Indopmariis 3 6e3nexku A1 Oe3mocepeHLOr0 03HANOMIIEHHS Crierjia/TicTaMu
CHCTEeMH 0XOPOHH 3/0POB’A

Bakinuau «InakcoCmitKnsiiH», M0 MNOTeHWiNHO MiIATalTh PU3HKY
nporikanHa: TBiHpukc (gas Aopouiux Ta pireit), Bycrpukc, Bycrpukc IIIB,
Indpanpukc, Indanpuxkc IIIB, Indanpuxkc ITIB XIb, Indanpukc TI'EKCA,
Bapinpukc, IIpiopukc, IIpiopukc Terpa, XaBpukc, Enpxepukc-B.

BesibMUILIaHOBHI CI1eLjiajTiCcTi y raay3i OXOPOHU 310pOB’s!

GlaxoSmithKline Biologicals SA (GSK) 3a morogxeHHsiM 3 €BpoOMnenCcbKUM
areHTCTBOM 3 JTiKapChbKuX 3acobiB Ta [lepkaBHuM ExkcrieptaumM Llentpom MO3 Ykpainu
NoBijoM/si€e Bam 1po HacTynHe:

Pe3rome

e T[IpoTikaHHs LITMPHLIiB MPU 3aCTOCYBaHHI psily BaKIMH Bij0yBa/noCh Mif| uac
TMiZITOTOBKY BaKLIMHU ab0 B MOMEHT ii 3acTocyBaHHS (uB. 300pakeHHsT 1).

e VY €Bponi BignosigHa uyactora craHoBuTh 2,6 Ha 100 000 pgos,
posnojiieHnx 3 giara3oHoM Big 2 o 10 Ha 100 000 mo3 asig 5 KpaiH, 10 3BiTYHOTh
HaluacTillle, 0lHaK TOYHA YaCTOTa BUIMAJKiB MPOTiKaHHS IIMPUILIIB HeBioMa i Moxe
OyTH BUILL[OIO.

¢ JIpoTrikaHHS He CTaBUTH MiJ| 3arP0O3y CTEPU/IbHICTb BaKL[UHU.

[ToTeHL[IMHUM PH3UKOM, TMOB'S3aHUM i3 MPOTIKAHHSIM IIMPUIL[IB, MOXe CTaTh
BBe/IeHHS TIalliEHTaM HeI0CTaTHBLOI 103U Ta He3aJ|0Bi/ibHe 3a0e3redeHHs iX 3aXHUCTOM
Bi/l 3aXBOPIOBaHHS MMiC/Is iIMyHi3aLlii.

[Tpore, ornsag panux apmakoHaryiaay GSK cranom Ha 14 rpyans 2017 poky
He BUSBUB JJ0Ka3iB TOr0, 110 BUSIB/I€HI MPOTIKAHHS IUTPULIIB IPU3BE/IN [0 3HWKEHHS
abo BigcyTHOCTI edekTHMBHOCTI BakiMHallii abo Oyab-siKoi iHIIOI mpobGsieMu st
6e3meky maljieHTa.

e SIkmo npoTikaHHA Big0y/J10Ch NPOTArOM BiJHOB/IeHHA JTio(irti3oBaHOi
BaKLMHH, LINPHUL, 1[0 3a3HaB BIUVIMBY, CJIi/| 3HUIIMTH 3 BUMOTaMH.

e ko npoTikaHHA Big0y/0Ch NPOTAroM BaKIMHAIli, creriamicT
OXOPOHM 3/I0POB’A MO)Xe OIL[iHUTH HeOOXiiHiCTh BBeJeHHS TOBTOPHOI /03U
MaljieHTy, IKUM OTPUMMaB /103y MeHIlle HDK craHjapTHa. CrewLiasicTd 0XOpoHHM
3/I0POB’sl IOBUHHI BPaxoByBaTH MOTEHI[iHHY KOPUCTH Bij] MiiBUILEHHSI 3aXUCTY
Bifi 3axBOpIOBaHHA 3a /IOMIOMOIrOI0 BBeJeHHS TOBTOPHOI TOBHOI /I03H,
MOTEHI[IMHUI PU3MK BHHHUKHEHHs He0a)KaHUX SIBUII BiJj MOBTOPHOI [J03M Ta
MOTeHL[iHHUI PHU3UK He3aJ0Bi/IbHOI0 3axXHMCTy BiJi 3axXxBOPHOBaHHA, SKIIO
NManieHTy He BBe/leHa MOBTOPHA /103a.

e (CrnewjasicTy OXOPOHM 30POB’S TOBHHHI [JOTPUMYBATHUCHd MiCL[EBUX
peKoMeH/IalLli 11]0/10 MOTeHL[iHHOTO PHU3UKY BBeIeHHS] He/IOCTaTHbOI [J03U BaKLIWHU.

e (Criellia/licTiB OXOPOHM 3/]0POB’Sl 3aK/IMKAalOThb TIOBiIOM/ISTH TIPO CKapru
II0ZI0 SIKOCTi TIPO/IYKTY, TIOMWIKA B 3aCTOCYBaHHi JTiKapChbKUX 3aco0iB Ta TTifio3proBaHi
no0biuHi peakiiii (JuB. “3aKIMKaEMO /10 TIOBiJOM/IEHHS”).

ITepedymoea iHyudeHmy npomikaHHs wnpuyie



[Tounnaroun 3 sunHsa 2015 poky, GSK BusBuIa 3pOCTaHHs IOBiZJOMJIEHb 3
TPUBOAY TIPOTIKAHHS IUTIPULIB i3 HAaKOHEYHUWKAMU 3 KepaMiuHUM TTOKPUTTSIM.
[IpoTrikaHHA BifMiua/sioCh Ha MiCLi 3’€JHaHHS HAaKOHEUHMWKa IUTpULia Ta BTYJIKU TOJIKA
TTi/T Yac IMiJrOTOBKYM BaKI[MHU ab0 B MOMEHT i1 3aCTOCYBaHHSI.

[TpotikaHHs1 BifOyBanoCh Ha 3’€QHAHHI MK TOJIKOIO Ta INMNPHUI[OM MiJ Yac
BUKOpHCTaHHS (AuB. 300pakeHHs 1) Ta He OyJ/i0 CripUUMHEHe MOPYIIEeHHSM I{i/TiCHOCTI
LUTIpULIA Tepes; BUKOPUCTAaHHSAM.

300pakeHHd 1:
[Ipukiaaun pisHUX
BTpar 00’eMy
(BUIi/IEHO CUHIM

KOJIbOPOM)

Ha migcraBi ganmx
JliTepaTypu,

IOCTI IDKEHHS
rocTavajbHUKIB
LUITIPULIIB Ta
TPaKTUYHOI O
TeCTyBaHHS, BTparTa

00'eMy Morke
KonmBaTucs npubmm3Ho Big 10 Mk (MamtoHOK A) g0 50 Mk (MamoHOK B). B
KPaliHbOMY BUMAJKY, MPOTiKaHHS Kparuli MO>kKe TMOTeHL[iIMHO NPU3BECTU 10 BTPaTH
06'emy B po3mipi 100 Mk abo Buiiie.

GSK mpoBesna KopuryBajibHi fii 30 CBOIMM IIOCTaua/JbHUKAMM LUTIPULIIB Ta
BIOPOBa/M/a MOJIIMIIEeH] WIMPUL]i 3 BAOCKOHA/JIEHUM MPOLIeCOM HaroBHeHHsT 3 ciuHs 2018
POKYy. SIK yOoCKOHasIeHi, Tak i ZOCTYMHI 3apa3 WpuLji OyAyTh HasiBHI Ha PUHKY 10 KiHLIs
2019 poky. YacTka IIMpHILiB, [0 MOTEHIIMHO Ti/IAraloTh MPOTiKaHHIO Oy/ie TTOCTYTIOBO
3MeHIuyBaTucad A0 KiHUg 2019 poky, KOJM [AOCTYIHI 3apa3 LUMPULU, SK OUiKY€EThCH,
OyayTb BUKOPHCTaHi.

Indopmaliisi npo noTeHLjiiiHe BBeJleHHA HeA0CTaTHHOI /{031

[aHi CTOCOBHO BBe/leHHSI BakKLIMH 3 MEHIIUM BMICTOM aHTWUIe€HY HasiBHI [Jisl
BaklMH XaBpuKC Ta EHmkepukc-B (1-2). 3a HasgBHMMU [JaHWUMH, BBEJIEHHS MOJIOBUHU
JI031 aHTUTeHY B CK/aJli BakIMH XaBpuKC abo Exmkepukc-B He Oyjge MaTy BIUTUBY Ha
CepOIPOTEKLIIF0 YA CEPOINO3UTUBHICTh. 3Ba)KalOud Ha Te, 10 MMOBIPHICTb TPOTiKaHHS,
sgKa TIPU3BOJWTH [0 BBEJEHHs MAaL[ilEHTy BBIUl MEHIIOI 03, € AyXKe He3HauyHOlo,
OUiKYy€TbCS, 1110 Oy[b-fIKMM BUIAZIOK HEAOCTaTHHOI'O [I03yBaHHsS, TIOB’SI3aHUAN 3
TIPOTiKaHHAM ILTIPULIiB, He Oy/le MaTH BIUIMBY Ha CEpPOITPOTEKI]it0/CePOTIO3UTUBHICTb.

HOnsa  BakiuHu TBIHPUKC, He3Ba)kalOUM Ha BiJICYTHICTb [aHUX CTOCOBHO
JOCTiKeHb 3anexHOCTi edekty Bix o3, Oys0 TPOAEMOHCTPOBAaHO, IO iMyHHa
Bi/ITIOBiZIb HA /JBa aHTWUT'€HW B CKJa/li BaKI[MHU TBiHpUKC Oyna IjoHaliMeHIIIe TaKOro >K
piBHS, AK 1 BIANOBIiAb IMIC/Is Le[VIeHHS OJHOBaJIeHTHUMU BakKLMHAaMKA XaBpPUKC Ta
Enpxepukc-B (3), /g sKMX HasiBHI [jJaHi CTOCOBHO BBEJIEHHS []03M 3 MEHIIUM BMiCTOM
aHTUTEHy.

st IHIMX BaKIMH, 110 MOTEeHL[IMHO MiJIIraloTh PU3HKY TPOTiKaHHS, HEMOXX/TUBO
OL[IHUTU HWMOBipHUI BIVIUB HeJI0CTaTHbOT O [I03yBaHHS Ha



CepOIpOTEKLIit0/CepONO3UTUBHICTb. [IpoTe, [ BakUuH, L0 BBOAATHCS Y BUIJIAAL
KiIbKOX 103 (2—3 MOuaTKOBi /103U TUIFOC peBaKLMHALlisl), UMOBIPHICTh TOrO, 110 KOXXHA
no3a Oy/ie BBeZieHa 3 TIPOTiKaHHSM ILTIPULIA € He3HAYHOIO.

JopaTrkoBa iHdopmanisa Mpo pekKoMeHJallii CTOCOBHO HeJJOCTaTHbOI 03U

SIKImo MiclieBi pekoMeHZAllii He OMHMCYIOTh CroCco0y YHUKHEHHs TpobsiemMu
BBeJIeHHS HeJOCTaTHbOI [I03M, HACTymHi pekoMmeHzauii LleHTpy KOHTpomto i
npodinaktvkyu 3axBoptoBanb CIIIA (CDC), wMiHicTepcTBa OXOPOHU 3/10pPOB’Sl
BenukoOpuTaHii Ta BcecBiTHBOI opranisaiiii oxoponu 370poB’st (BOO3) mMoxyTh OyTu
JOLJIbBHUMU:

o] 3rinHo 3 pekoMmeHgalli€el0 LleHTpy KOHTpo/O i NpoginakTUKU
3axBoptoBaHb CIIIA (CDC): «byap-sika Bakl[MHALlisi 3 BUKOPUCTAHHSIM 103U
MeHILIOT Hi’K CTaHJapTHa He MOBUHHA BPaxOBYBAaTUCs, i HEOOXi/JHICTh MOBTOPHOI
JI03W 3a7IeKUTh BiJ] BiKy 0COOM, 3a BUHATKOM THX BUIIAZIKiB, KOJM CEpOJIOTiuHe
JOCJTiPKeHHST BKa3ye Ha (popMyBaHHS aZieKBaTHOI iMyHHOI BifmnoBizi. fIkijo go3a
rapeHTepasbHOI BaKL|MHY BBe/leHa YaCTKOBO B 3B’A3KY 3 IIPOTiKaHHAM IUIPULIA YU
BTYJIKW TOJIKH, TO BBe/IeHHSI 1031 He0OXiJHO oBTOpUTK» (12).

0] 3rifHo 3 PpeKOMeHJaAlli€l0 MiHICTepCcTBa OXOpPOHU  3[0pOB’A
BenukoOpuTaHii: «Y THUX BUIAZKax, KOJW TAI[iEHTW OTPUMYIOTb MEHIITY 03y
BaKI[MHA HDK peKOMEH/|0BaHa, BaKLMHALil0 HeoOXiJHO TIOBTOPUTH, OCKiNTbKU
KiJIBKIiCTb 7103, IKi OTpUMYE Talli€HT, Mo)Ke OyTH HeJOCTaTHbO AJisi (OPMyBaHHS
MOBHOI iMYHHOI BifnoOBiZli. B onmTrManbHOMY BUTIAZIKy, BaKI[MHAI[il0 HEOOXiJHO
TOBTOPUTHU B TOU Ke JleHb. AKILO TTOBTOPUTHU BBEJIeHHS BaKLMHU B TOM JKe eHb
HEMO)K/IMBO, TO BBeJeHHs >KUBOI BAaKLMHU HeOOXiHO TIOBTOPUTH BIPO/OBXK
MiHiMaZbHOr'O iHTepBaly B HACTYIHI YOTUPU TWXHI I1iC/I BBeJleHHs] HEKOPEKTHOI
n03u. BBefeHHS iHAaKTMBOBAaHMX BaKUUMH HEOOXiZIHO TIOBTOPUTU SIKOMOTa
By Ie» (13).

3rigHo 3 pekoMmenpanismu BOO3 Bix 2015 poKy CTOCOBHO MepepBaHUX UM BifK/IaZleHUX
cXeM BaKuuHallii, a1 kombiHoBaHoi BakiuHM AK/III, a Tako)K BakI[UH TPOTU KOPY,
CKasy, eIlileMi4YHOro IapoTUTy Ta BIiTPSAHOI BICIIM PEKOMEHJO0BaHO «IIOBEpPHYTHUCS [0
CXeMM BakKlMHallii, He TIOBTOPIOIOUM TIOMepeiHI0 /03y, OAHAaK OycTepHa J03a
(peBakiuHaIlisi) MOBUHHA OyTH 000B’SI3KOBO BBeZieHa» (14).

In¢dopmariisi Ipo noTeHLjifiHe Nepej03yBaHHA

[Ilo cTOoCyeTbCS MOTEHLiMHOTO PpU3UKY T[epefo3yBaHHS Yy pasi BBeJeHHS
MOBTOPHOI /1034, TO 3Ti/IHO 3 HasBHUMM [JaHMMH II0/I0 Tiepefo3yBaHHs A/ [H(aHpUKC,
Indanpukc II1B, Indanpukc ITIBXIB, Bbyctpukc, Bbyctpukc Ilonio, TBiHpukc Ta
[Tpiopukc (4-11), 3apeecTpoBaHi HebaXkaHi siBUIIa Oy/M TIOAiOHUMU 10 3apeeCTPOBAHUX
TIpU BBeJIeHHI CTaHAapTHOI [J03U.

ITopsaoK MoBiOM/IEHHA PO MOOiIYHI peakuii

ITpo yci mobiunHi peakiiii, 1[0 BUHUK/IK Y TAI[i€HTiB, HEOOXiZHO TIOBiIOMJIATH 710
[eprxaBHOro exkcrieptHoro neHtpy MO3 BiAnoBifHO [0 BUMOI MYyHKTY 8 po3ainy IV
[Topsiaky 3milicHeHHs (apMakKoOHar/isly, 3aTBepZpKeHoro Haka3oM MiHicTepcTBa
OXOpOHM 370poB’st YKpainu Bifg 27 rpygHsa 2006 poky Ne898, 3apeectpoBaHuii B
Minicrepctsi roctuwii Ykpainu 19 rpygHs 2016 poky 3a Nel649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOpOHU 310pOB’s YKpainu Bif 26 BepecHst 2016 poky Ne996).



GSK Harosomlye Ha Ba)JIMBOCTI TOJ@HHS BCiX CKapr Ha JIiKapcbKi 3acobu Ta
BaKI[MHW, BK/IOYAKOUM TIPOTIKAHHS IUTPUL[iB, SK Ba)K/IMBOTO eJIeMeHTYy MO/abIIol
riepeBipKy Oe3reKy BaKI[|H.

3 TIMTaHHSIMU 1[O/0 AKOCTI Ta TIOMUJ/IOK TIPY 3aCTOCyBaHHI BakMH GSK, a Takox
mizo3pu Ha TMOGiuHiI peakilii Ta MeguuHOI iH(OpMarlii, IO Ma€ BiJHOIIEHHS [0
BUK/IaIEHOTO BWIlle, CJiJ 3BepTaTucsa 3a TeinedoHoMm +38 044 585-51-85, dakcom
+38(044)-585-51-92, abo enekTpoHHO!O TOIITOI 0ax70065@gsk.com).
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3 moBaromo,

PerioHanbHU MeHepKep 3 hapMaKoHarIAaAy
I'CK ®dapmacsroTikaic YKpaiHa

Inua J/lamuuHCBKA



