUKC™ cnig 3acTOCOBYyBaTU 3 06epeXHICTIO 0cobaM 3 TpomOouMTOMeHiel0 abo MOPYLUEHHSAM 3ropTaHHSA KPOBi, OCKIMIbKA MPU BHYTPILHLOM’ S30BOMY
BBEZIEHHI BaKLMHN Y TaknX 0Ci6 MOXe BUHUKHYTW KpoBoTeYa. [/19 3anob6iraHHa KpoBoTedi Micue iH’eKLUiT cnig MiLHO NPUTUCHYTK (He po3TUparoun) LLOHaMeHLLe
Ha [1Bi XBU/IMHW.



Cypaomu B aHaMHe3i abo cyomu Ta NobGiyHi Aii B CiMeliHOMY aHaMHe3i He € NPOTUMNOKa3aHHAM AN15 LENIeHHS.

BI/1-iHheKUis He € NPOTMNOKa3aHHAM 4151 LWENeHHs NPoTY AN Tepil, NpaBusa Ta Kawoky. OuikyBaHa iMyHOIOrYHa BignoBigb MOXe 6yTK He OTpUMaHa y XBOPUX
3 IMyHOZeILNTOM.

Hi 3a sknx o6¢ctaBH BY CTPUKC™ He MOXXHa BBOAUTU BHYTPILLHBOBEHHO.

CuHKone (HENPUTOMHICTb) MOXKe BUHMKHYTU Mif vac abo A0 6yab-AKOTl iH’eKUiMHOT BakKLMHaLiT, 0c061MBO Y NIANITKIB, K MCUXOreHHa peakuis Ha iH’eKLit0 ro/KoH.
BoHa MOXe CynpoBOAXyBaTUCA KifIbKOMa HEBPONOTIYHUMMN CUMMTOMaMK, TAKUMW SIK TUMYacoBe MOPYLLEHHS 30pYy, MapecTesis Ta TOHIKO-KIOHIYHI PYXW KiHLiBOK
nig Yac BMXOAy 3 LpbOro craHy. BakuuHauito HeoOXigHO NPOBOAMUTU TifNbKU B MOMOXKEHHI BaKLMHOBAHOIO CMAAYM abo nexayn Ta 3aiUWnUTA 10ro B TOMY X
MOSIOXKEHHI (Cnaaumn abo nexxauun) NPoTArom 15 XBUAWH Micns BaKUMHaLIT 415 nonepepkeHHs pUsnKy Moro TpaBmaTtu3adlii.

AK I Npy 3acToCcyBaHHI Oyb-AKOT IHLLOT BaKLMHK, 3aXCHa IMYHHa BIAMOBILb MOXe 6YTU He JOCATHYTA Y BaKLMHOBAHNX OCib.

Llein nikapcbKuia 3aci6 MicTUTb MeHLLe 1 Mmonb (23 Mr)/go3y HaTpito, TO6TO NPaKTUYHO BifIbHWI Bif, HATPILO.

3acTocyBaHHSA y nepiof BariTHOCTI abo rogyBaHHs rpyaato.

BariTHiCcTb

3acTtocyBaHHABaKUNHN BYCTPUKC™ moxe 6yTu 06mipkoBaHe npoTsarom I TpymecTpy BariTHOCTI.

[aHi Woao ePeKTUBHOCTI 3axXMCTy MPOTU Kal/IKY Yy HEMOBMAT HapPOMKEHUX >KIHKaMK, SiKi OynM BaKUMHOBaHI MPOTArOM BariTHOCTI 3a3Ha4yeHOo Yy po3aini
«IMyHO/Ori4Hi i 6i010rYHI BNacTUBOCTI».

[JaHi woao 6e3nekn 3 NPOCMNeKTUBHOIO obcepBalitHOro gocnimkeHHs, konu BYCTPUKC™ npusHadanu saritHUM npoTarom I Tpumectpy (793 BaritTHux), §K i
[aHi 3 NOCTMapPKETUHIOBOr0 CMOCTEPEXKEHHSA, KON BariTHI oTpumyBany BakunHu BYCTPUKC™ a6o bBycTpukc™ Monio (dTpa-IPV BakunHn) npotarom |l ta lll

TPUMECTPIB, BKa3Yyl0Tb Ha BiACYTHICTb NOBIYHNX peakLiii, AKi NOB’si3aHi 3 BN/IMBOM BaKUMHW Ha BariTHICTb abo 34,0p0B’s N104a/HOBOHAPOAKEHOTO.

[aHi 3 NpoCneKTUBHUX KMAIHIYHUX A0CNIMKeHb, wono 3actocyBaHHa BYCTPUKC™ npotarom | Ta Il TpuMecTpy BariTHOCTI BigCyTHI. OfHaK, SK 1 3 IHWUMU
IHAKTMBOBAHMMW BaKLMHaMK, He OYIKY€ETbCS, WO BakUMHauis BYCTPUKC™ maTume WKIAAMBUIA BNAMB Ha N0 B Oy Ab-aKuiA TPUMECTpP BariTHOCTI. Cnif peTenbHO
OLiHWTW nepeBaru Ta puU3nKuM 3actocyBaHHs BakumHu BYCTPUKC™ nig yac BariTHOCTI

OOMeXKeHi fjaHi BKasytoTb, L0 HasBHICTb aHTUTIN Y BariTHUX MOXYTb 3MEHLUWUTW PiBEHb IMYHHOT BignoBiAi Ha AesKi BaKUMHW Y HEMOBSAT, HAPOIKEHNX XiHKaMW,
AKi 6ynu wenneHi BakumHoo BYCTPUKC™ npoTtarom BaritHOCTI. KniHIYHE 3HAYEHHS LibOr0 CMOCTEPEXXEHHSA HEBILOME.

JocnipkeHHs Ha TBapMHax He BKasylTb Ha MpsAMUiA abo HeNpsMWIA LWIKIAIMBUIA BNAMB Ha Mepebir BariTHOCTI, po3BUTOK embpioHa/nioga, nepebir nonorie abo
NOCTHaTa/IbHUIA PO3BUTOK ([0AATKOBO AMBUCH PO3Ain «IMyHONOriYHI Ta 6i0M10riYHi BNACTUBOCTI»).

["ofyBaHHA rpyaato

Besneky BakunHu BYCTPUKC™ anis XIHOK, SiKi FTOAYHOTb AUTUHY TPYALI0, Hapasi He BUBYaIU. TM He meHLUe, ocKiNbkn BYCTPUKC™ MICTUTb aHaTOKCUHM abo
IHAKTNBOBAHI aHTUTEHW, PU3NKY ANA AUTUHW, AKY TOAYHOTb FPYAAH0, HE OYiKYETHCS.

BYCTPMKC™ MoyHa 3aCTOCOBYBATW Y Nepiog rofyBaHHs rpyA4to nLLe y BUNaaKy, KO KOPUCTb Bif 3aCTOCYBaHHSA Oy/ie nepeBaXkaTyt MOTEHLIHUIA PU3MK.
PepTUIbLHICTD

[aHi KNiHIYHUX gocnifmpkeHb WoAo epTUNbHOCTI NAMHK BiACYTHI. JOCNiKEHHS Ha TBapuUHaX He BKa3ylTb Ha MpAMUA abo HenpsMWUIA LWKIANMBUIA BNIMB Ha
doepTuibHICTbCaMOK (AMB. po3ain «IMyHOMOriYHI Ta 6i0/10riYHI BNaCTUBOCTI»).

30aTHICTb BNIMBATU Ha LLUBMAKICTb peakLii Npy KepyBaHHI aBTOTPAHCNOPTOM abo iHLIUMM MeXaHi3mamu.
3[aTHICTb BaKLUMHM BNIMBATW Ha LUBUAKICTb peakLii Npy KepyBaHHI aBTOTPaHCMOPTOM ab0o po6oTi 3 iHLIMMM MeXaHi3Mamu € MasIoiMOBIPHOIO.



Cniocib 3acTocyBaHHA Ta [03Mu.
PeKoMeHAYETLCA 04HOPa30Be BBEAEHHS BaKLMHN Y A03i 0,5 MA.
BakunHy BYCTPUKC™ moXHa npusHayaTu noymHarum 3 4-piyHoro BiKy, 3rigHO 3 ooiuiiHMMK pekoMeHpauiamu Ta/abo 3rifHo 3 iCHYHUYO0H MeANYHO

NPaKTMKOK BYCTEPHOI iMyHi3aLii KOMOGIHOBaHUMM BaKLMHAMMU, LLLO MICTATb 3HVKEHUIA BMICT aHTUrEHIB, NPOTK AndTepii Ta npaBus Ans A0POCANX, KON HeobxiaHa

peBakLMHaLlig NpoTW Kawwntoky. MOBTOPHI WenneHHss NpoTh A Tepil, NpaBUsA Ta KalL/OKY MaloTb MPOBOAMTUCS Yepe3 MPOMIKKM Yyacy, BU3HaYeHi ogiliiiHumu
pekoMeHAauiamMn (AK npasmno, Yepes KoXHi 10 pokis.).
BakumHy BYCTPVKC™ mMoxHa npusHadatu 4iTam Ta 4OPOC/INM, YMiA BaKUMHa/IbHUIA CTaTyC HEBIJOMMIA, ab0 TUM, XTO HE 3aBepLUMB KypC BakuuHaLil

npoTn AndpTepii, NpaBUsA Ta Kall/IloKy SK 4YaCTUHY cepir iMyHi3auii npoTu audtepii, npaBus, Kawsioky (amB. po3ain «IMyHonorivHi i 6ionoriyHi
B/IACTMBOCTI»). Ha OCHOBI JaHuX Yy AOPOCAUX ABi AOLATKOBI 403M BakUMHW NPOTU AMddTepii Ta npaBua PeKkOMeHAO0BaHO /19 BBeAeHHS vyepe3 1 1a 6
MicALIB MicAs NepLuol 4031 418 MakKCUMasibHOro 36i/1bLUEHHA BakLMHaNbLHOT BiAMNOBI4I NpOoTK AudbTepiiTa npasus.

BYCTPUKC™ M0o)kHa npu3HayaTyi O4HOYACHO 3 NPOTUNPAaBLEBMM IMyHOT106yNiHOM NFOAVHW NS NOMNePeyKeHHA BUHUKHEHHSA MpaBLs Y BUNaLKy TpaBM B 0Ci6, AKi
paHille OTPUMYBA/IN NEPBUHHUIA KypPC LLENIEHHA BaKLMHOK 3 MPaBLEBUM aHATOKCMHOM Ta SKMM MoKas3aHe NPOoBeAeHHS peBakLMHaLiT NPOTW KaLL/OKY Ta AudTepii
BiZANOBIAHO 0 OMILiNHMX peKOMeHAALiiA.

BakunHa BYCTPUKC™ npusHaveHa Ans rAM60KO BHYTPILWHLOM S30BOr0 BBEAEHHSA B [AINAHKY [AebTOMoAi6HOro m’asa (4MB. TakoX po3gin «OcobnmBoCcTi
3aCTOCYBaHHS»).

Hi 3a Akux 06ctaBuH BYCTPUKC™ He MOXHa BBOAUTU BHYTPILLHb0BEHHO.

IHCTPYKLU,iT 3 3aCTOCYBaHHSA/BUKOPUCTaHHSA

Mepen NpoBeAeHHSIM BaKLUMHaLLT BaKUWHY CNif PeTenbHO CTPYCUTU [0 OTPUMaHHSI OAHOPIAHOT HEMPO30pOi 6iN0T CycneHsii Ta BidyanbHO OLUIHWTU Ha HasBHICTb
Oy Ab-AKMX CTOPOHHIX YaCTOK Ta/abo 3MiH (Di3NYHOr0 CTaHy nepes 3aCTOCyBaHHAM. Y BUNaAKY OyAb-SKMUX 3MiH BaKLUHY C/if YTUNI3yBaTy.

Mepen 3acTOCyBaHHAM 6aXKaHo, W06 BaKLMHA Masia KIMHATHY Temnepatypy.

[icns BUAMaHHA 3 X0NOANbHMKA BaKLMHA € CTabiNIbHOK MPOTAroM 8 rofiMH Npu TemnepaTypi 21 °C.

Byab-SKMil HEBUKOPWUCTaHWI Npenapat abo BiAXoAn HeO6XiAHO yTUNI3yBaTy Bi4NOBIAHO A0 MiCLEBUX BUMOT .

[iTwn. be3neka Ta e(eKTUBHICTb 3acTocyBaHHA BakuuHU BYCTPUKC™ pitAM BIiKOM [0 4-X POKIB He BCTaHOB/eHI (AMB. po3ainn «llokasaHHs», «Cnocib
3aCTOCYBaHHSA Ta [03U»).

Nepeno3yBaHHS.
Y XoAi NOCTMapKETUHIOBOrO Harns4y nosifoMAANOCA NPO Kifibka BUMAAKIB Mepefo3yBaHHA BakUMHW. MoBIYHI SBULLA, WO criocTepiranncs nicns nepefo3yBaHHS
npenaparty, 6ynv NogibHi 40 TUX, WO BUHWUKAKOTb NPU 3B1UYaiHOMY 3aCTOCYBaHHI BaKLHM.

Mo6iuHi peakuil.

Mpoginb 6e3nekn, HaBefeHWI y Tabnuui 4, 6a3yeTbCa Ha JaHWX, OTPUMAHUX Y KNIHIYHMX LOCNIKEHHSAX, B AKX BaKumnHa BYCTPUKC™ 6yna BeegeHa 839 fiTam
(Bikom Big 4 0 8 pokiB) Ta 1931 nauieHTy Bikom Bif 10 10 76 poKiB.

HalinowmpeHiwmmn B 060X UMX rpynax BaKLMHOBaAHUX NOGIYHUMI aBULLLAMK Oy K peakLil y Micli BBeAeHHS BakKUMHM (BiNb, MOYEPBOHIHHSA | HAOPSK), LLLO 3araioMm
peecTpyBannch y 23,7-80,6 % ocib. Taki peakLil BUHMKaIN NPOTArOM nepLumx 48 rofuH nicnsg BakumHauii i MuHanm 6e3 HacnifKis.

Mo6iyHI peakLil HaBeaeHi HKYe Y Tabnuui 4.

3a 4acToTOH BUHWKHEHHSA NOGIYHI peakLii po3aineHi Ha HaCTYNHI KaTeropii:



[yxe yacto: = 1/10

YacTo: Big = 1/100 go < /10
HeuacTo: Big = 1/1000 go < /100
Pigko: Big = 1/10 000 go < 1/1000

[yxe pigko: < 1/10 000

Mo6iyHI peakuiT, Lo 6ynn BUABMEHI NPOTArOM KNiHIYHUX AOCNIIKEHb BaKLHM

po3naau

Knac cuctemu opraHis YacToTa MobiyHi peakuit
Oitv Bikom Big 4 fo 8 | [opocni Ta gitv Bikom Big 10 go
POKiIB 76 pokiB
IHpekyiT Ta iHBasI| HeyvacTo IH(PEKL,IT BEPXHIX IH(DEKLIT BEPXHIX ANXaSIbHUX
ANXabHUX LUNSXIB. LUNAXIB, PAPUHTIT.
Kpos Ta nimaTuyHa | Heyacto nimageHonaTis
cucTema
MeTaboniuHi Ta | YacTo aHopekcis
aniMeHTapHi po3nagu
MemxiyHi posnagu [yXe yacTto ApaTiBNMBICTb
Hepsosa cucrema [y>xe yacto COH/IBICTb "0N10BHWI Giflb
YacTo rOMI0BHUIA Giflb 3anaMopOYeHHs
HeuacTto MOpYLUEHHS yBaru CuHKone (HENPUTOMHICTb)
OpraHu 30py HeuacTto KOH’FOKTUBIT
PecnipaTopHa cucTema, | HeyacTo Kawenb
rpygHa  KiiTuHa — Ta
CepefoCTiHHA
LLINyHKOBO-KMLLKOBWIA Yacto Aiapes, 6/10BaHHS, Hy40Ta, LL/TYHKOBO-KMNLLKOBI
TpakT LLTYHKOBO-KULLIKOBI po3niasm.

Tabnmus 4



HeuacTo Aiapes, 6/10BaHHS.

Llkipa Ta nigwkipHi | Heyacto BUCUMAaHHA rineprigpos, cBepOiHHSA,

TKaHWHU BUCKNAHHS.

OnopHo-pyxoBuin anapaT | HevacTo apTpanris, mianris, cKyTiCTb

Ta CrnonyyHa TKaHuHa Cyrno6iB Ta ONOPHO-PYX0BOro

anapary.

3aranbHi - posnagn  Ta | [yxe yacTto peakuii y MicLi BBeeHHA | peakuii y MicLi BBeeHHA

peakLii y MicLi BBEEHHS BaKLMHK (Taki AK BaKUMHM (Taki AK MOYEepPBOHIHHS
MoYepBOHIHHA Ta/abo Ta/abo HabpsK), HE3[Y>KaHHS,
HabpsK), 6inb y micui nifBuLLEHA BTOM/IOBaHICTb, Oi/lb
BBeLeHHS BaKLMHN, Y MiCLi BBEIEHHSA BaKLMHW.
nigBuLLeHa

BTOMJIHOBAHICTb.

Yacto MiABULLEHHS NiABULLEHHA TeMnepaTypn =
Temnepatypu = 37,5 °C 37,5 °C, peakuii B MicLi
(y Tomy ymcni BBEIEHHS BaKUUHWU (B TOMY
nmnxomanka > 39 °C), 4mnchi BUPaXKeHW HabpsiK y
BUP&XKEHMI HaBPsK MicLi iH'eEKLIT Ta CTEePUNbHNI

KiHLiBKM, y AKy BBOAMAM | a0CLEC).
BaKUMHY (L0 iHoAi
BK/IOUaB CYMDKHWIA

cyrnob).

HeuvacTo iHWI  peakuil 'y Micui | nMxomaHka > 39 °C,
BBEEHHA BakUMHWU (Taki | rpunonofioHe 3aXBOprOBaHHSA
K YLLIIbHEHHS), Oiflb. Binb.

PeakToreHHicTb micsisa NOBTOPHOI A03U BakumHn BYCTPUKC™.

[aHi, oTpumaHi 3a pe3y/nbTaTamMmy MpU3HavYeHHs BakUMHM 146 nauieHTaM, BKasylTb Ha HeBeMKe 30i/bLUEeHHA MICLEBOT peakToreHHoCTi (6iflb, MOYepBOHIHHS,
HabpsK) Npy NOBTOPHUX BaKLMHALISX opocnux noaeit (BikoM Big 40 pokiB) 3a cxemoto wwenneHHs 0, 1, 6 micsuis.

[aHi f03BONAOTH NPUNYCTUTH LLO Y Y CY6’€KTIB, AKi Y AUTUHCTBI 6ynn BakLMHOBaHI DTPw-BaKLMHOK, MOXe CNOCTpIratuch MigBULLEHHA MiCLEBOT peakTOreHHOCTI
nicns NOBTOPHOT BaLyMHaLil.



[JaHi NoCTMapKeTMHIOBOr0 Harnisay

[MoBIAOM/IEHHA MPO HXKYe3a3HaueHi NoGiYHI peakuii 6y1 CNOHTAHHUMMW, TOMY HEMOX/IMBO TOYHO BU3HAYMTK TX YacTOTY
Tabnuuyga 5.

Mo6iyHiI peakuil, BUSBMEHI NPOTArOM NOCTMapPKETUHIOBOrO Harnsay 3a 3aCToCyBaHHAM BakKUMHN BY CTPNK™

Knac cuctemu opraHis YacToTa Mob6iuHi peakuii

IMyHHa cucTema Hesigomo aNiepriyHi peakuii, y TOMY 4uC/i aHagifakTUyHi Ta
aHainakToigHI peakuit.

Hepsosa cucTema Hesigomo rNOTOHIYHO-TINOPECMOHCUBHI eni3oau, CyoMN
(3 rapsukoro abo 6e3 Hei).

LLIkipa Ta nigWwkipHi TkaHuHW | Hesigomo KpOnuB’siHKa, aHriOHEBPOTUYHWIA HabpAK

3aranbHi posnaan Ta peakuii y | Hesigomo acTeHis.
MicLi BBEIEHHS

MMicnsa 3acTocyBaHHS BakKUMH, WO MICTATb MpaBLEBUIA aHATOKCWH, Y AyXXe PiAKICHMX Bunafgkax NoBigOMASN0CA Mpo MnobiyHi peakuii 3 60Ky LeHTpaibHOT abo
nepuepryHOI HepBOBOT CUCTEMM, Y TOMY YMCAI BUCXiAHMIA Napaniy abo HaBiTb Napaniy AuxanbHoi MycKynatypu (To6To cuHapom [CiieHa — bappe).

TepMiH NpUAATHOCTI.
36 micsuiB.
[JaTa 3aKiHYeHHSA TepMIHY NPUAATHOCTI 3a3HaYeHa Ha ynakoBLi.

YMoBW 36epiraHHs.

36epiratn npu Temnepatypi Big 2 fo 8 °C. He 3amopoxyBaTu. 36epiraT y 3axvLleHOMY Bif CBiTNa Ta HeAoCTynHOMY ANns AiTei micui. MMicnsa BuiAMaHHS 3
XO0/I04U/IbHMKA BaKLMHA € CTabi/IbHOK MPOTAroM 8 roavH npu temneparypi 21 °C.

HecyMmiCHICTb.
He 3miLuyBaTy 3 iHLUMMM BaKLHaMK ab0 NiKapCbKMMKM 3aC06aMu1 B OAHOMY LUMPUL.

YnakKoBKa.



CycneHsia gns iH’ekuin no 1 gosi (0,5 mn/go3y) y nonepeaHbo HanoBHeEHOMY WNpuui Nel y KOMNNEKTi 3 ABOMa rofikamu.
Mo 1 nonepeAHbLO HAMOBHEHOMY LUMPULLY Y KOMMEKTi 3 4BOMa ro/ikaMu B M1aCTUKOBOMY KOHTENHEPI; MO 1 KOHTENHEPY Y KapTOHHI KOpooL,i.
MonepeAHbO HaMOBHEHI LUNPULIM BUTOTOB/EHI 3 HEATPa/IbHOrO cKa Tuny |, ike BiAnoBigae BuMoram €Bponencbkoi dapmakone.

KaTeropis Bignycky. 3a peLenTom.

BupobHuK.
I"nakcoCmiTKnsAlH bionopxikans C.A., benbris/GlaxoSmithKline Biologicals S.A., Belgium.

Micue3HaxomKeHHA BUPOOHMKaA Ta afpeca Micusa NpoBaiKeHHS Moro AisnibHOCTI.
Pto ge n’lHcTiTio, 89 1330 M. PikceHcapT, benbris/Rue de I’ Institut, 89 1330 Rixensart, Belgium.

MpeacTaBHULTBO B YKpaiHi.
TOB «I nakcoCMiTKnsinH ®apmackioTikanc YkpaiHa», 02152, M. Kuis, npocnekT Masna TuunHu, 6ya. 1-B, Ten: (044) 585-51-85, thakc: (044) 585-51-92.



