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HAIIIOHAJ/TbHUM BCTYII

OcTaHHIMH pOKaMM aKTyaJbHUM TIMTaHHAM (apMalieBTUUHOI ramys3i €

CTBOPEHHS Cy4YaCHUX BaKLMH 1 MPOQiIaKTUKK iHPEeKL[IMHUX 3aXBOPIOBaHb.

Y 3B’s3Ky 3 maHjeMier0 (BU3HAHO BcCecBiTHBOK OpraHizalli€l0 0XODOHU

3a0poB’s (BOO3) 11 6epesns 2020 p.), 1[0 BUHKK/IA BHACTIJOK PO3MOBCHO/PKEHHS B

CBiTi KOpoHaBipycHoi xBopobu — COVID-19, 3’sBusacsi HaAi3BHWYaiiHa roTpeba y

cTBopeHi BakimH. [IpuunHoro xBopobu ctaB KopoHaBipyc SARS-CoV-2, 1IUpKy/IsLis

SKOTO B JTFOZICBKiM rtomyJisALiii 6yma g0 rpyaHs 2019 poky HeBiomMoro.

Choro/Hi ie poboTa 3i CTBOPEHHSI eTiOTPOITHUX TTperapariB 3 Aiero Ha SARS-
CoV-2. ¥ cBiTi 3 Meror mipodisiakTuKi KopoHaBipycHoi iHdekuii COVID-19
po3po0/ieHO Ta 3aCTOCOBYETbCS LMK KOMILJIEKC BakIMH, a came: iHaKTHMBOBaHi,
BEKTODHi, Oi7KOBi Ta BakIMHM Ha OCHOBi HYK/JeIHOBMX KHC/IOT. Hapasi mamas
BaKL[MHALl B YKpalHi BUKOPWUCTOBYHOTh Ta IJIaHY}OTh BUKOPDUCTOBYBAaTU BaKLMHU
BiJOMMX y CBiTi pO3poOHMKIB i BUpPOOHMKIB. BakiMHallisi 3aaMILIA€ThCs
BUCOKOe(eKTUBHUM MeTO/IoM TpPodinakTUKY iH(deKLiMHUX 3aXBOpIOBaHb, TOMY
po3po0OKa BaklMH € TepPCeKTUBHUM Ta BKpall Ba)K/IMBUM HampPSIMKOM PO3BUTKY
ranaysi.

[Is HacTaHOBA CPUSTAME 3aCTOCYBaHHIO iHHOBAL[IMHUX MeIUUHUX TEeXHOJIOTIN
i BHUKODHCTAaHHIO CyuyaCHUX Mi>KHAapOJHUX KEpPIBHHMIITB Yy TMpoIeci po3poOKy,
JOK/TIHIYHOTO BWBUEHHSI Ta K/IiHIYHMX BUMPOOYBaHb HOBUX BHCOKOE(EKTHBHUX Ta
Oe3meyHMX BaKI[WH A1 TIPOGiMaKTHKY iHPEeKIIMHUX XBOPOO.

g HaCTaHOBA po3pobJieHa Ha Ti/icTaBl KepiBHULITBA
EMEA/CHMP/VWP/164653/05 Rev. 1 «Guideline on clinical evaluation of
vaccines», — August 2023 («KepiBHMLITBO 1110/10 K/TiHIiYHOi OIL[iHKH BaKI[UH», —
ceprieHb 2023) [6].

Lls HacraHoBa 3amiHtoe HacrtaHoBy 42-7.7:2020 «Jlikapcbki 3acobwu.
KepiBHULITBO 11100 K/TIHIYHOT OL[IHKU BaKLIUH».

Opranisariis, BiAnoBijanbHa 3a L0 HacTaHOBY, — MIHICTePCTBO OXOpOHU

3710pOB’A YKpaiHu.


https://uk.wikipedia.org/wiki/SARS-CoV-2
https://uk.wikipedia.org/wiki/%D0%92%D1%81%D0%B5%D1%81%D0%B2%D1%96%D1%82%D0%BD%D1%8F_%D0%BE%D1%80%D0%B3%D0%B0%D0%BD%D1%96%D0%B7%D0%B0%D1%86%D1%96%D1%8F_%D0%BE%D1%85%D0%BE%D1%80%D0%BE%D0%BD%D0%B8_%D0%B7%D0%B4%D0%BE%D1%80%D0%BE%D0%B2'%D1%8F
https://uk.wikipedia.org/wiki/%D0%92%D1%81%D0%B5%D1%81%D0%B2%D1%96%D1%82%D0%BD%D1%8F_%D0%BE%D1%80%D0%B3%D0%B0%D0%BD%D1%96%D0%B7%D0%B0%D1%86%D1%96%D1%8F_%D0%BE%D1%85%D0%BE%D1%80%D0%BE%D0%BD%D0%B8_%D0%B7%D0%B4%D0%BE%D1%80%D0%BE%D0%B2'%D1%8F
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Ils HacraHoBa Oy/e TepernsiAaTHCS BiATIOBIAHO 10 3MiH i AOIMOBHEHb, IIO
BHOCATHCA [0 «Guideline on clinical evaluation of vaccines», — August 2023 [6].

[Tono)keHHs1 HACTAaHOBU BiZANOBIJAOTh UYWHHOMY 3aKOHOZABCTBY YKpalHU:
3akoHy Ykpainm «IIpo mikapceki 3acobw» [1], TlopsigKy TpoBeseHHS KITiHIUHHAX
BUTIPOOYBaHb JIIKADCHKMX 3acobiB  Ta eKClepTh3u MarepiaiB K/IIHIYHUX
BUTIPOOYBaHb i TUIIOBOMY ITOJIOXKEHHIO TIPO KOMICii 3 TMTaHb €THKH, 3aTBEPIKEHOT0
Haka3oM MiHicTepcTBa OXOPOHU 3740poB’s YKpainu Bij 23 BepecHs 2009 poky Ne
690, 3apeectpoBaHoro B MiHicTepcTBi toctvuii Ykpainu 29 xoBTHs 2009 poky 3a
Ne 1010/17026 [2] Ta HacTaHOBi 3 HanexxHOI K/TiHiUHOI MpakTUKH [3].

[Tinz ~wac  po3pobsieHHA  HACTAaHOBU [0  TIOJIOXKEHb  JOKYMeEHTa
EMEA/CHMP/VWP/164653/05 Rev. 1 «Guideline on clinical evaluation of
vaccines», — August 2023 («KepiBHMIITBO WL[OAO K/iHIUHOI OL[IHKW BaKL[UH», —
cepnieHb 2023) BHeCEHO OKpeMi 3MiHM Ta JOMOBHEHHS, 3yMOBJIEHIi UYWUHHUM
3aKOHO/IABCTBOM Ta MPUUHATAMU B YKpaiHi rapMOHi30BaHMMU HOPMAaTUBHHUMHU
nokymeHTamu. [esiki pefakiiiviHi 3MiHu Oyo monyueHo Ge3rocepefiHBO [0 TYHKTIB,
SIKUX BOHU CTOCYIOTbCS.

BHeceHi pefiakiiitiHi 3MiHU Ta jofjaTKOBa iHdopMallis:

- Ha3By L{i€] HaCTaHOBU HaBeJeHO BIAMOBIAHO A0 TosoxkeHb JCTY 1.5-
2015 «HartioHanbHa cranaapTu3ariiisi. [IpaBusia moOyj0BH, BUK/IaJaHHs, 0hOpM/IeHHS
Ta BUMOTH JI0 3MiCTy HOPMaTUBHUX JOKYMEHTIiB» [4];

— [IOJAaTKOBO BBeJIeHO TaKli CTPYKTYpHI eneMeHTU: «llepegmMoBay,
«HationaneHuii  BcTym», «Cdepa 3acTocyBaHHs», «HopMaTHBHI MOCHIaHHS»,
«[To3HaKK Ta CKOpOUeHHSI», a TakoXX «bibmiorpadis», — sKki odopmneni 3rigHo 3
nonoxxeHHsimu JICTY 1.5-2015 «HarjioHanbHa cranaapTtuy3aiiis. [TpaBuia no6y10BHy,
BUKJ/Ia/laHHs, 0()OpMJIEHHS Ta BUMOTH [0 3MiCTy HOPMAaTHMBHUX JOKYMEHTiB» [4] i
OCTY 1.7-2015 «HaujioHnaneHa craHpaptusaiis. [IpaBuia Ta MeToaW NPUMHATTS
Mi)KHApOJJHUX 1 perioHaJibHUX HOPMAaTUBHUX [OKYMeHTiB» [5]. «3MicT» 1€l
HaCTaHOBU MOJAHO 3 ypaxyBaHHSM [J0JaTKOBUX CTPYKTYPHUX €JIeMEHTIB;

- OCHOBHI IMOJIO’KeHHS BUKJ/1aZ|eHO Y po3/ i «KepiBHULITBO W00 KJIIHIYHOL
OLIIHKM BakKLUH»; TPU LbOMY KOXEH CTPYKTYpPHHUW eJleMeHT Yy Ljii HaCTaHOBi

BianoBifnae Takomy y KepiBHulTBi: EMEA/CHMP/VWP/164653/05 Rev. 1
VI
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«Guideline on clinical evaluation of vaccines», — August 2023 («KepiBHHULITBO
1110/10 K/TiHIYHOT OLIiIHKY BaKLIUH», — cepreHb 2023);

- y po3gini  «HopmatuBHI  mocusaHHSI»  [OJATKOBO  HaBeleHO
6i6riorpadiuHnii OnMC HOPMAaTUBHUX JOKYMEHTIB, 1[0 3raflylOThCs Y 1ili HACTAHOBI;

— y po3gini «bibmiorpadisi» gogatkoBo HaBeseHO Oibmiorpadiunuii omuc
HOPMaTHMBHUX JIOKYMEHTIB, IMOCH/IaHHS Ha SIKi HaBeJ|eHO Y Liil HaCTaHOBI;

— repesiik CKOpoueHb, 1110 BAKOPUCTOBYIOThCS Y 1]id HACTAaHOBI, HaBe/IeHO B
po3ii «Ilo3Haky Ta CKOpOUEHHSs»;

— JOATKOBO [0 mocuiaHb Ha KepiBHuLTBa ICH (aHea. International
Council for Harmonisation of Technical Requirements for Pharmaceuticals for
Human Use — MbkHapogHa paZa 3 TrapMoOHi3alii TexXHIYHUX BUMOI [0
(dapmal|eBTUUHUX TiperapaTiB [Jid BUKOPUCTaHHsA JoguHoi0) Ta EMA (aHen.
European Medicines Agency — E€Bpormeiicbke areHTCTBO 3 JIiKiB) 3po0JieHO
TIOCUJIAHHS Ha BIZIMOBIHI rapMOHI30BaHi JOKyMEeHTH, 3aTBep KeHi B YKpaiHi.

IIss HacTaHOBa 3aCTOCOBYETHCA K METOJWUYHI peKOMeHAALlil A1 poBeleHHs
K/IIHIYHUX JOC/IIKeHb 100 K/IIHIYHOI OL[IHKU BaKL|MH.

OpugyvuHa cuna HaCTaHOBU BIJNOBiJa€ IOPUAWYHIA CW/L  BiATIOBIAHOTO
kepiBauTBa EMA, 3 KMM rapMOHI30BaHO L[F0 HACTAHOBY. i Cj1ij posrisgaty siK
TeXHIYHUW [JOKYMEHT [/ HaJaHHS KOHCYJ/bTAl[id 3asBHUKAM | BJlaCHUKaM
peecTpaLiiiHUX TOCBiYeHb, KOMIETeHTHMM YTMOBHOBa)KEHMM OpraHam Ta IHIIUM
3allikaB/ieHMM oco0aM IIoZI0 HaWKpalroro i HaWOiMbIl TPUWHATHOTO CrIOCO0y
JIOTPUMaHHS TI0JI0’KeHb, BCTAHOBJIEHWX 3aKOHOJABCTBOM YKpaiHU. I1osokeHHs Lii€l
HaCTaHOBHU BiZiloOpakytoTh rapMmoHizoBaHuii (y pamkax €C ta ICH) miaxiz, BoHu
0a3yroTbCs Ha OCTAHHIX HAYKOBUX JOCATHEHHSX Y LIk raly3i 3HaHb.

Y pamkKax YMHHOrO 3aKOHOZABCTBA L HACTAHOBA HOCUTh PEKOMEHJAaLlinHUN
xapaktep. JloTpuMaHHsl ii TIO/I0)KeHb 3allikaB/IeHUMH CTOpPOHaMM (TakKUMHU $IK
3asBHUKM, BJIACHUKU PpEECTPAL[iiHUX T[IOCBiJUeHb, pPO3POOHUKM 1 BUPOOHWKHU
MKapChKUX 3aco0iB, eKCIIepTHi Ta peryasaTOpHi OpraHd) ITiIBHIIUTL Oe3IeKy
TIPOBe/IeHHs KTiHIYHUX BUNPOOYBaHb, CIIPUATHME BAOCKOHAEHHIO MPUHITUIIIB €TUKH

i 3MeHITIeHHIO BUKOPUCTaHHS JTab0paTOPHUX TBapHWH, TIPUCKOPEHHIO BITPOBA/KEHHS Y

VII
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MeZIMUHy TPaKTUKy HOBHUX JIiKapChbKUX 3aco0iB. OfHaK MOXKyTh OyTH 3acTOCOBaHi
aNbTepHATHBHI MiIXOAM 3a YMOBH iX Bi/JJITOBiJHOr0 HAYKOBOT'O OOIPYHTYBaHHS.
Takuii miAxig [0 mMpaBOBOro cTaTycy OLMBIIIOCTI HAYKOBUX HACTAHOB
BUKJ/Ia[IeHO y JOKYMeHTi €Bporielicbkoro areHTCTBa 3 fikiB (EMA) [24]. Bka3anuii
nigxig Bignosigae mo3uuii CBIiTOBOI opraxi3aijii TOprieiai 1040 3aCTOCYBaHHS

CTaHJapTiB.

VIII
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HACTAHOBA

JIIKAPCBKI 3ACOBHA
KiniyHa onjiHKa BaKIMH

MEDICINAL PRODUCTS
Clinical evaluation of vaccines

UunHa Big 08 ceprias 2024 poky
COEPA 3ACTOCYBAHHSA

LIs1 HacTaHOBa BU3HAYA€ 3arajibHi MPUHLIMITA KIIHIYHUX JOC/iIKeHb BaKLMH 3
METOI0 IX T0Ja/IbIIOl JepyKaBHOI peecTpatiii.

HacTaHoBa 3aCTOCOBYETHCS [0 BAKI[WH, IJ0 PO3POOSIOTHECS (CTBOPIOIOTHCH),
PEECTPYIOTLCA i BUPOOSAIOTHCS B YKpaiHi 11 MeIUUHOTO 3aCTOCYBaHHS B YKpaiHi
Ta 3 METOIO eKCIOPTY abo iMMOpTYIOThCs B YKpaiHy.

HacraHoBa TOIMMpPIOETBCA Ha IUIAHYBaHHS Ta [POBEJEHHS KIIHIUHKUX
JocimkeHb e(eKTUBHOCTI, iMyHOTreHHOCTI Ta O6e3reKu BaKL[1H.

IIs HacraHOBa pEKOMEHAYETbCS il CyO’€KTiB TroCrojaploBaHHS, sKi
3aliMaroThbCs PO3pOOKOIO, KTiHIUHMM BUBYEHHSIM, TIOJAaHHSIM 3assBOK Ha [lep)KaBHY
peecTpalif0 BakKLWMH Ha TepuTopii YKpaiHW, He3a/Jie)XHO BiJ  BiOMUYOro
MiATOpsAIKYBaHHS i (pOpMU BIACHOCTI, AJis Bi/INOBiTHUX 3asiBHUKIB Ta MiANPUEMCTB-
BUPOOHUKIB, TIPOAYKI|isi SKMX PEECTPYETbCA M IMIIOPTYEThCS B YKpaiHy, A
HayKOBO-eKCIIePTHUX OpraHi3aijiii, eKCIepTiB, 1[0 MPOBOASATb €KCIepTU3y MNpu
JeprkaBHil peectpariii (lepepeecTpatiii) JikapCbKUX 3ac00iB, a TAaKOX [I7Is ayJUTOPiB

Ta iHCIIeKTOPIB.
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HOPMATHWBHI ITOCW/IAHHSA

Y 11iil HACTaHOBI € MOCU/IAHHA Ha TaKi HOPMATUBHI JOKYMEHTH:

3akoH YKpaiau «I1po /ikapchbKi 3aco6m».

Haka3z MiHicTepcTBa OXOPOHHU 3[0pOB’A YKpaiHuu Bij 23 BepecHsi 2009 poky
Ne 690 (31 3wmiHamu) «IIpo 3aTBepmxeHHs IlopsigKy TIpOBeleHHS K/TiHIYHUX
BUTIPOOYBaHb  JIiIKADCHKMX 3aco0iB  Ta eKCrepTU3W MarepiaiB  K/IiHIUHUX
BUTTPOOYBaHb i TUIOBOTO OI0KEeHHS PO KOMICii 3 MUTaHbh eTUKK», 3apeECTPOBAHUM
y MiHicTtepcTBi roctulii Ykpainu Bij 29 »xoBTHA 2009 poky 3a Ne 1010/17026.

HacranoBa CT-H MO3Y 42-7.0:2008. — Jlikapcbki 3acobu. HanexHa
K/IHiyHa mnipaktuka / B. Manbues, M. JIanyHoB, T. byxrtiapoBa Ta iH. — KuiB,
MOQO3 Ykpainu, 2009.

Directive 2001/83/EC of the European Parliament and of the Council, of
6 November 2001 on the Community code relating to medicinal products for human
use. (OJ L 311, 28.11.2001) (JupektrBa 2001/83/€C €BpornencbKoro napjaMeHTy
ta Pagu Big 6 smcromaza 2001 poky mpo kKogekc CriBTOBapuCTBa BiZJHOCHO
JIIKapCBKUX TperapariB, TpHU3HAUeHUX JJis CIOoXUBaHHS JroAbMHU. (OditiHuin
)KypHaun nocunianss 311, 28.11.2001).

EMEA/CHMP/VWP/164653/05 Rev. 1 «Guideline on clinical evaluation of
vaccines», — August 2023 («KepiBHMLTBO WIOJ0 K/IiHIYHOI OL[IHKM BaKLUH», —

cepnieHb 2023).

10
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ITIO3HAKH TA CKOPOUYEHHA

[TobiuHe siBUIIIE
[TokasHUK ypa’KeHOCTi
CepefHe reoMeTpUYHe 3HAUEHHS KOHL[eHTpaLlii

CepeHe reoMeTpUYHe 3HAUYEHHS CITIBBIJIHOIIEHb

CepeiHE reOMETPUYHE 3HAUEHHSI TUTPY
IMyHHMI KOpesAT 3aXUCTY

Cepiio3He nobiuHe sBHUIIIE
KitiTHHHO-OMOCepeIKOBaHUM IMyHITET

KopoTka xapakTepucTHKa JIiKapChbKOTo 3aco0y

11
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K/ITHIYHA OIIIHKA BAKIINH
3AI'AJIBHI ITOJIOKEHHSA

IIgs HacTaHOBa ONMCY€ 3arajbHi TIPUHLUIIA Ta IMiAXOAW [0 [JU3alHY,

TIpOBe/IeHHS Ta OL[IHKU [OC/iI)KeHb BaKLIUH.

1. BCTYII

IIs HacTaHOBa CTOCYETbCH KI/IIHIYHOI OL{IHKA BakKLWH, TPU3HAYEHUX [JIs
npoinakTuKyA iH(GEeKiMHUX 3axBOpIOBaHb. BOHAa MICTUTh MipKyBaHHS L[0/I0
BUTNPOOyBaHb, METOI $SIKUX € [JOKYMeHTyBaHHsS Oe3rekd, iMyHOT€HHOCTi Ta
edektuBHOCTI (efficacy) HOBHX BakIMH-KaHAWAATIB i OOTPYHTYBaHHS BHECEHHS 3MiH
[0 iHpopMallii Mpo mpu3HauyeHHsI 3apeeCTPOBAaHMX BakKLUMH. BoHa TakoXX BpaxOBYE
MTUTaHHS TOTpeOM Ta BUKOPHCTAHHS [OC/impkeHb gieBocti (effectiveness — 1jeit
TePMiH 3yCTpiUa€ThCsl Y KOHTEKCTi e()eKTUBHOCTI BaKI[MHU Ha MiC/sIpeecTpaliiiHoMy
eTari, Tofi 5K efficacy — y KoHTeKCTi epeKTHBHOCTI Ha Tiepe/ipeecTpalliitHOMY eTarTi)
BaKLIUHU.

KepiBHULITBO 11010 K/TIHIYHOT OL[IHKU BaKLIUH
(EMEA/CHMP/VWP/164653/2005) oxoruttoBajio KJiHiYHY pPO3pO0OKYy BaKI[WH,
TIpU3HAYeHUX i1 MPOQINaKTUKU IH(QEKLiMHMX 3aXBOPKOBaHb [0 1 TMiC/As BIUIMBY
(excrio3wmiiii) 36yaHvKa. KepiBHMIITBO ITI0[I0 aJ’IOBAHTIB y BaKI[WHAX [/l JIFOJUHU
(EMEA/CHMP/VEG/134716/2004) MicTuio po3/i/ Mpo K/iHIUHY OL[iHKY BaKI[WH,
[0 CK/JaZly SIKMX 3arnpoOriOHOBAaHO BKJIKUUTHA af’toBaHTA. OHOBJ/IEHA pefakLis
TO€IHY€E KIIIHIUHI peKOMeH/allil, HaBe/leHi B LIUX JABOX JOKYMeHTax.

3 Momenty npuiiHaTTs EMEA/CHMP/VWP/164653/2005 6Garato HOBUX
BakiH Oymu cxBasieHi B €C abo oTpuMany MO3UTHBHUNM BUCHOBOK BiZITIOBiTHO 70
ctaTTi 58 Pernamenty (€C) Ne 726/2004, 30kpema KiflbKa BaKLIUH /151 TTPOQinaKTUKA
iHGeKI[iTHNX 3aXBOPIOBaHb, MPOTH SIKUX paHillle He Oy/I0 AOCTYITHOI BakMHU. [leski
3 IUX BAaKI[MH BK/IIOUAIOTh AHTUTeHW Ki/IbKOX 30yAHUKIB XBOpoOu abo KilbKox
MiJATUITIB OZHOrO 30yJHMKA. IXHE 3aCTOCYBaHHSA IOPYLIMIO HU3KY IUTaHb 100
rporpaM KIiHiYHOI pO3pO0KW BakI[WH, Ki He Oy/M PO3I/SHYTI B IOIEPeJHLOMY
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KepiBHULITBI. KpiM TOro, HagxoIW/Iy 3aMUTU Ha OTPUMAaHHSI HAYKOBUX KOHCY/bTal[il
II[0JI0 TIpOrpaM KJTiHIYHOI pO3pOOKM BaKLMH, sKi BKa3yBalud Ha HeoOXigHiCTb
HaZlaHHsI OHOBJIEHUX a00 10AAaTKOBUX PeKOMeH/allili 3 OKpeMUX MuTaHb. Harpuknag,
3 NUTaHb TIPOBEJIEHHS MAOC/Ti/PKeHb e(heKTUBHOCTI BaKLWMH, BUSIBJIEHHS iMYHHUX
KOpeJIATIB 3axUCTy, BaKLWH, MPU3HAUYEHUX [Jid BUKOPUCTAHHS B PI3HHUX CXeMax
TEepBUHHOIO TIiICU/IeHH IMYHHOI BIAMOBiZl, a TaKOX BakKLUUH [/ BBeJeHHS
BariTHUM J>KIHKaM [I/Is1 3aXUCTY IXHiX HEMOBJIAT MIPOTATOM TepLUIKUX MICSALIB )KUTTSI.

Y BignoBiAb Ha MOTOYHI MMUTaHHS, L0 BHUHUKAKOTH IIiI YaC HayKOBUX
KOHCYJ/IbTAlliM i B MaTepiasiax peecTpaljiiHUX JOChE, 1 OHOB/IEHA HAaCTAaHOBA MiCTUTH
obropopeHHs1 (haKTOpiB, MOB’S3aHUX i3 3aXBOPIOBAHHSAM Ta TIAL[iEHTOM, fKi CJIif
BpPaxOByBaTU T[IpYM I[UIAaHYBaHHI Ta iHTeprpeTalii pe3y/bTaTiB TMOPiBHAIBHUX
JOCTIipKeHb  IMyHOreHHOCTI. Hampukiaz, BaX/IMBO BpaxOBYBaTU TSXKKICTb,
CMEPTHICTh Ta/abo pU3MK HEOOOPOTHUX HAC/IIKIB iHPEKIIMHOT0 3aXBOPIOBAHHS, SIKe
C/Iif TmonepenTH, a TaKOXX HaAiMHICTh aHasIi3iB Jjis1 BU3HAUEHHS iIMyHHOI BiZimOBifi
npu Bubopi Mex He MeHioi edektuBHOCTI (non-inferiority) ¥ orfiHKK
HEeBIJMOBIAHOCTI KJIIHIYUHUX pe3y/IbTaTiB IOMNepeJHb0 BU3HAUEHUM KpUTepisiM. Y
BUTIPOOYBAHHSIX, ¥ SIKUX TOPiBHIOIOTh BaKI[UHU-KaHAW/IATH i 3apeecTpoBaHi BaKIWHHY,
1[0 MICTSITh AHTUTeHW Pi3HOI KIJBKOCTI TIATUIIIB OJHOTO i TOTO > OpraHi3Mmy,
BpPaxOBYEThCS iHTepIipeTallisi iMyHHOI BiAinoBi/i Ha pi3Hi (non-shared) migTumny.

HactaHoBa Tako)K PpO3I/Isila€ TMTaHHS IOAO0 [JW3aiiHy BUIIPOOYyBaHb
eheKTUBHOCTI BakKIWH, 30KpeMa BHMOip BiAIOBiIHMX KOHTPOJILHUX TPYII 3a Pi3HUX
obcraBuH. KpiMm TOro, meperssiHyTo po/ib CIOHCOPIB y HazaHHi iH(opmarii mpo
Ji€BICTh BaKUWH Yy MiC/ISIpeeCTpaLiiiHuK Mepiof; 3 Or/siAy Ha Te, L0 AOC/iKeHHS
e(eKTUBHOCTI 3a3BMYaii MPOBOJATH OPraHU OXOPOHHM 37J0POB’S1.

IcHyIOTB JesiKi 0cOOMBI acTieKTH OIiHKY Oe3IeKy BAKI[WHM TIif uac KIiHIYHMX
BUTIPOOYBaHb, 30KpeMa TlapaMeTpH, siKi MatoTh OyTH 3a[JOKyMeHTOBaHi B KOHKPETHUX
BiKOBHUX TIiATpymax. ¥ HaCTaHOBi HaBeZleHO 3arajbHi MipKyBaHHS IpPO po3mip 0a3u
JOpeecTpaliiHuX AaHux 3 Oe3MeKd, HANpUKIa[ I[00 KOHCTPYKLii BaKIMHU Ta
BUKODHCTAaHHS aHTWUTeHiB ab0 aj’foBaHTIB, SIKi paHillle He BXOJWUIH [0 CKIaay

3apeeCTPOBAHUX BAKIIVH.
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2. COEPA JIi

[Is HacTaHOBa aKIIEHTY€ yBary Ha K/IiHiuHili po3poOIiii BakIWH, [l BaKI[UHH
BM3HAUAIOThLCS SIK JIIKAPChKi 3ac00U, TIpU3HaueHi it podilakTHKK, TIOCTKOHTAaKTHOT
npodinakTuku Ta/abo iKyBaHHS 3axXBOpPIOBaHb, CIPUUMHEHUX iHGEKI[iHHUM
30yJTHUKOM, SIKi MiCTSITh aHTHUTeH(H) UM TeHeTHYHy iH(OopMallifo Mpo aHTUreH(u),
Gionoriunoro abo IMITYYHOrO TITOXO/PKEHHS, IO iHAYKYIOTh CrHerudiuHy iMyHHY
BiZIMoBib TipoTy 30yaHMKa(iB) iHdekiiliHoro areHTa(iB) UM HOro TOKCHHIB.

HacTtaHOBa CTOCY€ThCS BaKI[UH, 1[0 MiCTSTh O/IUH abo0 JleKi/lbka KOMITIOHEeHTIB:

- oprasi3mu, sKi Oy/ii iHaKTUBOBaHI XiMiuHUMH U (Hi3HUHUMH 3aC00aMu;

- JKUBi OpraHi3mu, siKi MPUPOJHO He € BipyJeHTHUMH /i1 TFOAWHH abo
Oy 06pobeHi uM reHeTHUHO MoMbiKOBaHi jis 3HWKEHHS IXHbOI Bipy/IeHTHOCTI;

- aHTUTeHH, BUJi/eHi i3 30yaHMKIB ab0 CeKpeToBaHi HMMH, sIKi MOXKYThb
BUKOPHCTOBYBATHUCSI B TIPUPOJHOMY CTaHi, 1eTOKCUKOBaHI XiMiUHUMH UM (Pi3UUHUMUA
MeTO/]aMH, arperoBaHi, 1o/iiMepr30BaHi abo KOH’10roBaHi 3 HOCIEM IS TMiIBUII[eHHS
IXHBOI IMYHOT€HHOCTI;

- aHTUTeHU, OTPUMaHi MeTO/IOM TeHHOI iH)KeHepii abo xiMiuHOro CUHTe3Yy;

- ’KUBi OakTepiasbHi UM BipyCHi BEKTOpPHI BaKIMHU, II[0 €KCIIPECYHOTh
Yy>KOpPiJIHI aHTUTeHU;

- HYKJ/IEITHOBY KMCJ/IOTY, 30KpeMma Iula3Mifji, CTBOpEeHi [Jig eKCIipecil
crielfu(iuHUX aHTUTEHiB.

B HacTaHOBi pO3TJITHYTO TPOrpaMH K/iHIYHHUX PO3pPO0OK /s TATPUMKH
CXBaJIeHHSI BaKIMH-KaHJUZAATIiB (TOOTO He3apeecTpOBAaHWX BAaKIWH), 3 a/i’ TOBAHTOM
abo 06e3 aj’roBaHTYy, a TaKOX [/ IIATPUMKA MoAuUdiKaliii BakI[UH y
nic/isipeecTpaliiHui mepiof (Harpukaaz, 3MiHA YW [OMOBHEHHS [I0 [03YBaHHS,
BiKOBOrO [liama30Hy /s BUKOPHUCTaHHS ab0 peKoOMeHJallii 100 CyMyTHbHOI
BaKIMHaLlil).

HactaHoBa cToCcyeTbcss BUMpOOyBaHb [Jii  JOKYMEHTyBaHHS 6e3rekw,
iMmyHoreHHOCTi Ta/abo eeKTUBHOCTI BaKI[UH. Y Hill pO3T/ISAAIOTHCS CUTYaIlil, B TKUX

BUMAaraeTtbCsi abo He BUMAaracTbCs AEMOHCTpa]_[iH quEKTI/IBHOCTi BdKLIWMHH, AHB&ﬁH
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JOpeECTpaIfiiHuX BUMPOOyBaHb [/ OI[iIHKKA e(eKTHMBHOCTI BaKI[MHW Ta OIfiHKa
[i€BOCTI BaKLIMHU y MiCISIpeECTPAL[iMHAN Mepio.

HacranoBa TakoXX PpO3I/iffa€ [0Ka3u, sKi MOXyTb OyTH OTpuUMaHi Yy
JOKJTIHIUHUX IOC/Ii/[PKeHHSIX, METOI SIKUX € TIiITBep/[»KeHHsI e(PeKTUBHOCTI BaKIIUH,
ajle He BpaxOBYE€ iHIII BUAW AOKJIIHIUHMX [JOC/IiIKeHb. BOHM ornmcaHl B iHIIKUX
KEePiBHUL[TBAX, L]0 CTOCYHOTbCS BaKLUH.

Kniniuni dapMakoKiHeTHUHI Z0C/Ti/I)KeHHST He PO3IJIsSIal0ThCs B 1[ili HACTAHOBI,
OCKiTbKM BOHM He € O0O0O0B’SI3KOBUMHU /IS BaklMH. BojHouac IOK/iHiuHi
(hapMaKOKiHEeTUYHI JOC/TiI>KEeHHSI MOKHA 3aCTOCOBYBATU y pPa3i BUKOPHUCTAHHSI HOBUX
criocobiB BBeJileHHsS BaKLIMHU a00 BK/IFOUEHHS /10 CK/Ially BaKLIMHU HOBUX aji FOBAHTIB
YU JONIOMDKHUX PEYOBUH.

dapmakoAyMHaMIiUHI  JOC/TIpKeHHS BaKLUH BK/IKOUYAKOTh  JOC/IiIKEHHS
iIMYHOT€HHOCTI, $IKi BUBUAlOTb IMYHHY BiJIMMOBijb Ha BakKI[MHY, MpPO IO WAETbCS B
po3zii 3.

dapmakoHarJisi 3a BaKLIMHAMH He PO3IJIa€ThCs B 1[Ik HACTAHOBI, OCKIJIbKU
BiH /leTanbHO PO3IJIsAIa€ThCcsi B 0KpeMoMy KepiBHULTBI CHMP (aHen. Committee for

Medicinal Products for Human Use — KomiTteT 3 j1ikapcbKHX 3ac0o0iB fiJist TFOAWHN).

3. IMYHOI'EHHICTD

3.1. XapakTepucTukKa iMyHHOI BijmoBiji

[ KO)KHOTO aHTUT'€HHOI0 KOMIIOHEHTa BaKLMHU-KaHAWAaTa, 3a/leXHO Bif
JocTyrHoi iHdopMmariii po iMyHHY BiAmoBiAL Ha Ti cami uu ToAiOHI aHTUreHHI
KOMIIOHEHTHM B 3apeeCcTPOBAaHMX BaKLMHAX, BW3HAUEHHS IMYHHOI BIAMNOBIAI B
CUPOBaTI]i, TIJIa3Mi, L[i/IbHilA KPOBi, MOHOHYK/IeapHUX K/IiTMHaX nepudepruyHoi KpoBi
abo iHozi B iHIIOMYy OiosioriuHOMYy Marepiami (HarpuK/aZ, Ma3Kd 3 HOCA, 3MHUBH 3
HOCa, 3pa3Ku CJIM30BUX 000/I0HOK) MOKe BK/IFOUATH TaKi JOC/TiHKeHHS:

- BUMipIOBaHHS (YHKI[IOHa/IbHUX aHTUTi/I (HaNpUK/aj, HeWTpasi3dyBalbHUX

aHTUTL, OAaKTEepPULIUJHOI aKTUBHOCTI abo orcoHodarouUTapHoi aKTHBHOCTI)
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Ta/abo 3B’s13yBa/IbHUX aHTUTIN (HAMpPUK/a/l, 3arabHUM PiBeHb 3B’ sI3yBaJbHUX
IgG, IgA, nigknacis Ig);

- OMUC KiHeTUKWA iIMYHHOI BIiJMOBifi (HaANpuK/iIaj, 4yac AOCATHEHHS ITiKOBUX
PiBHIB aHTHUTL/I Ta KpUBa PO3Majy aHTUTIN);

- IHAYKLiA IMYHHOI T1am’ ATi;

- JOC/IIPKEeHHSI  IMYHOJIOTIUHHUX ~ (PaKTOpiB, $IKi MOXYTh BIUIMHYTA Ha
ryMOpa/IbHy iMYHHY BiNOBiJb (HarpuK/a/, piBHI aHTUTI/I A0 BaKLUHALLii, 1110
€ pe3y/bTaTOM MorepeiHbOI BaKIWHALlil Ta/abo TPUPOAHOTO BIUIUBY);

- OLIiHKAa TepexXpecHO-peakTUBHOIO aHTUTLIAa (HaNpWKaa[, AaHTUTLIO, L0
BUHUKAE BHACTI/IOK [Iii aHTUreHa, 110 MepexpecHO pearye 3 aHTUreHoM(aMu)
O/THOTO UM JIeKi/TbKOX iHIIIKMX BUZiB a00 ITiITUTIIB B Me>KaX OIHOTO BU.Y);

- OL[iHKa TepexpecHOro TMpauMiHry (Harpukaaj, 3[4aTHICTb OJHOTO aHTUTEeHY
BUK/IMKATH iIMyHHY TlaM’ITb Ha iHIIMI aHTUTeH[H]);

- OLliHKa KJIITUHHO-0OMocepeAKoBaHOro imyHiTety (CMI) imyHHOI BifrnoBizi
(HampuK/aj, IIISXOM BU3HAueHHs KinbKOCTi T-KmiTHH, crerudiuHux s
BaKI[MHHOTO aHTUTeHYy(iB) Ta/abo aHTUTreHiB, OTPUMAHUX 3 OpPTraHi3MiB JUKOTO
TUMYy in vVitro, uepe3 TIpsMe MapKyBaHHs ab0 Ha OCHOBi BUBIJIbHEHHS
LIUTOKIHIB);

- JOCJTiHKeHHST Kopensiii MK TpodinssMu ekcripecii I[UTOKiHIiB abo TeHiB
(HampuK/iaZi, BpO/pKeHi iMyHHi abo TIa3MOK/TITUHHI CUTHAaTypH) ¥ iMyHHUM
KODEeJISITOM 3aXHCTY, PiBHSIMUA aHTUTIN a00 KIiHIYUHUMU SIBUII[AMH, TaKUMH SIK
iMyHOoOII0CepeIKOBaHi Mob6iuHi edexTu.

SIKITI0 MOXK/TBO, Oa)kaHo, 1100 KOXKeH iMyHHHI TlapaMeTp BU3HAUYaBCS B OJIHIN
LeHTpasbHil aboparopii i mo6 oaHi ¥ Ti ) JyabopaTopii BUKOPHCTOBYBAIUCS
BIPOJIOBX ycCiei mporpamMu KiiHiUHKMX BUIpoOyBaHb. SIKIIO 1ie HEMOXXK/IUBO, B
peecTparjiiHoMy [0Ch€ HeoOXiJHO BKa3aTH TOTEHI[iHHUI BIUIMB Mi>X/1abopaToOpHOi
BapiabeslbHOCTI Ha Pe3y/IbTaTH i BACHOBKH K/TiHIUHHAX BUTTPOOYBaHb.

Y mpoToKonax C/ifi BKa3aTd aHajisu, ski OyJyTb BUKOPUCTOBYBATUCS AJIS
OLIIHKM IMYHHUX TiapaMmeTpiB. AHasi3u, 10 BUKODUCTOBYIOThCS y 6a30BUX
BUTIPOOYBAHHSIX [I7Isl BUMiPIOBAaHHSI iMyHHHX TIapaMeTpiB, 1110 CIYyTYIOTh SIK TTePBUHHI
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Ta/ab0 OCHOBHI BTOPWHHI KiHIIeBi TOUKH, TIOBUHHI OyTH TIOBHICTIO BasTiloBaHi. SKII0
icHye TIpUMHSATHN Ha Mi>KHApOJHOMY PiBHi pedepeHTHUI aHami3, OyAb-gKi 3MiHU B
MeTo/[0/i0Tii pedepeHTHOr0 aHaji3y, [0 iX BHOCHUTb CIIOHCOpP, MalOTb OyTH
MiATBeppKeHi J0/JaTKOBUM [OC/TiPKeHHsIM. AHasli3u TMOBUHHI OyTH BigkamiOpoBaHi
3a BIANOBIJHUMH MIKHAPOJHUMU CTaHJapTaMH, K0 Takl iICHYHOTb. HKIIO MiJ yac
TIporpamMu KJIiHiuHOi po3p00KHU 3MiHIOETHCSI METO/I0JIOTisI aHasIi3y, HeoOXiJHO Ha/laTH
JaHi, SIKi TiATBepIKYIOTb Bi[ICYTHICTb BIUIMBY Ha pe3y/abTaTd abo MigTPUMYIOTh

BUKOPHCTaHHSI KOPUT'YBA/IbHOTO KoeiLlieHTa.

3.2. IMyHHi KOpe/isiTH 3aXUCTy

Y uiri HactaHoBi iMmyHHUN KopessaT 3axucTy (ICP) BU3HauaeTbCd SIK TUN Ta
CTYITiHb IMYHOJIOTTUHOI BIATIOBi/l, I1J0 KOPEJItOE 3 IHAYKOBAaHWM BaKLIMHOK 3aXUCTOM
BiZl IH(EKLIMHOrO0 3aXBOPKOBaHHSA 1 BBA)KAETbCA MNPOrHOCTUYHUM [J/IS1 KJTiHIYHOL
edektuBHOCTi. IIIupoko Bu3HaHi Ta A06pe miaTBepmykeHi ICPs icHywoTh mAs
oOMerkeHOTo Koma iHheKI[iIMHMX 3aXBOPIOBaHb.

3a BigcyTHocTi BcTtaHoBieHoro ICP [ KOHKpeTHOro iH(eKIilHOro
3aXBOPIOBaHHA CJiJ] AOC/IIKYBaTU B3a€EMO3B 30K MK IMYHHOKO BiATIOBIAA0 1
3aXMCHOI0 e()eKTUBHICTIO (KOPOTKOCTPOKOBOIO Ta/ab0 /OBrOCTPOKOBOIO), SIK TiTbKU
BUHUMKAE MOK/IMBICTh. Hanpuknaz, el B3aeM03B’ 430K MOKHA JOC/ipKYBaTH ITiJl yac
BUNTPOOYBaHb e(eKTUBHOCTI BaKIJMHU IIUIIXOM 3a00py CHpPOBATOK KPOBi y BCiX abo
GisbIIOl yaCcTMHU CY0’€KTIB JOC/i/PKeHHST 3 AOC/iKyBaHOI Ta KOHTPOJILHOI TPym
TiC/Is 3aCTOCYBaHHS MPU3HAUEHOI CXeMM i MOPIBHAHHSA IMYHHHX IlapaMeTpiB MiX
TUMH, Yy KOTO pO3BMBA€THCS, I THUMH, y KOTO He pDO3BUBAETbCA iH(]eKLiliHe
3aXBOPIOBaHHS, IKOMY Tpeba 3amobirtu. [ToBTopHUI 3abip CUPOBATOK i BU3HAUEHHS
e(eKTHBHOCTI BakKI[MHU Yepe3 TIeBHi MPOMIKKKM uYacy (Harpuk/iaZ, II0piuyHO)
BIIPOJIOBXK TI0/IQ/IbIIIONO CIMOCTEPEXKEeHHSI TaKOXK MOXXYThb OyTHM BUKOpPHWCTaHi AJisi
BusiByieHHs [CP.

Kpim Toro, sIKio mpoBe/ileHHsS BHUMNPOOyBaHHS e(heKTHUBHOCTI BaKIMHU €

HEMOKMBUM (auB. po3fin 4.1) abo skmo ICP He OyB BH3HAueHWM 3a JaHUMU
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BUTIPOOYBaHHS e(heKTUBHOCTI, MO)kHa oTpuMaTu ICP Ha OCHOBiI MPOCMEKTUBHOTO
JIOC/TipKeHHs1 Ai€BOCTI BakKUMHU (AuB. po3fin 5). TakoX BKa3iBKy Ha iMyHHUM
rapameTp, 1[0 Ma€ Haubi/lbllle 3HaueHHs A/ 3aXUCTy, a iHoAi i momepenHiii ICP
MO>KHa OTPHMATH 3 OJHOT0 a00 JeKiJIbKOX JOK/ITiHIUHUX JOC/TiKeHb e(eKTUBHOCTI,
CepOeTrTi/IeMiONoOTiYHNX  JOC/Ti/HKeHb (TOOTO BHMBUEHHS TPHUPOJHOIO 3aXHCTy) Ta
BUTIPOOYBaHb 3a YUaCTHO JIFOJUHU.

ICP He mMO)Xe 3aCTOCOBYBAaTHMCSI 11038 MeXKaMW BaKL[MHU Ta MOMYyJsLii, B SKiM
BiH OyB igeHTudikoBanuii. Harmpuknag, ICP mpoTu KOHKpeTHOro iH(eKLiitHOoro
3aXBOPIOBaHHS, 10 TIPYHTYETbCA Ha (YHKLIOHA/IBHIA TyMOpPa/bHIA IMyHHIN
BiZIMOBiZli, He MOXXe 3aCTOCOBYBATHCS [0 BaKLWH, TIPU3HauUeHUX /s MPOdilaKTUKU
TOT'O >K 3aXBOPIOBaHHS, sIKi 3a0e31euyr0Th 3aXHCT 3a JOTMOMOrOI0 iHIIIOTO iMYHHOTO
MexaHi3Mmy. Kpim toro, ICP, oTpumaHuii B pe3y/ibTati AOC/iKeHHsT e()eKTUBHOCTI Y
HEMOB/IAT, He O000B’SI3KOBO MoOyke OyTM 3acTocoBaHuii 0 mpopociux; ICP,
BCTaHOBJIEHUH [T OIHOTO TiATUIY 30yAHMKa, He MOXKe OYTH 3aCTOCOBAHMM /10 BCiX
TTiZITUITIB, @ TAKO>K He MOyke OYTH 3aCTOCOBAaHMM /10 BCiX MOXK/TUBUX IIISIXiB BBe/I€HHS
OJHUX 1 THX Ke aHTUTeHiB.

Y peskux Bunagkax HeMOX/IUMBO BuUsHauutu ICP, mporte pgaHi K/IiHIYHKX
BUTNIPOOYBaHb MOXXYTh BKa3yBaTWU Ha TIOPOTOBe 3HAUeHHs I1€BHOTO iMyHHOTO
rapaMmeTpa, KU MOKe CJIyTyBaTH [i/isl TIOPiBHSIHHS MiK BaKUMHaMu abo rpyrnamu
HaceneHHs1 (Hampuk/aaZ, 1Moo cepotun-crenudiuHoro IgG, BUKIMKAHOTO
KOH FOrOBaHMMHU IMHEBMOKOKOBHMMHM mMoJiicaxapyugaMu). [1oporosi 3HaueHHS MOXYTb
BUKOPUCTOBYBAaTUCA fAK OpI€EHTUP TIIpyA IHTepriperaljii iMyHOJIOTIYHUX [AHUX,

OTPHMMdHHX B XO,E[I moJga/bIinx BI/IHpO6YBaHb MMeBHOI'O TUITY BAKIMH.

3.3. Iu3aiiH NopiBHA/IbHUX BUNPOOYBaHb iMyHOT€HHOCTi

Y OupoMy po3fuii po3r/IAAArOTBCS  3arajibHi  MPUHLIMIIA  TIPOBeeHHS

TOPiBHSUIbHUX BUTMIPOOYBaHb iMyHOT€HHOCTI He3asie)KHO Bifl L1ijiell BUITpoOyBaHHS.

3.3.1. IlepBuHHI Ta BTOPUHHI KiHI|eBi TOUKH
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IlepBuHHI Ta BTOPHHHI KiHIIeBi TOUKH, OTPUMaHi B pe3y/bTaTi MOPIBHAIBHUX
JOC/i[PKeHb IMYHOI'eHHOCTI, MOKYTb BK/IFOUaTH TaKi [TOKa3HUKU:

- BifICOTOK Cy0’eKTiB 3 iMyHHOIO BiANIOBiAAI0 Ha BaKIMHAI[ilO, III0
nepeBuillye BusHaueHuit ICP (ToO6To piBeHb cepormpoTekiiii) abo TmepeBUIIye
TIOPOTOBHMH piBeHb;

- Bi/ICOTOK Cy0’€KTiB 3 morepeJHb0 BU3HAUEHUM TIPUPOCTOM (HArNpUKIIa/I,
TIPUHANMHI 4-KpaTHUM TiJBULLEHHSIM) KOHLEHTPAL|il/TUTPY aHTUTIN 40 BaKLMHALIT i
TTiC/1s1 BaKIuHaIlii (To0TO piBeHb CepOKOHBEpCii);

- Bi/ICOTOK CepOHeraTMBHMX ab0 Ceporo3uTUBHUX Cy0’ekTiB (3
BU3HAUEHHSIM CEpOCTaTyCy, 0OIPYHTOBAHMM IIIOZI0 aHasIi3y) /10 Ta Mic/Is BaKIMHALIiT;

- TIOKa3HUKU CepOIpOTeKL[ii Ta CEpPOKOHBepPCil IMic/isl BaKLjMHALIil OKPeMO Y
THX, XTO OyB cepoHeraTUBHUM ab0 CepOrNO3UTUBHUM Ha ITOYaTKy BUITPOOYBaHHS;

- cepelHE TeOMeTpHUYHe 3HaueHHs KoHieHTparii (GMCs) aHTUTIT abo
cepefiHE reoMeTprUuHe 3HaueHHs TUTPIB (GMTSs) Ta cepeiHE reoMeTpUUHe 3HAYEHHS
crniiBBigHOmEeHb (GMRS) mo/micist BakIMHallii;

- KiIbKicTe ab0 BificoTok cy6’ekTiB i3 ceHcubisizoBaHuMH (TOOTO
aHTureH-crienudiuanmm) T-kaiTiHaMu (BK/ItOUarour ceHcubimizoBani CD4+ i CD8+
T-kmiTHHM) [0 | Mg BakLUHALIl, Ope/CTaB/eHi BiANOBIAHO A0 aHTUreHY(iB),

BUKOPUCTAHOTO(MX) AJi1 CTUMYJIALIiI, Ta UTOKIHY(iB), BUSBIEHOr0(MX) B aHasi3i(ax).

IlepguHHa sakyuHayis

3a HasBHOCTi BiamoBigHoro ICP abo moporoBoro 3HaueHHs, SIK TMPaBUJIO,
OCHOBHMM iHTepeC TMpeJCTaB/si€ YacTKa BaKI[MHOBAaHUX, SIKi WMOBIpHO OyayThb
3axUIIeHi IMic/isg 0JHOPa30BOr0 BBe/IeHHs TIePBUHHOI /1031 a00 TIic/Is1 OCTaHHBOI J]031
TePBUHHOI cepii BakMH. TOMy 3BUYalHOIO MEPBUHHOK) KiHILIEBOI TOYKOIO € PiBE€Hb
CEepOITPOTEKIIii TTic/Is BaKIMHALII abo BifACOTOK Cy6’€KTiB 3 iMyHHOIO BiAITOBiAAI0 Ha
piBHi abo Buille moporoBoro 3HaueHHs1. SIkio Hemae ICP abo moporoBoro 3HaueHHS,
TEePBUHHOI0 KIiHIIEBOIO TOYKOK) 3a3BHMYall € piBeHb CEPOKOHBepcCii. BToprHHUMU

iHbopMaTUBHMMHY KIiHLIEBUMM TOYKaMHd MOXXYTb OYyTH piBeHb C€pONMO3UTUBHOCTI

19



CT-H MO3Y 42-7.14:2024

micis BakuuyHailii, a Takook GMC abo GMT. Bunsrkamu, komu GMC abo GMT
MOXXyTh OyTM TIepBUHHOIO KiHI[€BOIO TOYKOIO, €, HamNpuK/IaZ, BUMPOOyBaHHS

KOHCUCTEeHLIIT BiJ cepii g0 cepii.

BakyuHayis nicas nep8uHHOI 8akyuHayii (pesakyuHayis)

BakiuHy, 110 BUK/IWKAKOTh IMyHHY MaM’SITh I1iJ] YaC MepBUHHOI BaKLIMHALIil y
HeBaKI[MHOBaHUX o0ci0 (auB. po3minu 3.1 Ta 3.3.2), BBeJeHi micas TepBUHHOI
BaKIMHALlil, 3a3BUYall COPUYUHSIOTH [Yy)K€ BHCOKUM piB€Hb CEpOIpPOTEKIIii,
CepPOKOHBepCii Ta CepONO3UTUBHOCTI. TakKMM YMHOM Lii KiHLIeBi TOUKM 3a3BHUYall He €
UYYTJIMBUMHU [JIs1 BUSIBIEHHS SKMXOCh BIiIMiHHOCTEM MK BakKLIMHaMH, TOMY MOJKe
Oyt morinbHUM Bu3HauMTU micisBakiuHabHi GMC un GMT abo iHomi — GMR
(mo Ta micia GycTepHOi [03M) SK TIePBUHHY KiHI[EBY TOUKY, a ITOKa3HUKU
CepoKoHBepcii Ta/abo CepOIO3UTHBHOCTI CJIiJi BU3HAUWUTH $IK BTOPWHHI KiHIIEBi
TOUKH.

Ao BakiHa He BUK/IMKAE IMYHHOI Iam’fTi, MepBUHHA KiHI|eBa TOYKa
MOBUHHA OYTH TaKOO X, 5K i Ta, 110 Oysia obpaHa [/1s1 OLiHKM iMYHHOI BiAMOBiZi Ha

TIepBUHHY BaKLMHALIIO.

3.3.2. IlepBuHHI aHa/Ti3H

[MopiBHs/IbHI BUTIPOOYBaHHS iMYHOTE@HHOCTI, III0 TIPOBO/STHCS Ha pPaHHIX
cTafisix po3pobKU BaKL[MHU-KaHAWjaTa (HarpUK/az, [jiss BU3SHaAUeHHs CK/Iajy, 03 Ta
CXeM BBeJIeHHsI [Jisl TIO/ajbIIIOr0 BUBUEHHS), MOXXYTh TepefbauaTy TIPOBeJeHHs
OTMCOBOTO aHasi3y. Y BUMNPOOyBaHHSIX, MPU3HAUEHUX [JIsl TepeBipKyU rinores, Ciif
JoTpuMyBaTrCs pekoMmeHanii CHMP 1100 CTaTUCTUYHUX TWTAaHb, BKIOYAKOUH, Y
Bi/IMOBiAHMX BUMajJKaX, paHAoMi3allito 3 dakTopamu cTtpatudikallii (HarpuKIazi;
BiKOBi MiArpymu, perioH, icTropis momepegHbOi BaKlWHAI[i) i MOXXIUBY mOTpeby

KOPUT'YBaHHS Ha MHOKUHHICTb ITOPiBHSHb.
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SIKIII0 OCHOBHA MeTa MOJiATa€ B TOMY, 1100 MPO/EMOHCTPYBaTU He MEHIIy
edekTuBHiCTL  (non-inferiority) y pgocmimkyBaHiii rpymi(ax) TIOpiBHSHO 3
pedepeHTHOIO(MMHM) Tpymow(aMH) IIOAO0 iMYHHOI BiAmoOBiZi Ha KoKHUM abo
cnerdiunnii aHTUTeH(M), 1[0 CTAaHOBJATH iHTEpeCc, y BHOOpPI MeX He MeHIOol
edeKTUBHOCTI c/1if KepyBaTucsi pekoMeHzalismu CHMP. KiiHiuHi MipKyBaHHS [/1s1
BUOOpPY MeXi He MeHILOi e()eKTUBHOCTI MOBUHHI OXOIUIOBATH pPiB€Hb CMEPTHOCTI Ta
DU3MK CephHO3HMX HEe3BOPOTHUX HAC/IJKIB 3aXBOPIOBaHHS, SKOMY TIOTPiOHO
3arnobirtu. Kpim Toro, npu Bubopi Mexi He MeHI1101 e)eKTUBHOCTi MO>KHA BpaxyBaTH
OUiKyBaHY TOYHICTb BUMIDIOBaHHSI Ta e(EeKTHMBHICTb aHasidy (HampuK/az, HWKHSA
Me)ka BUsIBIeHHS abo KibKiCHOTO  BH3HAuU€HHS, BiATBOPIOBAHICThL), IO
3aCTOCOBYIOTBHCS [0 IEPBUHHOI'O IMyHHOI0 TTapaMeTpa.

[MopiBHsiIbHI ~ BUMPOOYyBaHHS  iIMyHOT€HHOCTI MOXYTb MaTH Ha MeTi
TIPO/IEMOHCTPYBATH TlepeBary iMyHHOI BiZiTIOBizi Ha oaWH abo JieKillbka aHTUTeHiB Y
JOC/Ii/PKYBaHi TpyIi TOpIBHAHO 3 pedepeHTHOK rpynow. Hampuknaza, komu
pedepeHTHa Trpymna He OTPUMYE AOC/iMKyBaHUi(i) aHTUreH(1), KOMU TOPiBHIOKOTH
Jo3u abo cxeMu BBefleHHs1 O/IHi€l M Ti€l X BaKLUHU-KaHAWJATa, a TaKOX KOJIU
OLIiHIOEThCS eheKT Bif| JoaBaHHs aj’ toBaHTy. Kpim Toro, oziHe i Te )k BUNIpoOyBaHHS
MO)Ke OyTH CIlaHOBaHe TaKWM UYMWHOM, 100 TIPOZIEeMOHCTPYBaTH He MeHIIy
e(eKTHBHICTb IMYHHUX BiJIMIOBiZileli Ha O/IHIi aHTUTeHW 1 MepeBary BiAMOBifel Ha
iHmi, abo K MOXKe TJIaHYBaTHCS BUTIPOOYyBaHHS Ha He MeHILy e(eKTUBHICTb i, SIKIII0
KpUTepili BiJNOBifae, — Tofanbiile BUTIPOOyBaHHs TepeBaru. Hampukiag, sKIIO
BaKIMHA-KaHJUAAT MIiCTUTh AaHTUTeHW Oi/bIOol  KiBKOCTI MiATHIIIB 30ygHUKA
TOPIiBHSIHO 3 3apeeCcTPOBAHOI0 BaKLMHOK, MeTOH Moke OyTH [IeMOHCTpaljisi He

MeHIIOI e()eKTUBHOCTI MPHU CXOXKUX MiITUIAX Ta MepeBary Mpy pi3HUX MiJTUIIaXx.

3.4. Ckuag, fo3a Ta rpagik 3acrocyBaHHS

3.4.1. Ckiaa Ta fo3a

21



CT-H MO3Y 42-7.14:2024

Pi3Hi migxoau OyayTh 3aCTOCOBYBATUCS 3ajle)KHO BiJj TOro, UM MiCTUTh
BaKLIMHa:

- aHTUTeH, sIKW paHillle He OYB BK/IFOUeHHH /10 3apeeCTPOBaHOI BaKLIMHY;

- ofuH abo Oinbllle aHTWreHiB, siKi padilie He Oyau o006’eAHaHi B
3apeeCTpOBaHil BaKLIVHI;

- a1’ FOBaHT.

1) Jnst aHTUreHy, siKuii paHillie He OyB BK/TFOUEHUM /10 CK/IaZly 3apeecTpoBaHOl
BaKIIMHU, 3B’30K MiX /liaria30HOM /103 i iMyHHOO BiZITOBiif0 HEOOXiIHO AOCTiIUTH
B K/IiHIYHMX BUMPOOYBaHHSIX, BPAaXOBYIOUH, II[0 JaHi AOK/IIHIUHUX AOC/iHKEeHb in
vivo 3a3BUuail He JI0TIoMararTh y BUOOPi 03U /151 /i'oAuHU. SKIIO HEeBiZloMo, SIKOIO
Mo>Ke OyTH 3axvCHa iMyHHa BiJITIOBiZib, MOXKHa BUOpaTH BUIIy A03y aHTUTeHY, MPH
SKil HeMa€ MOMITHOIO TIOCHUJIEHHSI iIMyHHOI BiZIMOBI/li, KPiM BUMA/KIB, SIKIIIO TiTbKH 3
I[ief0 103010 He icHye Tipobsem 3 Ge3rekoro, 1[0 0OMeXyrTh A03y. s BaKIMH-
KaHJU/ATiB, fKi MiCTATb BEKTODHI aHTWTeHW, BUIIPOOYBaHHS 3 BU3HAUEHHS [[03U
TOBMHHI OLIIHIOBAaTU TOTEHL[IMHUM BIUIMB Y)K€ iCHYIOUMX, a TaKOX BHUK/IMKaHUX
BaKL[MHOIO IMYHHMX peakliii Ha BeKTOP Ha iMyHHi Bi/INIOBi/li Ha aHTUTeHH, OTPUMaHI
BiJl 1[i/TbOBUX 30y JHUKIB.

2) [Ons BakI[MH-KaHIWJATiB, sKi MiCTITh OoAWH ab0 KilbKa aHTUTeHiB, II[0
paHillle He KOMOiHyBa/iMCsi B 3apeecTpOBaHiil BakKIMHi, iMyHHi BiJIOBifi MoykHa
TOPIBHIOBAaTU 3 TUMHU, L0 CIIOCTEPIraJnCs TIiC/Is1 KOJKHOTO OKPeMOI'0 BBEJEHHS LIUX
AaHTUTEHIB, 11100 OMiHUTU OyIb-AKUI BIUIMB HOBUX KOMOiHaIliii Ha iMyHHY BiJITIOBifb.
I[Tpote orjiHKa eekTiB KOMOiHyBaHHS OKpEMHUX aHTUTeHiB Moyke OyTy HermoTpibHOIO
abo HEMOXK/TMBOIO, SIKITIO:

a) MoTpiOHO KOMOiHYBaTH AyXKe BeJMKY KiJbKiCThb QHTUTEHIB (HarpHUK/a[,
JeKi/IbKa miaTuiB 30y 1HUKa);

6) aHTureH(u), MmO Ppo3rIALAEThCA(IOTbCS), Oyzae(yTs) pgomanuii(i) [0
3apeecTpoBaHOi KOMOiHOBaHOI BakIMHM — B I[bOMY pa3i MO)KHa ITOPiBHIOBaTH
KOMOiHOBaHy BakI[UHY-KaHJWZaTa 3 OKPEeMHMH BBeJIEHHSMU 3apeeCcTPOBAHOI

KOMOiHOBaHOI BaKI[MHH Ta [[0/IaTKOBOT0(MX) aHTUTeHYy(iB);
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B) KOMOiHOBaHa BaKIMHA-KaHAWAAT MICTHUTh JIMIle AaHTHUTeHW, $SKi BXKe
BKJIFOUEHI /10 CK/IaJly IHIIMX 3apeeCTPOBaHUX BakKL[MH, — B LIbOMY pa3i BakLHWHY-
KaHJyJara MOKHa TMOPIBHIOBAaTH 3 OKPEMHWMU BBeJeHHSIMU 3ape€CTPOBAHMX BaKLMH
ab0, SKII[0 BOHU BXKe CXBaJieHi /i1 CyMiCHOTO BBe/leHHsI, BaKIIMHY-KaH/AWjaTa MOYKHA
TIOPiBHIOBATU 3 CYITyTHIM BBeJ|eHHSIM 3apee€CTPOBAHMUX BAKLMH.

MoxyTb OyTu 3acTocoBaHi U iHIII cxeMu, a HeoOXigHicTb Ta o0bCsAT
BUTIPOOYBaHb CJTifi BU3HAUAaTH OKPEMO B KO)KHOMY BUITaJIKY .

CriocTepiraBcsi Herepe/j0auyBaHU BIUIMB Ha iMyHHY BiZAIOBi/ib, KOMM MeBHi
biKOBO-caxapuiHi KoH’toraTu Oyiv AofiaHi [0 CK/Iagy KOMOiHOBaHMX BaKI[WH-
KaHJUAATIB 3 [JesIKMMM IHIIMMM aHTUT€HaMH, BKJ/IKOUAKOUM iHILII KOH’FOraTH.
Haripuksaz, Moxke OyTH rmocrieHa iMyHHa BiZITIOBi/Ib Ha aHTUTe€HU, SIKi € TAaKUMU XK,
AK Oi/TOK-HOCiM y KOH’toraTi (HampuK/iaj, TpaBlieBHI aHaTOKCHH) abo ayke rofibHi
10 HbOro (Hanpuknan, Audrepivinuii aHatokcuH i CRM197). Cnig peTtenbHO
BUBUUTH TIOTEHI[ia7l TIABMINEHHS abo 3HWKeHHd IMYHHUX BiAmoBigeli Ha
KOH’FOTOBaHi aHTUTeHU Ta Ha KOH FOTaTHBHI OilKu.

3) Illopa3y, Komu aji’tOBaHT TIOTPiOHO BK/IIOUMTU [0 CKIaJly BaKIUHH,
He3a/Ie)KHO BiJl TOTO, UM € BiH KOMIIOHEHTOM 3apeeCcTPOBaHUX BaKLMH, HasiBHI JaHi
1po 0e3reKy Ta iMyHOTeHHICTh TIOBHMHHI TTiATBEPAKYBaTH KilbKiCTh aJ]’ FOBAHTY, III0
MICTUTBCSI B KOXKHIW f03i. [ miagTBepyKeHHsT MOXKHAa BUKOPHUCTATH TOTepeHiu
[IOCBiZ] 3aCTOCYBaHHS TOTO X a7 FOBAHTY.

BxroueHHs afi’toBaHTy [0 CKJIa[ly BaKLMHU-KaHAWaTa BAMarae BiAIOBiAHOL
aprymMeHrariii, ska MO)ke IPDYHTYBaTUCA Ha IO€JHAHHI JOK/IIHIYHMUX Ta K/IIHIYHUX
JaHuX. Y OiNbIIOCTI BUIMAKIB MOCUIEHHs iMyHHOI BifIOBiZi Ha oAuH abo KimbKa
AQHTUTeHHUX  KOMIIOHEeHTiB Mae OyTM TPOAEMOHCTPOBAHO y  K/IiHIUHHX
BUTIPOOYBAHHSX, Y SKUX Oe3rocepeiHbO TIOPiBHIOIOTh MpeTiapaTy 3 afi’ FoBaHTOM i 0e3
HBOT0. AJIbTePHAaTUBHO a0 A0ZATKOBO BK/IFOUEHHS aji’FOBaHTa MOyKe CIyTyBaTH /st
3MeHIIIeHHs] KiJIbKOCTi aHTUTeHHOTo KomroHeHTa(iB), HeoOXigHoro(MX) A/s
JOCSITHEeHHS LiIboBO1 iMyHHOI BifnoBizfi. L cTparerisi Moke OyTH Ba)K/IMBOIO, KOJIU
iCHyroTb O0OMEXeHHSI y T[IOCTayaHHi BakKI[MHH, TIOB’s3aHi 3 BHUPOOHHUI[TBOM

aHTUTreHHOro(KMxX) KomroHeHTa(iB), i BUHMKae TmoTpeba 3abe3meunTVl BeJIUKY
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KUTBKICTb /103 TIPOTATOM OOMe)KeHOro 4dacy (Hampukaaz, s OopoTbOom 3

TaH/IeMiYHUM TPUTIOM).

3.4.2. I'padik

IlepsuHHa sakyuHayis

HNanux 3 iMyHOT€HHOCTi Ma€ OyTM [J0OCTaTHBO /i BU3HAueHHs MiHiMa/lbHOI
KiTBKOCTi /103, HEOOXigHUX AJii OTPUMaHHS iMyHHOI BiJITIOBiZIi Ha PiBHI He HIDKUe
ICP uu moporoBoro 3HaueHHs1 abo, y pa3i BigcyTHOCTi 000X, A/iT MakKCHMaabHOTO
30i/bITIeHHsT iIMYHHOI Bi/ITIOBi/li, IKy MOXXHa 0Oe31eYHO J0CATTH B 1[i/TbOBIl MOy /IsLIil
yn cyOmomysiisix (Harpukiaj, BikKOBUX Tiarpymnax). Biamosiguuii(i) iHTepBas(u)
MK [J03aMy CJIiJ, JOC/HiIKyBaTM 3 ypaxXyBaHHSIM HasgBHUX [aHUX TIPO KiHETHKY
IMYyHHOI BiZIlIOBi/ji HAa KOXKHY ITOC/IiZJOBHY 03Y.

17151 HEMOBJIAT YacCTO [Iy>Ke Ba)K/IMBO SIKOMOTa paHillle BU3HAUUTU rpadik, 110
3abe3rneuye 3axyWCHY iMyHHY BiAmoBigb. BiporigHictb TOro, 1m0 MaTepPUHCHKI
AQHTUTL/Ia MOXYTb 3MEHIUIUTYM BeJWUMHY IMYHHOI BIiJIIOBii HEMOB/IATA Ha
BaKL[MHaLlit0, C/1iJ OL[IHKOBAaTH, BUBUYAOUM 3B’AA30K MK DPiBHSIMM aHTHUTII A0 1 MmiC/s
BaKI[MHYBaHHA. SIKIO B)Ke iCHYIOUI MaTepUHCBKiI aHTUTIa MarOThb MOTEHLIIMHO
K/TiHIYHO 3HAUyIIWMK HeTaTUBHUHN e(eKT, MoXKe OYTH AOL[iIBHUM JJOCTiIIATA iMYHHY
Bi/ITIOBi/Ib Y HEMOBJIST, KOJI TIePBUHHA iMyHi3allisi TOUMHAETLCS ab0 3aBepIyeThCs B
Jetrio Oinbln mi3HBOMY Billi. KpiM Toro, 1ipy BU3HaueHHi HabOi/IbII PAHHLOTO BiKY, B
SAKOMY MO>XHa BBOZAWTHU TIEPIITy 03y BaKLMHU, MOXKe OYTH KOPHUCHUM OI[iHUTH, YU
Bi/J0OYBCsI MpaiiMiHT, He3Ba)KarOUM Ha 3HIKEHY iMyHHY BiJIlTOBiZib HEMOBJISITU.

Y pa3i perynspHOTo 3acTOCyBaHHS HeMae HeoOXiHOCTiI oIfiHiOBaTH iMyHHi
Bi/IMOBiZIi Ha BakI[MHy-KaHAWAATa MPU [eKiJbKoX rpadikax iMyHi3allii HeMOBJIST.
Hampuknaz, skijo 3po6/ieH0 BHCHOBOK, 1110, WMOBipHO, MOTPiOHO 2 /103, OIfiHKa
iMyHHOI BifmoBifi y 2 Ta 4 Micsri Oyge JoCTaTHBOIO st oOrpyHTyBaHHS Tpadika,
AKUN TIOUMHAETLCS Ta/ab0 3aKiHUYeThCS B OibIN IMi3HBOMY Billi, OCKiMBKMA iMyHHa
BiAMIOBiAb, SIK TIpaBWIO, BUILA, a HE HWXKYA, KOS BIK HEMOBJ/ISITU HAa MOMEHT

BakKI[MHaIlii 36isbIyeTbest. OlLiHKa iMyHHHMX BifIITOBifleli y HEMOBJIAT BikoMm 2 Ta 4
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Micsili He MO)Ke OyTM Mi/ICTaBOIO I 3aCTOCYBaHHS Tpadika, KOMM BaKIMHAIis
TTIOUYMHAETLCS Y Billi 0 2 Micsi(iB abo MPOBOAUTLCS 3 1-MiCcSTUHMM iHTEpBaOM MiXK
[l03aMU.

Onst pi3HMX LibOBUX TPYyI HaceqeHHs (HarpuKiaj, HeJOHOLIeHUX [iTeu,
JIFOJ1el TIOXHIIOTO BiKy, TALli€HTIB 3 iMyHOZebilIUTOM Ta MAaIli€eHTiB, 5IKi Tepe0yBalOTh
Ha reMo/iiasi3i) MoXyTb OyTu BCcTaHOBeHi pi3Hi rpadiku. OcobnuBi rpadiku Takox
MOXXyTh OyTH TIOTpiOHi AJi1 T'pyIn Hace/leHHs, SKUM 3 TPaKTUYHUX MipKyBaHb
HeobOXifHa OfHOpa30Ba BakKIllMHALlis abo ckopoueHM rpadik Tpuiiomy (Harp. s

MaH/IpiBHUKIB Ta BariTHUX )KiHOK).
BakyuHayis nicas nep8uHHOI 8akyuHayii (pesakyuHayis)

3/[1aTHiCTb TIeEPBUHHOI Cepii BaKIMHALIi1 BUK/IMKATH iIMyHHY T1aM’SITb MOXKe Oy TH
MPO/IEMOHCTPOBAHA IiC/i BBEeJEHHSI MOBTOPHOI []03U Ti€l )K BaKLIMHU IJOHAMMeEHILIe
yepe3 6 MicsI[iB TIic/IsI 3aBepilieHHs TTepBUHHOI cepii BakumHaiii. ko GMC abo
GMT nmicnsg HaCTYNMHOTO BBeAEeHHS [03U BUILI 3a 3HAUEHHS MIC/A MepPBUHHOI 03U
Ta/abo BUIIi B Tpymi, fiKa paHillle OTpUMasa TE€PBUHHY Cepito, HXK y paHilie
HEBaKI[MHOBaHINU TPyIIi BiIMOBIJHOrO BiKy, fika OTpMMasia OJHOPA30BYy 103y, MOKHa
3poOUTU BUCHOBOK, ITI0 TIepBUHHA Cepisi BaKIMHAIil BUK/IMKana T-KITUHHY 3a/Ie)KHY
IMyHHY BIATOBib, $Ka CIIPUUYMHW/IA aHAMHECTUYHY peakllit0 Ha TTOBTOPHY
(bycTepHy) 03y BaKLIMHHU.

S0 BigjoMo, 110 AJ1s MiATPUMKH 3aXHCTy OyIyTh MOTPiOHI M0AAaTKOBI /103H,
iMyHHY BiZilIOBi/ib Ha 0fiHY abo AeKinbKa 03 Mic/s MepBUHHUX Cepii 3a3BUUail CJIif
JOC/i/PKyBaTH B XO/Ii Tepe/ipeecTpaliiiHuX BUNPoOyBaHb. SIKINO 1le He BizoMo, 1110
JUTST TIATPUMKH 3aXHCTY Bifl I[iTbOBUX 30yJHWKIB HeoOXifHI J0JaTKOBi A03M, CITifl
J0C/TiuTH TI0TpeOy i yac BBefeHHS [A0AATKOBOI(MX) A03H([03) Mic/sg MepBUHHOI
cepii. Bu3HaHo, 110 1oTpeba B [0/aTKOBUX [l03aX MOKe OyTW BW3HaueHa TIiC/s
OTPUMAaHHS ITIePBUHHOIO J03BOJIY.

[esKi BaKLIMHY BUK/IMKAIOTh IMYHHY MaM’SIThb y MEPBUHHIN Cepil BakLUHALlil,
OT)Ke Hemae ToTpeOu BBeJeHHS Tiel »K 03 /i peBakiuHallii (6yctepHoi m03u).

Tomy moxke OyTU JOLIJIBHUM AOCAIAUTHA Oe3reKy Ta iMyHOreHHiCTb HIDKUUX 103
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AaHTUTEeHY I PeBaKIWHALil, HDK THX, 10 Oy/1u BUKOPUCTaHi /s MpakMiHry, abo
TPOBECTH PeBaKLIMHALIiK0 CK/1a[i0OM, SKAU He MICTUTb a/i FOBaHTY.

3arasioM, He peKOMEeH/IyeThbCSI POOMTH BUCHOBKH TIPO HEOOXiAHICTh BBe/IeHHS
HAaCTYHUX [03 MiC/As TepBMHHOI BaKLMHAL|l JiMIle Ha OCHOBI 3HWXKEHHSI PiBHS
AaHTUTL/I. 3HKEHHS PiBHS aQHTUTIN [0 AesKuX 30YAHUKIB, y TOMY UHC/T HIDKYe
nepenbauyBaHoro ICP, He 000B’SI3KOBO BKa3y€ Ha BTpPAaTy 3aXHMCTY, SIKIIO iCHyBasa
iMyHHa mam’siTb (HaOpuWK/IaZ, TIC/As 3aCTOCYBaHHS BakLMHW MNPOTH remnatury B).
HaTtomicTe 1ipu Jesikux 30yJHUKAX, sKi IIBUJKO iHBa3ywoTh (invade) micis
KOJIOHi3awii (Hampuknan, N. meningitidis), Moxxe OyTH TOTpPiOHMM TiATPUMYBaTU
TeBHUM piBeHb LUPKY/IOOUMX aHTUTLI [jis 3abe3reueHHsT 3aXWCTy, HaBIiTh SIKIIO
MepBYHHA BakKLMHALid BUK/IMKaja IMYHHY IamM’fiTb. 3 LUX [PUYMH, KOJU Lie
MO>K/TMBO i AOL[i/IbHO, 6aXkaHo, 11106 HeoOXiHICTb i CTPOK BBeZIEHHSI HACTYITHUX 103
BU3HAYA/ICS Ha OCHOBI TPUBAJIOTO CIIOCTEPEXKEHHS 3a Cy0’ €eKTaMH, sIKi Opanu yuacThb
y BUIMPOOyBaHHSX e(eKTUBHOCTI BaKLMHHU, Ta/abo Ha OCHOBi [OC/ifKeHb [i€BOCTI
BaKL[MHU, ab0 Ha OCHOBi [JaHUX CIMOCTePeXeHHsI 3a 3aXBOPIOBAHHSIMM, OTPUMaHUX

TIPOTATOM IMOCTBAKLIMHAIBHOTO TIepiofy.
BuxkopucmaHHs pi3HUX 8aKYUH 8 medxcax 2pagikie

Hwkue HaBelleHO peKOMeHZALi [/l BWIIA[KiB, KOJM CITOHCOPH 0a)karoThb
BK/TFOUUTU B KOPOTKY XapaKTEPUCTUKY JTiKapChbKOTo 3aco0y (SmPC) KOHKpeTHi 3asBU
ITI0/I0 OTIMCAHUX CITOCO6iB 3aCTOCYBAHHS:

a) I7isT OOTpYHTYBaHHSI 3aCTOCyBaHHS Oisibllie HiDK OfHi€l BakKIMHUA [/Is1
OTpUMMaHHSI 3arajbHOI KiJIbKOCTi 7103, HEOOXiIHMX y Me)KaX TepBHHHOro rpadika
BaKLIMHYBaHHS, CJIifl TIPOZIEeMOHCTPYBATH, 110 TIPU BUKOPHCTaHHI Oisbllle HiXK OfHi€l
BaKI[MHU [IOCATAIOTLCS TOJiOHI iMyHHI BiAIOBiZAi TIOPiBHIHO 3 BHUKOPHCTaHHSIM
OKpeMO B3$ITOI BaKI[MHU [I/1s1 3aBepIlieHHs rpadika;

6) anss oOrpyHTYBaHHSI 3aCTOCYBaHHSI BaKI[UHU [Ji TIOCHJeHHS iMyHHUX
BiZITIOBiZlell y Cy0’€eKTiB, AKi OTpUMa/y MEepBUHHY Cepil0 3 BUKOPUCTAHHSAM iHIIIOI
BakKIMHU, CyO’€KTiB Tiic/is TIepBUHHOI BaKIMHALII OZHI€I0 BaKI[HOI MOyKHA

paHOMi3yBaTH [/I1 OTpUMaHHsA OyCTepHOI [03M TIePBUHHOI BakKLUMHA abo
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3arpOINOHOBAHO] a/bTePHAaTUBHOI BaKLMHU 3 METOK JeMOHCTpaLii He MeHIIOl
e(eKTHBHOCTI iIMyHHUX Bi/ITIOBilel;

B) A1 OOIDYHTYBaHHs 3aCTOCYBAaHHSI Pi3HMX BaKLUHHUX KOHCTPYKLIN AJist
TepBUHHOI BakKIMHAI[iI Ta OycTepHOi [03W (peBakIMHALlil) cxemMy BUMNPOOyBaHHS
MO>KHa TOPIBHATU 3 MOBTOPHOI 030K TEepIIOi BAaKLMHHOI KOHCTPYKLI 3 METOr0
JeMOHCTpALlii TlepeBary iMyHHHUX Bi/roBizeii Ta/abo po3ivpeHHs iMyHHOI BiZiTIOBi i

(HarpuK/a/, Ha JeKi/ibKa ITiITUIIB 30y JHHUKA).

3.4.3. IIlnax Ta/abo cnocido BBeieHHsA

[ns HOBOi BakKLMHU-KaHAuAATa BUOIp 1UIAXy BBeJeHHS (HAINpUKIa[,
BHYTPIIlTHLOM S130BO, ~ BHYTPIIlIHBOIIKipHO abo TiAIIKipHO) TIOBMHEH OyTHu
OOIDYHTOBaHMI Ha OCHOBI TIONEPEeAHLOTO AOCBiAy 3aCTOCYBAHHSI TAaKOTO XX THITY
BaKIIMHU Ta/ab0 KIiHIYHUX JaHUX, OTPUMAaHUX Y XOZi AOC/iPKeHb IT0YaTKOBOI /I03H,
CKJIaly Ta CXeMHU BBeJleHHsI BaKL[VHU.

Inst obIpyHTyBaHHSI albTEPHATUBHOIO IIVISIXY BBEJIEHHS 3apeeCcTpPOBaHOI
BakKIMHU 0e3 3MiHU 11 ckiay (HampuK/az, JO3BOJIMTH BaKI[HY, 3aPEECTPOBAHY ISt
BHYTPIIITHLOM S130BOTO BBejleHHS, BBOAUTH iHTpaHa3a/bHO ab0 3 BUKOPUCTaHHSIM
HOBOTO TIPHUCTPOIO, TAKOTO SIK TJIACTUP 3 MIiKPOTOJIKaMH), 3i 3MiHOIO abo 6e3 3miHu
no3u (7o3) aHTUTeHy, Moxe OyTu HeoOXifHUM TIpOBefjeHHS BUMPOOYBaHHS

edeKTUBHOCTI (JUB. po37is 4).

3.5. OpHouacHe 3acrocyBanHs (Concomitant)

OpHouacHe BBe/IeHHS BaKIIMH MOyKe TIPU3BECTH [0 TiIBUITIeHHST a00 3HKeHHS
IMyHHOI BIATIOBIZi Ha TIeBHI AaHTUIeHHI KOMIIOHEHTU TIOPIBHSHO 3 OKpeMUM
BBE/I€HHSIM.

Ha MOMeHT TouaTKOBOTO eTamy peecTpallii BakKI[UHU OakaHO MaTHy JjaHi Ipo
OJlHOUACHe BBeJleHHsA 3 BakKI[MHaMH, $Ki, HaWiMOBipHile, OyAyTb BBOAMTHCS

OJIHOYaCHO JJisi TpPO(MIiNMaKTUKX IHIIMX 3aXBOpIOBaHb. HKIO iCHye JeKijJbKa

27



CT-H MO3Y 42-7.14:2024

3apeeCcTPOBAHUX BaKI[MH, SIKi 3aXMINAIOTh BiJl OfHi€l i Tiel )k XBopobu (xBOp06), MoXKe
OyTu AocCTaTHIM BUMNPOOyBaHHS i3 OHOUACHUM BBeJleHHSIM O/IHi€l 3 I[MX BaKI[WH,
106 3poOWTH 3arajbHU BUCHOBOK PO OJIHOUAaCHEe 3acTOCYBaHHS B KOPOTKil
XapaKTepUCTULi Jiikapcbkoro 3aco0y (SmPC). OpHak crioctepiranocs pi3He
TTOCH/IEHHsST a0 MpUTrHiUeHHS iMyHHOI BiZITOBi/li HAa KOH’IOrOBaHi caxapwu, KOJIA
OiTKM-HOCIT /711 TIPOAYKTIB, 1[0 BBOAATHCSA pa3oM, Oy ofHAaKOBUMH ab0 pi3HUMH,
TOMY KOHKPeTHUI THIT KOH 0rarTy, L[0/l0 IKOTO € AaHi, ¢ Bkasati B SmPC.

O pesskMX BakLUWH, HAMpUK/a[ TMpPU3HAUEHUX [Jisi TMEepPBUHHOI  cepil
BakI[MHAI[ii y HEeMOB/AT, MOXXe T0TpeOyBaTHCS TapaHTisA, 110 BCi Cy0’eKTH
K/TiHIYHOTO BHUIPOOyBaHHA OTPUMAIOTh yCi HeOOXifHI aHTUTeHW [0 AOCATHEHHS
neBHOTrO BiKy. 1106 po3B’si3aTy 1ie 3aBAaHHS, MOXKYTb OyTH MOTPiOHI BUNPOOYBaHHS
[JI1  TIODIBHSIHHSL OJHOYACHOI'O BBeJeHHSI BaKLUHWA 3 OKPeMUM BBeJEeHHSM,
3po6/IeHMMH B 111aXOBOMY TOPSIZAKY (HalpUK/IaZ, MOPiBHATH OHOUaCHe BBeJjeHHS B 2
i 4 MicsLi 3 BBeIeHHSIM CTaHJapPTHUX BaKLMH [Jis1 HEMOBJIAT B 2 i 4 MicsLi 1 BaKLIUHU-
KaHguzaara B 3 i 5 micaiiB). Cepesi cTapiiiuX BiKOBUX TPYI Oi/bIll MOK/TMBO 3HAWTH
TONYyJIALI, Y SIKMX OJHOYAaCHe BBEJEHHS BaKLMH MO)KHA TIOPIBHATU 3 OKPEMUM
BBEJIEHHSIM, OCKIJIbKA JOCSTHEHHS 3aXWCTy BiJl yCiX aHTUTeHIiB 3a KOPOTKUU
TIPOMiXKOK uacy mMoxke OyTH He Take KpUTHUHe. [1jis JesTKUX TUITiB BaKL[MH, TaKUX, 1110
3a3BUYali BBOJATHCS Tepefi TOAOPOXOKIO, TaKOK BaX/IMBO OLIHUTH IMYHHY
inTepdepentiito pu Halbi/IbIIT HACUUeHOMY TpadikKy.

SKI0 B XOfi AOC/iKeHb OJHOYACHOTO BBe/leHHs Oyle BUSB/IEHO 3HaAuHe
3HIDKeHHS iIMyHHMX peakiliid, y TOAabIINX [JOC/Ti/PKEHHAX MOXKHa Oyzie BUBUHTH

MiHiMa/TbHUW iIHTEepBaJ J03yBaHHs, MPY IKOMY He BUHUKAE XKOJIHOTO BILIUBY.

3.6. BianoBigHicTh MiX cepisiMu

BuripobyBaHHS Ha Bi/TIOBiJHICTbL Mi’K CcepisiMU 3a3BHYaii He € 00OB’SI3KOBUM,
ajsie Mo>xe OyTM KODHUCHUM 3a TeBHUX OOCTaBUH, sIKi C/ifi pPO3I/sSfaTé Y KOKHOMY
KOHKDEeTHOMY BHUMAajKy. SIKIl0 Take BUIMpPOOyBaHHS TIPOBOJUTHCS, Ba’K/IMBO
PO3IJISHYTA W OOTPYHTYBAaTH Ki/NbKiCTb cepill AJisi TOpIiBHSHHS Ta MeToJ, Bigbopy
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cepiii (HampuWK/aZ, MOCTiJOBHE BUPOOHMIITBO ab0 BUIAAKOBHH Bifidip). Ocob/mBy
yBary Cjij IpuziMTA TepBUHHIN KiHLeBiM TOUYL[i iMyHHOI BiZIMOBi/i Ta MorepeaHbO
BU3HAUYEHUM KPHUTEPIisIM MPUMHATHOCTI.

PekomeHzayeThcs, 106 y XOAi mMporpamM KiHIUHKUX BUMNPOOyBaHb OyJ/i0
IIPOTECTOBAHO Ki/lbKa cepiii BaKIMHU-KaHAMATaA i3 CK/IaJoM, 1[0 TOAiOHUN CKIamy
KiHL[€BOI'0 TIPOAYKTY, MPU3HAUEHOIO /[Jis MpoJaxy. fKI0 Lje HeMOXX/IMBO uepe3
3MiHM Ha TIi3HIX eTamax BUPOOHMIITBA, CIIOHCOP TIOBUHEH OOIPYHTYBaTH
peJieBaHTHICTh [aHUX K/iHIYHMX BUIPOOyBaHb [Jisi Cepiii, TpU3HaueHUX [JIsi
TIPO/IaXKy, Ha Ii/ICTaBi MOKa3HUKIB SKOCTi Ta/abo MpoBeCTU K/liHiUHe TIOPiBHSIHHS MiXK

cepismu.

4. EOEKTUBHICTD

4.1. Bumoru 10 BUpo0yBaHHs e()eKTUBHOCTI

BunpobyBaHHs  e(eKTUBHOCTI _ BAaKIIMHW __He  BUMAararThCs,  SIKIIO

3dCTOCOBY€E€THCA 6y.Z[b-HKa 3 HWKYEHdBEIEHNUX YMOB.

. MoOX/MBICTb IHTEpIIpeTyBaTh IMYHHI BIiATOBiZi Ha BCI AQHTUTEHU Y
BaKI[MHi-KaHuJaTi, 3actocoByroun Jobpe BuBueHi ICPs. Y 1nboMy pasi
JeEMOHCTpaLlisi He MeHIIOi e(eKTUBHOCTI 3apeecTpOBaHOI BaKLMHU I[0/I0 iMYHHOI
BiZITIOBi/[i Ha KOXKeH aHTWUTeH He MoTpiOHa. He3pakaroum Ha 1ie, peKOMEHIyEThCS
TIPOBO/IUTH TTOPiBHS/IbHI BUTIPOOYBaHHS, BK/IIOUAIOUM paHAOMi3allifo Ha BiJIOBiAHY
3apeecTpoBaHy BakI[MHY, 1100 3a0e3reurTv MO’KIMBICTH OMMCOBOTO TOPiBHSHHS
npo¢iniB Ge3neky. BusHaueHHs iMyHHUX BiJTOBiZiel Ha pedepeHTHUM TMpernapaT
MO>Ke OYTH KOPHCHHUM JIJI1 PO3YMiHHSI pe3y/bTaTiB y KOHTEKCTi, SIKII[0 IMOKa3HUKH
CepOJIOTiYHOr0 3aXMCTy B TPYMi BaKLWH-KAHAW/ATIB € HECTO/[iBAHO HU3bKHUMHU ab0
BUCOKUMHM (HampuK/azA, uepe3 0COOJUBOCTI [OCTiIKyBaHOI TOmyJ/isiii Ta/abo
nipo0JieMu 3 TIPOBeJIeHHSIM aHasli3y).

. ICPs BigcyTHi, asme edheKTHBHICTb BaKI[MHH MOXKe OyTH IMiATBeppKeHa
LLIJIAXOM JeMOHCTpaL{ii He ripiioi iMyHHOI BiMOBIAl MK BaKLIMHOIO-KaHIUJATOM Ta

29



CT-H MO3Y 42-7.14:2024

3apeecTPOBAaHOIO0 BAaKIMHOIO, i siKoi Oyio BcTaHOB/IEHO edeKTHBHICTH Ta/abo
pe3yJbTaTUBHICTH (TOOTO MOXK/IMBa CTpaTterisi  «iMyHOOpifiHry» [aHen. —
immunobridging]). fIkijo moTpibHOI BaKLMHU i3 BCTaHOB/IEHOI eheKTUBHICTIO abo
Ji€BicTIO Oinbllle HeMae B HAsBHOCTI, MOJKHA IIPOBECTH IIOPiBHSIHHA 3
3apeecTpPOBaHOIO0 BAKIMHOIO, SIKa Oy/la CXBajieHa 3a CTPATerie€l0 «iMyHOOPHAIHTYy» i
TIepeBayKHO IITMPOKO BUKOPUCTOBYBasIacs 0e3 >KOAHUX TTMTaHb IT[0/I0 3aXHCTY.

. IMyHHi BiATIOBiZIi Ha BCi aHTUTeHW y BaKLWHi-KaHAWAATI MOXYTb OyTH
iHTeprpeTOBaHi 3a I0MOMOror0 KoMOiHaIlii BUIlle3a3HaueHUX MiAXO/iB.

BunpobyBaHHs e(heKTUBHOCTI BaKIMHW MO)Ke OYTH HEMOX/IWBUM, SKIIIO

HasiBHA Oy[b-gKa 3 HaBeIeHWX HIKYe YMOB:

- [HdeKITiiHe 3aXBOPIOBaHHS, IKOMY Tpeba 3armobirT, He 3yCTPiyaeTbCs B
JaHWM yac (HarpuiKia[, Bicma) abo 3yCTpivaeThCs Ay»Ke Pifiko, 100 JOCTipKeHHs
MO)KHa Oy/si0 TpOBeCTM B PO3yMHi TepMiHM (HAmpuKkia: cuOipcbKa BHpa3Ka,
Opy1lenpo3, muxomMaHka Ky).

- IHdekiiitiHe 3axBOpIOBaHHS, SKOMY TpeOa 3ariob6irtv, BUHUKAE y BUT/ISA
HerepeJ0auyBaHUX KOPOTKOYACHUX CrajaxiB, sIKi HaBiTb MPU Yypa)KeHHi BeJUKOI
KiJTbKOCTI JTFOZIed He [al0Th JOCTaTHBO Yacy i HaKOIMUeHHs HeoOXiIHOoI KiTbKoCTi
BUMAZKIB JJ/Is1 OL[iIHKKM e(eKTUBHOCTI BaKLMHU (Harpukaaj, [JesKi BipycHi
reMopariuHi JIMXOMaHKH).

SIk1mio meMoHcTpallis e)eKTUBHOCTI BaKLIMHUA BBa)KA€THCsT HEOOXiTHOO i BOHA €
MO>K/IUBOIO, MOKe OyTH MPUUHATHUM MPOBeJEHHSI OAHOro 0a30BOr0 BHUITPOOYBaHHS
eheKTUBHOCTI BaKI[MHHW, OCOOIMBO SIKII[O Uepe3 HU3bKWI piBeHb 3aXBOPIOBAHOCTI Ha
iHGbexkiiHy XBOpOOY, sKil TOTPiOHO 3amo6irTy, 11j06 Habpasacst JOCTAaTHS KilbKiCTh
BUITA/IKIiB /151 OLIHKK e(heKTUBHOCTI BaKI[MHH, TTOTPiOHEe AyrKe BeJUKe JOCITiIyKeHHSI.
Y upomy pasi mi 4yac OL{iHIOBaHHS [O03BOJIy CJIiJi BPaxOByBaTW peKOMeHJallil,
BUK/IaJeHi y BianmosizHomy kepiBuuitei CHMP mogo opHoro 6a30BOro
BuripobyBannst (CPMP/EWP/2330/99).

s 30yAHUKIB, SIKi MalOTh [eKi/JibKa IMiTHITiB, MOK/MBO, II[0 BUIIAJKH, SIKi
TPAIUIIOTRCS il Yyac BUMMPOOyBaHHS eeKTUBHOCTI, Oy1yTh 00yMOB/IeHi ofHUM ab0
KilbKoMa TifTuamu 30yaHuKa. CIIOHCOPH MOKYTh IIPOBECTH 6a30Be BUNPOOYBaHHS
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edeKTUBHOCTI B perioHax, Jie BUIMAJKA 3aXBOPIOBAHHS HalliMOBipHilie OyayTh
CIIPUYMHEH] LIUPOKUM CIIeKTPOM MiATUIIIB, X0Ua He CJIiJi OUiKyBaTH, 1[0 Yy LIbOMY
BUTNTPOOYBaHHI MOKHA Oy/ie OLIHUTU e(eKTUBHICTh KOHKPETHUX TiATHUIIIB. B iHIIIOMY
pasi, CIIOHCOPU MOXKYTh TPOBECTH [leKilbKa BUMPOOyBaHb e(eKTUBHOCTI BaKIIMHU B
pi3HUX perioHax, /e I[lepeBa)kalOTb [eBHI IATUMU. 3aje)XKHO BiJ KOHCTPYKLIil
BaKLIMHU, AOK/iHIUHI Ta/abo iHIIi KTiHiUHI JaHi MOXKYyTb TaKO’K BUKOPHUCTOBYBATHCS
JUIS1 TIiITBep/[>KeHHsI IMOBipHOI Bi/iIMOBiAHOCTI ed)eKTUBHOCTI /1J1s1 BCiX MiATUIIIB.

[Ons nedkyx iHQEKLiMHMX 3aXBOPIOBaHb MOXXYTb iCHYBAaTW BaroMi HayKOBi
MPUUMHU BBaXkKaTH, 10 3aXWMCHa e(eKTUBHICTb, IMPOJEeMOHCTpOBaHa y 0a3oBoMy
BUTNTPOOYBaHHI eeKTUBHOCTI B OJHili TIOMy/IALii y TIeBHOMY BiKOBOMY [liarta3oHi, He
MO>Xe OyTH eKCTpario/sibOBaHa Ha iHII TOMyJIsiii 3 TaKUM >Ke BiKOBUM Jliarla30HOM.
Harpuknazs, y [JesiKUX perioHax MOXYThb CIIOCTepiraTUcsi MHOXWHHI CYITyTHI
iHdexkirii cepen HaceseHHs Ta/abo MOXKe CITOCTEpIiraTHUCs 3HauHe MOCHU/IeHHST iMyHHOI
BiJITIOBii BHAC/TIZOK TIPUPOAHMX UWHHHUKIB, II[0 MOYKe MaTH IIO3UTHUBHUN abo
HeraTUBHUI BIUIMB Ha 3arajbHY OL[iHKY e(eKTUBHOCTI BaKLIMHU. Y TaKUX BUIaJKax
MO)Ke BUHMKHYTH HeOoOXiJHICTh y TipoBeJieHHI 6a30Boro BUIPOOYBaHHS, B SIKOMY
OyayTh 3alisiHi perpe3eHTaTHBHI 3pa3Ky 3 Pi3HUX MOMyJsLil, abo y mpoBeeHHi

JeKUIbKOX JOC/IiKeHb B OKPeMUX TTOMYJIALIiSIX.

4.2, Iu3zaiiH AOC/TiHKeHb e()eKTUBHOCTI

AbcosroTHa 3axvcHa eeKTUBHICTh BAKI[MH 3a3BHYal BU3HAUAETHCS IIISIXOM
OLIiHIOBAaHHSI 3MeHIIIeHHS KiJTbKOCTi BUIAJKiB ZaHOT0 iH(MEKIiIMHOro 3aXBOPIOBAHHS
TiC/1 BaKLMHALI1 BaKL[MHOK-KaHAWaTOM TOPIBHSAHO 3 3aXBOPIOBAHICTIO Y TPYIIi, KA
OTpUMyBasa 1iaiebo y MpOCTeKTUBHOMY paHZOMi30BaHOMY Ta TMO/BIMHO CTIOMY
BUTNTPOOYBaHHi. SKIO mIaiie00-KOHTPOIb BBAXKAETHCSI HEBiAMOBiAHUM (HampUKIaz
TOMY, 1[0 [AOCTiAHWMKA Ta/abo yYaCHUKHW/OMIKYHU BiIXWU/SIOTH MOJK/IMBICTh
paHoMmi3arllii A5 KiJIbKoX iH’€eKIjili 11arie60), B KOHTPO/BHIM TPYyTIi MOYKHA BBOJUTH
3apeecTpoBaHy BakI[MHy 0e3 BIUIMBY Ha 3axBOPIOBaHHS, SIKOMY Ma€ 3arobirtu
BaKLIMHA-KaHW/1aT.
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SIKI0 BaKIMHA-KaHAMIAT 3arno0irae TsOKKiH Ta/abo HeOe3MmeuHil Ais >KUTTS
indexkiiii i1 icHye mo3BosieHa B €C BakI[MHa, sIKa 3arobirae TakoMy >K 3aXBOPIOBAHHIO,
BUKODHCTAaHHS TPyINy Tulalleb0 € HeJoLi/IbHUM — BUMNPOOYBaHHS MOXKe OyTH
CTIpSIMOBaHe Ha OL[iHKY BiIHOCHOI e(heKTUBHOCTI BaKLMHU-KaHAWUATa TOPiBHSHO 3
3apeecTPOBAHOI0  BaKLMHOMO. SIKI[O  BakIMHy-KaHAWAaTa po3po0seHo  [/ist
TIOKpAIl[eHHsT O/IHi€l ab0 KiTbKOX 3apeecTpOBaHUX BaKIMH, MOXKe OyTH JOpeuHuM
MPO/IeMOHCTPYBAaTH, 110 e(eKTHUBHICTh BaKIMHU-KaHAWJATa € BHUIOK 3a
eheKTUBHICTb 3apeecTpoBaHOl BaKI[MHW. Hampukia/ mpy BK/IOUeHHi Oi/bIOI /031
aHTHUTeHa TIOPiBHSHO 3 3apeeCTPOBAHOI0 BAKIMHOIO, TIPH O0ZlaBaHHI aji’toBaHTa abo
TIPM 3aMiHi a/1’f0oBaHTa Ha Oi/IbIII TTIOTY>KHUM aJ] FOBaHT. SIKII[0 BaKIIMHA-KaHAWAAT Ma€e
3a0e3reunTy 3aXWCT TIPUHAWMHI TaKWM CaMHM, SIK Y BaKI[MHH, A03BoJjieHOI B €C,
METOI0 MO)Ke OyTH ZieMOHCTpallisi He MeHIoi edeKTUBHOCTI. Lleit au3aiiH BUMarae
Zy’Ke peTesibHOTO OOTPYHTYBaHHSI MeXKi He MEHIIOi e()eKTUBHOCTI, 110 MOXe OyTHu
HeNpOoCTUM 3aBJaHHSIM.

[nini gu3aiiny BunpoOyBaHb e)eKTUBHOCTI MEHII TIePeBaXkHi, ajie 3a MeBHUX
00CTaBYH i B KO)KHOMY KOHKPETHOMY BUI/IKy MOXKYTb OyTH BHU3HaHi JIOI[iTbHUMHU.

Hanpuksaz, iHOZI BWKOPHCTOBYIOTHCS BUITPOOYBAHHS UaCTOTH BTOPHUHHHUX
HamaziB, KO/ BigoMo, 110 iHdeKIlis, sSKiki Tpeba 3aro0birtv, mop’s3aHa 3 BiHOCHO
BHCOKOI0 YaCTOTOK BTOPWMHHUX BUIMAZKIB. Y LIMX BUIMPOOYBAHHSX MPHUITYyCKAEThCS,
1[0 BaKILIMHOBAHI i HeBAKIIMHOBAHI 0COOM MarOTh PiBHi IIIAHCH 3apa3sUTUCS iHDEKITier0
BiJ| mkepesa iHdekiiiHOTO 3axBopioBaHHs (index case). Kpamum gusaiinom Oyze
paHoMmi3aLii NpsAMUX KOHTAKTIB, & 1HO/I 1 BTOPUHHUX KOHTAKTIB 3 BUKOPUCTAHHAM
IHAUBIAya/JbHOTO TiAXOAY [0 NUTaHHS OTPUMAaHHS YU HEOTPUMAaHHSl BaKLIMHU-
KaHauaTa. AnbTepHaTUBHO, MOKHA TIPOBECTH PaHA0Mi3allito ocib js1 HeraitHOT abo
BigTepMiHOBaHOI BakLMHAIll ab0 paH/[0Mi3allif0 yCiX yuaCHUKIB KOYKHOTO OCEPeSKy
(ring) opguiei rpymu, TOOTO K/IacTepHWM  paHAoOMi3oBaHuid  miaxig. Y
PaH/IOMi30BaHOMY CTYIIiHYacTOMY BUIpOOyBaHHI BaKLMHY-KaHAWJAaTa BBO/STh
TOCJ/IIIOBHO TOTepeJHb0 BH3HAUEHUM IpyriaM Tak, L0 KOXKHA rpylia € OJWHULIEI0
paHgowmizaljii. ['pynmu MoXyTh OyTH BH3HaueHi 3a TIOKa3HWKaMK HOCisi iH(peKIil,
MicIje3Haxo/pkeHHssM abo iHmmmu (akTopamu. Llei au3aiiH Moxe OyTu 0Co6GIMBO
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JIOPEUHUM, KOJIX iCHYKOTb JIOTICTAYHI TIPUYMHH, 10 TMEepeIKo/pKatoTh BaKLMHAIlii

BeIMKOI KiZTbKOCTi Cy6’€KTiB BaKIIMHOIO-KaHIUAATOM 3a KOPOTKHI MPOMIXKOK yacy.

4.3. BusHayeHHs1 BUNQ/IKiB 3aXBOPIOBAHHSA

Bu3HaueHHs  BUIAaJKiB  3aXBOPIOBaHHS, $IKi BUKOPUCTOBYKOTBbCA  AJIs
TIePBUHHOTO aHasi3y, a TaKoXX Oy/Ab-sKi anbTepHATWBHI BU3HAUEHHS BUIIAJKIB /s
BTODUHHMX aHa/li3iB 3a3BHWYail BK/IIOUAIOTh KJIiHIUHI O3HAaKM Ta/abo CUMMOTOMH,
XapakTepHi g iHGeKI[iiHOro 3aXBOPIOBAHHS, pa3oM 3  JlabopaTOpHUM
MiATBepKeHHsAM  eTiosorii. IHOAI BHU3HAUeHHS BUIIAJKIB 3aXBOPIOBAHHS it
MepBUHHOTO ab0 BTOPMHHOTO aHaji3y MO)Ke IPYHTYBATUCS JIMIle Ha KIHIYHUX
03HaKax a00 1ab0paTOPHUX JOCTiHKEHHSIX.

SAxkio 30yIHUK BUK/IWKAE 3aXBOPIHOBAHHS Pi3HOTO CTYTeHsS TSHKKOCTI abo psij
K/TiHIYHMX TIPOsIBiB (HampuK/iaz, Hebe3rmeuHi st >KUTTS iHBa3WUBHI iHQeKIIil, a TaKoX
JIOKaJsti3oBaHi iHdekllii), KaiHiuHI 03HAaKM BU3HAUeHHS BUIAJKY 3aXBOPIOBaHHS CIIif
BUOMpaTH BiJIOBIAHO [0 3arporoHOBAHOTO(MX) MoKa3aHHS(b). Y TaKUX BUIaJKax
IJisT TATBepIKeHHSI KOHKDeTHUX TII0Ka3aHb MOyke T0TpeOyBaTHCs TPOBe/IeHHs
OKpeMHUX JOCTi/pKeHb e()eKTUBHOCTI 3 BUKOPUCTAHHSIM Pi3HMX BHU3HaueHb BUIIA[IKiB
3aXBOPDIOBaHHS  (HAaNpWK/IajZ, MOpo(diJiakTUKa IiHBAa3MBHOIO MHEBMOKOKOBOIO
3aXBOPIOBAHHS y TOPIBHSHHI 3 TMpOQiNakKTUKOK TMHEBMOKOKOBOTO CepeJHbOro
otuty). Kpim Toro, Ajs fesakux BakKIMH MOXKe OyTH Ba)kK/IMBUM TOPIBHSTHU TSDKKICTh
PO3BUTKY 3aXBOPIOBAHHS 3 BUIAJKaMH, 1[0 TPATISIOTLCS B KOHTPOJIbHIN T'PYTIi, 11100
BU3HAUUTH, YU MONepeHsl BaKLIMHALIiA MOJIerLly€, YU, MOXK/IUBO, [TOCUIIOE TSKKICTh
3aXBOPIOBaHHS.

JlaboparopHe MigTBepIKeHHS BUTIAZKy 3aXBOPIOBAHHS MOYKe IPYHTYBATHCS Ha
0THOMY a00 JeKi/IbKOX iMyHOJIOTiUHMX TeCTax, Ky/JbTUBYBaHHi 30yjHIKA, BUSIBIeHH]
30ygHMKa HeKy/JbTYpaJbHUMU MeToJaMu abo 3a [JOrMOMOrol TiCTONOTiuyHOTO
JocrimkeHHs. JlabopaTopHi MeToAM, 1[0 BUKOPUCTOBYIOTBHCS /ISl TIiATBEpZKEeHHS
JliarHO3y B MiCIISIX MIPOBe/ieHHsI BUTIPOOYBaHHS Ta/ab0 B lieHTpanbHUX /1ab0paTopisix,
NMoBUHHI OyTU 3a3/anerifib BU3HaueHi Ta OOrpyHTOBaHi. 3a HasBHOCTI KOMepL{iltHO
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JOCTYIHHUX TecCTiB BUOIp ylabopaTopHOro(nx) MetoAy(iB) MOBHHEH IPYHTYBATHCSA Ha
3asB/IEHUX XapaKTepHCTHKaX e(eKTHUBHOCTI (TOOTO UyTAMBOCTI Ta crielmgiuyHOCTi
aHasi3y, a TaKOXX Ha TPUJATHOCTI AJs [JOCAipKyBaHOI MOMyJsLii). Y [AesKux
BUTIAZIKaXx Moyke OyTH [AOLiFHUM BHUOIp aHami3y, 3JaTHOTO BUSBJATH J0JaTKOBi
30yIHUKH, SIKi MOXKYTb CYITPOBO/KYBATH I[i/TbOBHI 30yHHK i BIUIMBAaTH Ha TSHKKiCTh
abo mepebir 3axBoproBaHHs. TakoXX MOXKyTh OyTH TOTPiOHI J0AAaTKOBi aHasi3u [/s1
BUSIBJIEHHSI TaKUX OPraHi3MiB, SIKIO Lje BBa)KAETbCS BaXK/IUBUM JJIs1 iIHTepIripeTariil
pe3y/bTaTiB BUITPOOYBaHHSI.

B okpemMux BUMajgkax, Harpuk/ag 3a BiJCYTHOCTI [AOCTYIIHUX TeCTIB i3
3a/I0BI/IbLHUMH ~ XapaKTepUCTUKaMH, Mo)ke OyTh [IOL[i/IbHUM BUKOPHCTaHHS
eKCITepUMeHTaTbHUX 1ab0paTOpHUX METO/IIB Zijisi BCTAHOB/IEHHSI HasiBHOCTI iH(eKIii.
Y Takux BWIAAKax TIiJi yac TIporpaMy KiHiuHOI po3pobku Tpeba JOKIACTU BCiX
3yCWJIb JIIS1 OL[iIHKK UYTJIMBOCTI, Criel[i(iuyHOCTi Ta BiITBOPIOBAHOCTI BUKOPHUCTAHUX
MeTOZiB. SKIIO BM3HAaueHHs! BUIAJKY 3aXBOPHOBAHHS IDYHTYETbCS Ha pe3yJibTaTax
riCTOJIOTIYHUX JOC/IIIKeHb, KpUTePii BU3HaUeHHs CTail Ta MporpecyBaHHs MOBHUHHI
OyTH mornepeAHbO BH3HAUEHiI B MPOTOKOJIi, a TaKOXX PEKOMEH/IyETbCS HasBHICTh
CUCTEeMU KOHTPO/IIO $IKOCTi Ta/abo TIpoBe/leHHSI /I0[aTKOBOTO BHMipIOBaHHS

pe3yJIbTaTiB B eKCIepTHil 1jeHTpasbHill 1abopaTopii.

4.4. BctaHOB/IeHHSI BUNQ/IKiB 3aXBOPIOBaHHS

3a3BMUail aKTMBHE BCTAaHOBJIEHHS BUIAJKIB 3aXBOPIOBAHHSI MPOBOAUTHCS
TIPUHAUMHI [0 MOMEHTY TIPOBeJleHHs TIePBUHHOIO aHaji3y. SKIo mic/is nepBUHHOTO
aHaJli3y repe/i0aua€eThCs MoJjablile CTIOCTePeKeHHSs, TO TIPU MPUIHATTI pillleHHs Tpo
repexiJy [0 TaCMBHOIO BHUSBJIEHHS BUNAJKIB CJiJi BpaxOBYBaTU BakK/IUBICTh
OTpUMaHHS Ha/linHUX OLIiIHOK e()eKTUBHOCTI BaKI[MHU B JOBTOCTPOKOBiM MepCreKTUBI
Ta iHdopMmarlii Mpo 0coO6MMBOCTI BUMAAKiB, SIKi 3 YacOM BUHUKAIOThb y paHilile
BaKIIMHOBAHUX i HeBAKIIMHOBAHUX CYy0’€KTIB.

SIKIII0 TIepBMHHOIO KiHIIEBOIO TOUKOIO € J1abopaTopHe MiATBepIKeHHS
K/IiHIUHUX MPOsIBiB 3aXBOPIOBaHHS, ¥ MPOTOKOJIi MalOTh OyTH repepaxoBaHi K/IiHiuHi
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03HAKHW Ta/abo CUMITOMH, SIKi € TIiZICTaBOIO /IJIs1 3BePHEeHHs Cy0’€KTiB BUITPOOyBaHHS
[0 TIepcoHaly y Micii TipoBeZieHHs BuUrpoOyBaHHS ab0 BU3HAUeHUX MeAUYHUX
3aK/a/iiB, 1[0 OepyTh y4yacTh y BUIIPOOYyBaHHi, 3 MeTOI ITPOBE/eHHS Bi/IITOBiTHOTO
nabopaTopHOTO  [OC/i/KeHHS [Jid TIATBepIPKeHHS BUTAAKY 3aXBOPIOBAHHS.
Perynsapuuii ocobuctuii abo HeocoOMCTHUM 3B’SI30K 3 TIEPCOHAIOM BHITPOOYBaHHS
TaKOXX MOyKe OyTH BUKODHCTAaHWM [I/11 BU3HAUEHHSI TOTO, Ui Oyl OCTaHHIM Yacom
K/TiHiUHi O3HaKM ab0 CHMMITOMHM, III0 MAlOTh TOTEHI[iHe 3HAueHHS, a TaKOoX [/
BU3HAUEHHS BUMAJKIB, 1[0 3a/1UIIUIMCT 6e3 yBaru. SIKio siKicb BUMaJAKu He Oyu
3apeecTpOBaHi y 3akKjafiax OXOPOHU 3[I0POB’s, BU3HAUEHUX [JI1 TMPOBeJEeHHS
BUNTPOOYBaHHS, a Oy/M BUsB/IeHI B iHIIUX MicIsgx, Tpeba cripobyBaTté OTpUMaTu
HasiBHI MaHi, sKi Mo)kHa Oysi0 6 BUKOpPHMCTAaTH [/ BCTAHOBJIEHHS BiAMOBimHOCTI
BU3HAUEHHS BUIAJKY.

SIKillo MepBUHHA KiHIleBa TOYKAa He € KJ/IiHIUHWM TIposiBOM iHdeKl1ii, Bi3uTU
JOC/Ti/DKyBaHUX TIOBUHHI OyTH [OCUTh YaCTUMU [Jid OTPUMAHHS BaKITMBHUX
naboparopuux ganux. Citifi JOKIacTA BCiX 3yCWib, 1[006 MiHiMi3yBaTHh KiJTbKiCTb
BTpPAUeHUX JJIs1 TOJaJbLIOrO CIOCTEPEXXEHHS AOCTipKYBaHUX, BHU3HAUMBIIU Y

TPOTOKOJIi YaCOBI BIKHA /151 IXHIX Bi3UTIB.

4.5. TpuBasicTh ciocTepe)xeHHs 3a e()eKTUBHICTIO

[TepBuHHUI aHaMi3 e)eKTUBHOCTI 3a3BUUaii TPOBOAUTHCS, SKIIO € 3a3/ajleriJib
BU3HAUeHa KiJbKICTh BUIMAJKIB 3aXBOpHOBaHHSA. Y  pas3i, Komu (OHOBa
3aXBOPIOBAaHICTb J00pe 3a/lOKyMeHTOBaHa, T[epBUHHUN aHami3 Mo)Ke OyTu
TIPOBe/IeHNH, KOJIU MPOTHO3Y€EThCS MEeBHA KiJIbKiCTh BUIMAAKIB 3aXBOPHOBaHHS. [IUB.
po3ain 4.6.2.

OLjiHKa TpYBa/IOCTi 3aXUCTY ITiC/Is TIPOBEeJeHHS TIePBUHHOIO aHasli3y BaK/IMBa,
KOJIM HeMae mnorepeiHboi iHpopMaliil 111070 BaKLWH TPOTH LI/IbOBOTO iH(EKI[iNHOTO
3aXBOPIOBAHHS i He OUIKyeTbCs, 1[0 Taka iHdopmaliis Oyze gocTyrmHa Ha MOMEHT

3aTBep/pKeHHs. [laHi TIpo IOBrOCTPOKOBUM 3aXWCT MOXKYTh OyTU OTpUMaHi B
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pe3y/bTaTi pO3MIMPEeHUX JOpPeeCcTpaliiHUX KTiHiuHUX BUMIPOOyBaHb Ta/abo 3 pi3HUX
JKepesn y Mic/isgpeecTpalinHum mepios,.

Hanpuknazn, [JOBrocTpOKOBa e(eKTHMBHICTb BakKLMHM Ta BHU3HAUeHHS
HeoOXifHOCTI i uvacy BBe/leHHSI [OJATKOBUX [03 MOXXYThb OI[iHIOBATHCS IIIJITXOM
criocTepe)keHHs1 3a Cy0’ekTaMu BUIPOOYBaHHS ITiC/si TIPOBeZieHHS TepBUHHOTO
aHasmizy. Ilomanbiiie criocTepeXxeHHsT 3a Cy0’€KTaMuM B paMKaX BUIIPOOYBaHHS
e(eKTUBHOCTI TaKO)X MoO)ke OyTH BaXJIMBUM /il HaJe)KHOTO [JOKYMEHTYBaHHS
TSDKKOCTi Ta eTioJiorii BUMAJKIB, 1[0 BUHUKAIOTh y Cy0’€KTiB BUMNpPOOyBaHHS, sKi
oTpuMyBa/ii abo0 He OTpPUMYyBalM BaKIUHy-KaHauzarta. Lli gaHi MOXyTb OyTH
BUKOPHCTaHi, 100 OI[iHUTH, UM BaKLMHALIS 3HWKYE, UM TMOCUJIIOE TSDKKICTh Y pasi
PO3BUTKY 3aXBOPIOBAaHHSA Yy BaKLIMHOBaHUX. KpiM TOro, HaBiTh SKIO BaKLMHAL[is
3HIDKYE PU3MK K/IiHIUHOrO 3aXBOPIOBAHHS, [JOKYMEHTYBaHHS eTioJiorii Oyab-sKUX
BUIMA/KIB, 1[0 BUHUKAIOTh, MOXKe€ BUSIBUTH 3MiHY eTioJiorii (Hampuk/aj, BUIAJKH
PO3BUTKY 3aXBOPIOBAHHSI Y BaKI[MHOBAHUX MOXYTh OyTW TIOB’si3aHi 3 migTUramu
30yiHUKa, He BK/IFOUEHOTO Y BaKLIMHY).

L{iHHiCTh Ta JOLiMBHICTL OTPUMaHHS 1€l iHpopMmallii B paMKax TpUBAjOro
PaHJOMi30BaHOTO  KOHTPOJbOBAHOTO  BUMPOOyBaHHS  C/TiJ;  TOPIiBHATA 3
aJlbTePHAaTUBHUMU MeTO/lJaMH, TaKUMU K AOC/i/pKeHHsT e(DeKTUBHOCTI BaKLIMHU MiCJIst
i1 CXBasleHHs | PyTMHHUM HarJisij, 3a 3aXBOPIOBaHHSIMU. KpiMm TOro, sIKIjo nepBUHHUN
aHasi3 TIOKa3ye, 1[0 BaKLWHAa-KaHAUWZAT € [yXe eQeKTUBHO, 30epe>KeHHs
He3axWIleHOI KOHTPOJILHOI Tpyryd Mo)ke OyTu HegouinbHUM. [IpoTe MOXK/THBe
MoJjaJibllle CTIOCTEPEXXeHHsI 3a BaKL[MHOBAaHUMM Cy0’ekTamu, 1[00 OL[iHUTH, UK
Bi/JOyBa€eThCsl 3HWKEHHS e(deKTUBHOCTI 3 YacoM, TOPiBHIOIOUM Ki/lbKiCTh BHUTA/KIB

3aXBOPIOBaHHS, AKi TPAIUIIOTHCS L[OPOKY.

4.6. AHasi3 e)eKTUBHOCTI

4.6.1. IlepBuHHA KiHIIeBa TOUKa
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IlepBvHHa KiHLIeBa TOYKa, SIK MpPaBWIO, IPYHTYETbCS HA BCIX BMIIaJKax
iH(eKI1ilTHOrO 3axBOPIOBAHHS, 1110 BiATOBi/JalOTh BCTAaHOB/IEHOMY IPOTOKOJIOM
BH3HAUEHHIO BUMA/KY, aje iHOAI Moke Ga3yBaTvcsi Ha slabopaTOpHUX pe3y/bTaTax
6e3 Oe3mocepeHiX KIiHIYHMX 03HAK i CHIMIITOMIB.

Ao BakMHA-KaHAWAAT MICTUTh aHTHMIE€HW, OTPHMMaHi 3 [IeKiJIbKOX, ajie He
BCiX BifjoMuXx miaTuIiiB 30y1HMKa, MOKe OyTU TIPUMHATHUM, 11100 MepBHUHHA KiHI[eBa
TOUKa IPYHTYyBajlacsi Ha BUIAZKaxX 3axXxBOPIOBAHHS, IO CIPUYMHEHI Oyb-SIKUM
MiATUTIOM, 1[0 BXOAWUTH [0 CK/IaJy BakiuHU. Lleit miaxig Bumarae, o6 30yAHUKH
Oymu KmacudikoBaHi 3a miATATIaMH Ta/ab0 iHITMM UMHOM OXapaKTepPW30BaHi s
BU3HAUEHHS CTYTIeHS BiZINOBiAHOCTI aHTWreHaMm BakI[MHHU. SIKIO AOKTiHIUHI abo
rorniepe/iHi K/iHiuHI JaHi BKa3ylOTh Ha Te, 1[0 BakKIMHa MOXXe 3abe3reuyBaTv
TepexpecHri 3aXMCT Bif MiATUITIB 30yHMKa, sIKi He BK/IOUeHi [0 CK/IaZly BaKILIWHH,
TIePBUHHOIO KiHI[EBOI TOUKOK MOXXYTh OyTH BUITaJK{ 3aXBOPIOBaHHS, 00yMoB/ieHi

OyAb-AKUM ITiITUTIOM 30yIHUKA.

4.6.2. IleppyHHUY aHAa/I3

[TepBUHHUI aHa/i3 MOXKe OyTH TIPOBe/IeHUM, KOJH:

o Y OCTaHHBOTO BK/IIOUEHOTO y BUMPOOyBaHHS Cy0’€KTa MHHYB TEBHMM dYac
micas BakWHALl abo BiH padilie OyB BUK/IIOUeHWN 3 BUMNpoOyBaHHS. Lleit
miaxig mMo)ke OyTHM BUKOpUCTaHUM, Ko (DOHOBUM piBeHb 3axXBOPIOBAHOCTI
nobpe onmcaHui, i € BIIEBHEHICTh Y TOMY, IT10 KiJIbKiCTb BHUIIAZKIB, SIKi MOXKYTh
CIIOCTepiraTMcsl B KOHTPOJ/IbHIM TPYTIi MPOTSITOM BU3HAUEHOIO iHTepBasly MicC/s
BaKIMHallii, OyJe BU3HaUeHO.

o HakornmueHo HeoOXifHy Ki/lbKicTb mofiti (To6To BumazkiB). Llewt migxin,
Opi€HTOBaHWI Ha BUBUEHHS BUITQ[IKiB 3aXBOPIOBAHHS, MO)Ke OyTH HaiOilbIi
Bi/IMOBIIHMM, KOJTU T€MIT HAKOTTUYEHHSI BUTIaJKiB MEHIL OYeBHU/JHUM.
[TepBuHHMIA aHaMi3 Mae OyTH MpUBeJeHUH Y BiJTIOBiIHICTD 0 11i/TbOBOI OI[IHKH

(TMOKa3HUK OIiHKM), IK BU3HAUEHO MEeTOI0 BUMNPOOyBaHHS. Bu3Hauarouu 11i/1i OIIiHKH,

CJTiJ; BpaXxOBYBaTH, HaNpHWK/A, IiIbOBY TIOIMYJSALii0, IMOA0 sKoi OyayTh 3pobiieHi
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MiJTBEepPAHI BUCHOBKH, i JOTprMaHHS rpadika JikyBaHHs. Kpim Toro, 3anexHo Bif

KOHKPETHOI CHTYyarlii 1oTpibHO BpaxoByBaTW W iHIN 0OCTaBUHU, 30KpeMa CMEPTh,

SBHO He TOB’si3aHy 3 iH(EKIIMHUM 3aXBOPIOBaHHSIM, IKOMYy Tpeba 3amo0birTu, 1o

BUKJIFOUAE MOXK/IMBICTb CIIOCTEPEeKeHHS 3a 3MIHHOIO, SIKa CTAHOBUTH iHTepecC.
3aneXxHo Bif iHbeKIiltHOro 3axBOpIOBaHHSA, SIKOMY Tpeba 3arobirtu, i Bif

TakuX (DaKTOPiB, SIK OUiKyBaHa yacTKa Cy0’€KTiB, sIKi B>)Ke MalOTh TIPUPOJHUHN 3aXUCT

[0 BaKIMHALIi{, MO>XKyTb OYTH MPUWHATHUMH Pi3Hi MiAX0qu [0 TO0YJ0BH OLiIHKHA Ta

1I0B’SI3aHOr0 3 HEeK0 IepBUHHOIO aHasi3y. Y KOXHOMY BUIIQ/IKy CIIOHCOpP MOBUHEH

TOBHICTIO OOTPYHTYBaTH OCHOBHY MeTy BHWMpOOyBaHHS, sIKa BHW3HadyaTHMe

TIOMY/ISILiF0 /1J1s1 TIEPBUHHOTO aHaJli3y, 1110 CTAHOBUTh HabibImii iHTepec. OCh AesKi

peKoOMeH/aLlii:

o SIkmo HaMOinbIIMi iHTepec CTaHOBUTH OIfiHKa e(eKTMBHOCTI BaKLWHU TIPU
PYTMHHOMY 3aCTOCYBaHHI, TOIY/ISALIiS TIEDBUHHOIO aHai3y 3a3BHUYal BKJIHOUAE
BCiX paH/OMi30BaHUX Cy0’€KTiB, 1[0 OTpPHUMalM TMpPHUHAKWMHI OAHY 03y
TPU3HAUEHOr 0 JIIKyBaHHSA. AKIIO0 Lje He BU3HaueHa IOIyJIALis /1 [IePBUHHOTO
aHajily, CJiJ 3aBXAW MPOBOAUTH TOMEpPeJHbO CIJIAaHOBAHWUM BTOPWUHHUU
aHaJsTi3 3a y4yacTiO BCiX paH/|0Mi30BaHUX Cy0’€KTiB, siKi OTpUMau xo4a 6 ofHy
[l03y TIpYU3HAYEHOr0 JIiIKyBaHHS.

o SIkio HalbinbIIMK iHTepec CTaHOBUTL OIfiHKA e(eKTHMBHOCTI BaKLUHU IIPH
MOBHOMY [OTpMMaHHiI rpadika BakiMHallii Ta 3a YMOBM BiJICYyTHOCTI
CUCTeMAaTUYHUX BifIMiHHOCTeN MiXK Cy0’eKTamu, 1[0 TPOMIIUIA Bechb Tpadik
BaKILMHALll B KOXHIM paHAOMIi30BaHiM TIpymi, B TOMYJ/ISAL[iI0 MEePBUHHOIO
aHasli3y MO)KHa BKJIFOUWTH JiMilIe TUX Cy0’€KTiB, sKi OTpUManu BCi Mpu3HaveHi
03M Yy 3a3jajierifib BCTAHOBJIEHI TepMiHW. [lyIsi JedKux BakKLUH Ta
iH(deKI[iiHNX 3aXBOPIOBAaHb TAKOXK MOyKe OyTH TIPUHHSATHUM, {00 TTOMYJISLIis
TIePBUHHOTO aHasi3y BK/IOUana Jiuiie cyb’ekTiB, siki Oy/M cepoHeraTUBHUMMU
abo He Oynu iHdikoBaHi Mi/ILOBUM 30yJHMKOM Ha BUXiHOMY PpiBHi
BUTIPOOYBaHHS.

[TepBrHHMM aHasi3 e()eKTUBHOCTI MOKe TPYHTYBAaTUCS Ha BCiX BUMAJKax, IO

Bi/ITIOBi/]al0OTh BW3HAUEHHIO TIEPBUHHOIO BWMAJKYy, 3 MOMEHTY paHAoMi3aljii abo
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MO>Ke 00Me)KyBaTHCSI BUTTaJKaMH, 1110 BUHHUKAIOTh Yepe3 MeBHY KilbKiCTh AHIB ITiC/s
OCTaHHBOI [031 BaKL[MHU, 3@ YMOBHU BiJJCYTHOCTI CUCTeMaTUYHUX BiMIHHOCTEU MiX
cyb’ekTamMy, sIKi BiATIOBifatOTh BU3HAUEHHIO BWIMAJKY, Yy TIPOMDKHOMY Tiepiofi B
KOXKHIM rpymi. [HTepBan miciasi BBeleHHS 03U [0 MiAPaXyHKY BUMNAAKIB CJIiJ]
BU3HAUaTH Ha OCHOBI JJaHUX MPO KiHeTUKY IMyHHOI BIiATOBiZi. Y pasi 3aCTOCyBaHHS
OCTaHHBOTO TIiX0/Ay HeoOXiJHO TPOBECTH BTOPDUHHHUM aHasi3 yCixX BUMAAKIB, III0
BUHUKAIOTh 3 MOMEHTY paHjjoMmi3aljii. 3a morpebu aHasi3 TIOBUHEH TaKOX
TIPOBOJUTUCS B MOMNYJIALiAX [/ BTOPUHHOIO aHaslily, BU3HAUYEHUX, HarlpuK/af,

BiZIMOBIZIHO /10 Ki/IbKOCTi (PAKTUUHO OTPUMAaHUX /03 BaKI[MHHU.

4.6.3. IHiui nuTaHHA iHTepnpeTaiii e)eKTUBHOCTI BaKI[UH

EdekTuBHICTb BaKI[MHNA MOXKe OyTH ITPOIeMOHCTPOBAHaA JIMIIE B PErioHax, /e €
JOCTaTHS KiJIbKiCTh 3aXBOPIOBaHb, I1[00 MOyKHa OyJsi0 MpPOBeCTH BUITPOOYBaHHS Y
po3yMHi TepMmiHM. TakuM UWHOM, BUKODUCTaHHSI BaKIL[UHU JJjs1 TPO(di/JIaKTUKH
3aXBOPIOBAHHS, siKe piZKo 3ycTpiuaeTbcss B KpaiHax €C, Oyzae TIpyHTyBaTHCS
BUKJ/IFOUHO Ha K/IIHIYHKX [JaHUX, OTPUMAaHUX B perioHax 3 BUCOKOIO eH/JeMIiUHICTHO.

fdkmo 06a3oBe KmiHiuHe BUIpoOyBaHHS e(hEeKTUBHOCTI ITPOBOJUIOCS B
eHJIeMIUHUX perioHax 3a mexxamu €C, [e CrocrepiraBcs 3HAaYHWUU TPUPOJHUMN
MpaiMiHr [0 BaKlWHAI[ii Ta/abo TiepexpeCcHWi TPaMMIHT IMic/s BaKI[UHALII TTPOTH
6/M3bKOCTIOpiAHeHNX 30yAHMKIB, [aHi, OTpUMaHi Bif cy6’ekTiB, mo Oyaud He
iHdikoBaHi BiAmoBigHUM(M) 30yaHMKOM(aMK) Ha TIOYATKy JOC/i/PKEHHS, MOXXYTh
OyTy HaMbinbin peneBaHTHUMHU s >kureniB €C. Y Takux BWIIa[Kax CIIOHCOPU
TOBUHHI PO3T/ITHYTH MTUTAHHS PO Te, UM MOTPiOHO MiJKPITIIOBaTH OL[iHKY KOPHUCTI
ang kurtenie €C LUIIXOM TMOPIBHAHHA IMYHHOI BIJMOBIZI Ha BakLUHALIIO MDX
CepoHeTaTUBHUMHU Cy0’€KTaMH, $Ki TMpPOXXHBAlOTb B €HJeMiUHOMY PperioHi, i
BIZITIOBIITHUMM 3a BIKOM »kutesiamu €C.

TakoXX mNUTaHHSA MOXe BHUHUKHYTH, SKILO BakKLMHA I[I0Ka3ajaa CBOIO
eheKTUBHICTb y PpeTioHi, i@ MATAMA 30yJHUKA, SKi LHMPKYJ/IOITh, CYTTEBO

BiJIpi3HAIOTHCA Bif HaliOinbi mommpenux B €C, a HasiBHI [aHi CBifyaTh TIpO Te, II[0
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repexpecHyi 3axXUCT MK ycCiMa MiJTUIIaMHA He € MOXJIMBHM. Y LbOMY pasi Moe
OyTY KOPUCHUM OL[iHUTH CTYTiHb TIePeXPEeCHOTO 3aXUCTY, SKUH MOXXe BUHUKHYTH in
vitro s migTBep/p)KeHHsI O4iKyBaHOi e(eKTUBHOCTI BakKI[MHMA B Pi3HUX perioHax.
Hanpuksnaz, 3ane)xHo Bif 30ygHuKa, (GyHKI[iOHa/IbHI iMyHHi BiJTOBifi, BUKIMKaHi
BaKLIMHOI, MOXKHA OLIIHWTU 3a BeJIMUUHOIO Ta TPUBAICTIO, BUKOPUCTOBYIOUU DS

Oprasismis, 110 LUPKY/IOKOTh Yy €C.

4.7. Inui migxoau A0 ouiHKM e()eKTUBHOCTI BaKIMH

[pu geskux iHPeKI[iHHUX 3aXBOPIOBaHHIX MOXKe OYTH BiJCyTHSI:

- MOJK/IUBICTb TIOPIBHATM IMYHHI BIiATOBIAI MK BaKLMHOIO-KaHAWAATOM i
3apeeCcTPOBAaHOK BAKLMHOK, Y $KOI € [JOKYMEHTa/JbHO IIiJATBepykKeHa

e eKTUBHICTb a00 pe3ybTaTUBHICTh;

- MO>K/TBiCTh MPOBECTH BUMPOOyBaHHS e()eKTUBHOCTI BaKIUHM;
- ICP abo moporoBi 3HaueHHs, sIKi Mo)kHa Oyn0 © 3acTocyBaTHl [/isi
iHTepnpeTaii iMyHHUX BiJIMOBiJieH.

Y Takux cUTyallisiX MO>KHA PO3TJ/ISIHYTH iHILI MiAX0AU A0 OL[iHKY e(DeKTUBHOCTI
BaKLIUH.

HanpukiaZ, MOXXHa PO3T/ISTHYTH MO>K/IMBICTh TIPOBeZieHHsI BUMpPOOyBaHb 3a
yuacTro yiroguHu. Taki BUMTPoOyBaHHS MO>KHA TIPOBOJWTH Ha AOCUThH PaHHIX CTaisx
K/TiHiYHOT pO3pO0OKM /I TiATBEPAKeHHs KOHIeTLii Ta/abo A/ BU3HAUeHHS J03M i
CXeMH JTiKyBaHHS. Y [eAKMX BUIAZKaxX TaKi BUMPOOYBaHHS MOXKYTb OYTH €JUHUM
MOX/IMBUM BapiaHTOM OIL[iHKA K/iHiYHOI edeKTUBHOCTI B Tepiof, 10 Tepeaye
3aTtBep/pkeHHI0. O/IHaK iCHYIOTh BU3HaHi OOMeXeHHsI BUIIPOOyBaHb 3a Y4acTHO
JIOIUHU [I/I1 TIPOTHO3YBaHHSI 3aXWUCTy Bif TNpUpPOAHOI iHGeKIii TNaToreHHUMU
MiKpOOprasismaMu JUKOIrO THIIY.

1o HUX HasiexxaTb, 30KpeMa:

1) HeobOXiHICTL BUKOPUCTAHHS aTeHyMOBaHUX ILITaMiB ZiesiKUX 30yIHUKIB;

2) HeBH3HAaueHa YU HeBiZloOMa 3HAYYILiCTb KOHTPOJIbHUX /03 TOPiBHSIHO 3
TIPUPOJHUMU iH(DIKYIHOUMMHU 03aMU;
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3) peneBaHTHICTb [OCTi/PKyBaHOI TOMyJsLii, sKa 3a3BMYall CK/IaJa€ThCs 3i
3/I0POBUX JIOPOCIHNX 0Ci0 BikoM fi0 50 pOKiB, CTOCOBHO BCi€l 1[i/TbOBOT MOITYISALiil 7151
BaKILIMHallIl;

4) paHHE BTpy4YaHHS i3 3aCTOCYBaHHSIM aHTUMiKPOOHOTO JTiKyBaHHSI Ha OCHOBI
MepIIMX MOXKIMBHUX O3HAaK KJIiHIYHOTO I1epe0iry 3axBOpIOBaHHS, IIPH  LIbOMY
eheKTHUBHICTb ITI0ZI0 3art0biraHHsl CaMOMY 3aXBOPIOBAHHIO He BU3HAUYAETHCS;

5) 3a7eXXHiCThb Bifi /1a00OpPaTOPHUX AAHUX (TaKWUX SIK Pi3HUI y BipyCHOMY
HaBaHTaK€HHI MK BaKI[MHOBAaHWMM 1 HEBaKI[MHOBAHUMHU TPYyIaMH), OCKIJIbKU
BUHUKHEHHSI K/IIHIYHOTO 3aXBOPIOBaHHS Yy JOC/Ii/I)KyBaHIM NOMYJISLil MaJlOMMOBipHe.

[HO/I €aWHMM BapiaHTOM OLIIHKKA e(eKTUBHOCTI BaKIMH-KaHAWAATiB MOXKe
OyTH BUKODHMCTAHHS BiJIMOBIIHMX TBApPUHHUX MoJener iHdekilii, sKi MOXXyTb
BKJ/IHOUYATH TMOCTBaKLWHA/IbHI AOCTIIPKEHHS Ta AOC/iI)KeHHs IacUBHOI iMyHi3aLjii 3
BUKODHCTAaHHSAM CHUpPOBaTOK abo T-KMTWH Bif BakKI[MHOBAHUX YW TIPUPOIHO
iHdbikoBaHUX TBapuH Ta/abo moguHu. Bubip Mopesni(ei) morpebye peTenbHOTO
o0rpyHTyBaHHs. B yMoBax BifcyTtHocTi ICP ekcTpanonsifisi eeKTUBHOCTI BaKIIVH,
II0 CIOCTepiraeTbCsi y TBapWH, Ha JIIOJUHY Il[OHalIMeHIlle BHUMara€ BUBUYEHHS
imyHHOro(nx) mapameTtpa(iB), HalOiMbIII BaXK/IUBOTO /s 3abe3rmeueHHsT 3aXUCTy. Y
1[ii cuTyalii Bce ofHO OyAyTh MOTPiOHI KiiHiuHI BUMpOOyBaHHSI Oe3reKkW Ta
IMyHOreHHOCTI. [HTepriperalisi AaHUX LIOAO IMYHOreHHOCTI Y JIFOAWHU TTOBUHHA
BPaXOBYBaTH [JOK/IiHIUHI pe3y/bTaTH i 0OrOBOPIOBATHCS B KOKHOMY KOHKDETHOMY
BUIA/KY.

AKLIO J03BiT IPYHTYETHCA HA TaKWUX JAaHWX, HA MOMEHT 3aTBep/yKeHHsI MarOThb
Oyt po3pobieHi TIaHK OLiHKKM e(heKTUBHOCTI BaKIIMHU Ta/abo ii pe3ybTaTUBHOCTI,

SKIIO BUHWKHE TdKd MO>K/TUBICTb.

5. AI€EBICTD

OrjiHka [i€BOCTi BakIWMHM BifjobOpakae mpsiMmuii (iHAYKOBaHWM BaKIMHOO) i
HemnpsiMui (MOB’SI3aHUM 3 TIOMYJIALIE0) 3aXWUCT TPUA PYTUHHOMY 3aCTOCYBaHHI.
MieBicTb BakIMHU MOYKe OyTH OIfiHeHa 3a pe3y/bTaTaMH JIOC/i>KeHb, 1110 OMUCYIOTh

BUHUKHEHHsI 3aXBOPIOBaHHs, SIKOMY CJIifi 3arobirtTd, y BaKLMHOBaHiW Li/bOBil
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nomysisii 3 uvacoM. Hampukmaj, e MOXyTh OyTH CHOCTepeXXHi KOTOPTHi

JOCJTiDKEHHS, AOCTi/PKEeHHS] TUITY «BHUMAZOK — KOHTPOIb» ab0 «BUITAJIOK —

KoropTa». Kpim Toro, zieBicTh Mo)ke OyTH OlliHeHa Ha OCHOBi JJaHUX, 3i0paHUX ITij]

Yac roeTarHoro (HampuK/aj, y TOCAiI0BHUX BiKOBUX Tpyrax abo rpyrax pU3UKY)

BBe/IeHHS1 BaKLIUHU 1[iJIbOBIiY TOMY/IALI, Ta iHOZI 3 BUKOPUCTAHHSAM iHIIWX AW3alHIB

,[[OCJ'Ii,Z[}KEHI:, Mepex EHi,Z[HaFJ'IH,Z[y 3d 3aXBOPHOBAHHSAMM abo pEECTpiB 3daXBOPIOBAHb.

HocnimkenHs: e)eKTUBHOCTI BaKIMH He 3aBXKAW TOTPiOHi, asie MOXYTb OyTH

0COO/TMBO KOPUCHUMHU B JIeSIKUX CUTYaIlisfAX Ta/abo A/isg PO3B’si3aHHS TEBHUX ITHUTaHb,

30Kp€EMd TdKHX:
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peecTpallisi IpyHTyBajacsd Ha JOKIiHIUYHUX AaHUX eheKTUBHOCTI Ta MOpPiBHSIHHI
iMyHHUX BiZITIOBiflell y 3axXUINleHUX TBapWH i BaKI[MHOBAHWX /IOZiel Ta/abo Ha
pe3y/ibTaTaxX BUMIPOOYBaHHS 3a yUaCTIO JIFOJUHMY;

HEeBi/IoMO, SIK JOBrO TPHMBAaTHMe 3aXHCT MiC/Ig TepPBHHHOI cepii Ta/abo micis
peBaKLUHaLil;

TIPOTIOHYEThCSI BUKOPUCTOBYBATU [laHi, 3i0paHi /i poO3B’s3aHHS ITUTaHHS
JIOBIOCTPOKOBOTO 3aXUCTY, 11100 cripusith inenTudikariii ICP;

iCHYIOTh HEBUPIllleHi TTUTaHHS 11010 e()eKTUBHOCTI BaKI[MHU MPOTH ILIMPOKOTO
PAAY TiTUIIIB 30y IHUKA;

iCHy!OTh HayKOBi MifiCTaBU BBakaTH, 1[0 OLliHKA e(eKTUBHOCTI BaKI[WHU,
3pobsieHa B XOZi TiepeApeecTpalliiHoTo BUIIPOOYBaHHS, He MOyKe IIIUPOKO
3aCTOCOBYBATHCSl [I0 IHINMX TOMy/ASLiii (Harpukaag, g0 Cy0’eKTiB, sKi
TIPO>KUBAIOTh Y Pi3HUX eH/leMiuHKX ab0 HeeHJeMiuHUX perioHax);

y pi3HUX KpaiHax ab0 perioHax 3aCTOCOBYIOTBCS Pi3Hi CTpaTerii BITPOBayKeHHS
BaKI[MHM, 1110 MOXe BIUVIMHYTH Ha OIL[iHKYy ii [Ai€eBoCTi (Hampuk/aaj, KoJu
3arpoBa/P)KeHHsI  PYTUHHOIO  BUKODWUCTAaHHS  BaKLMWHWA  [JIS  HEMOBJIAAT
CYIIPOBOKYETbCSA  TIPOrPaMOK)  HAZOJIY)KeHHSI  IMyHi3alil [yl CTapLiuxX
cy6’ekTiB Ta oxorieHHsI Cy0’€KTiB OinbIn CTapIoro BiKy). Y TakKWUX BUIIaJKax
OLTiHKA [Ji€BOCTi BaKI[MHH, 3p00/ieHa 3 BUKOPHUCTAHHSIM Pi3HMX METOHUK, MOXKe
JIOTIOMOTTH BHWOpaTW OCHOBHY CTpaTerito AJisi [OCSITHEeHHS IIBHAKOTO Ta

e()eKTUBHOTO KOHTPOJTIO HaZl XBOPOOOI0;
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- € TMmifCcTaBuM TMiJO3pIHOBAaTH, 10 LIWPOKE BHUKOPUCTAHHS BaKLUHU MOXKe
CTIPUUMHUTHU 3MiHYy THATHMIB 30yHMKA 3aXBOPIOBAHHS, TTOPiBHSHO 3 ITEpPiofoM
J10 BaKILMHaLil.

HocnmimpkeHHs  JIEBOCTI  BaKLMHU BHMAararThb HAsABHOCTI  BiATIOBigHOL
iHppacTpyKkTypu J/s1 BCTAHOBJIEHHS 1 MifTBep/pKeHHsI BUMAZKiB 3aXBOPIOBaHHS
BiAMOBiAHO [0 KiIiHIUHUX Ta /abopaTOPHUX KpUTEpiiB, TOMYy OTPUMAaHHS
[IOCTOBIDHUX JaHUX MOXK/IMBE He y BCiX KpalHax 1 perioHax. KpiMm Toro, rnpu Jesakux
iH(eKIiMHUX 3aXBOPIOBAaHHSX OI[iHKa Ji€BOCTi BaKIMHU MOXJ/IMBa JMIle Y pasi
emizieMii TIPUPOZIHOTO TOXO/)KEHHSI UM HAaBMHCHOTO BUKHAY 30yZHMKa 3a YMOB
bioTepopu3smy. 1o TOrO »K, A/ TIPOBeEeHHS JOC/iHKeHb /i€BOCTi BaKIMHALil
HeobxigHo, 11106 0yJ/I0 MPUMHSATO TIO/MITUYHE PillleHHsS MPO BaKIMHALIIO J0CTaTHbO
BeJIMKOI Ki/IbKOCTi Hace/ieHHs, 11100 3po0OUTH aHaJti3.

SIKITI0 BBA)KAETHCS, IO Y JAOC/IHKeHHI eheKTUBHOCTI BAKI[UHHA MO)Ke OyTH
OoTpWMaHa IjiHHa iH(opMmallis, BayKJIHBO, 11100 Oy po3po0/ieHi My1aHu, sIKi I03BOJISITh
iHIL[IFOBaTM UWOr0, KOJIM 3’SIBUTHCS BIiJIMOBiZHA MOJK/IMBICTH Yy MiCAspeeCTpaL[iMHAN
repion,.

Posib BjlaCHMKA peeCTpaliiiHOro TIOCBiTueHHs Y Po3po0ili J0C/iKeHb AieBOCTi
BaKI[MH, BU3HAUeHHiI 00’€KTy Ta TOMYJISALi A/ aHasi3y, CK/IaJlaHHi IPOTOKOJIB,
300pi Ta aHasi3i JaHUX MOTpebye po3r/sAy B KO)KHOMY KOHKPETHOMY BHWMAAKy. Y
GisbIIOCTI BUMAZAKIB JOCTIHKeHHs, sike (hiHAaHCYETbCS BJIACHUKOM JTilleH3il, He €
JIOLIITBHUM, SIKII[O Ti/TbKU piBeHb 3aXBOPHOBAHOCTI Ha iH(eKIliiiHe 3aXBOPIOBaHHS He
Jy>kKe BUCOKUM B JIeIKUX perioHax, 10 J03BOJSIE MPOBECTH BiJHOCHO HeBeWKe Ta
KOPOTKE AO0C/iHKeHHS. €IUHUM MOMK/IHBUM CIIOCOOOM OLIIHMTH Ji€BiCTh BaKI[UHU
yaCTo € JOC/iJ)KeHHs, 110 3alpOBa/KYIOTb OPraHW OXOPOHHU 3[0POB’S Ha MOYaTKy
MacmTabHUX TporpaM BakIuHallii. [TpoTe BIAaCHUKHM peecTparjiiHOro IOCBiUeHHs
3000B’s13aHi HaflaBaTH KOMITeTeHTHUM opraHam €C BifmoBigHi gaHi, oTprMaHi HUMU
Ta/abo oryO/iKOBaHi y HayKOBiM /liTepaTypi 3a pe3y/bTaTaMH He CITOHCOPOBAaHUX
pocimipkedb. Crify pO3IVISHYTM TATaHHSA OHOBJeHHS SmPC, $KIO0 OTpuUMaHi
pe3ysbTaTh Oe3rnocepefiHhO CTOCYIOTHCS HaJlaHUX peKOMeH/allii (HarpuK/iaz, Moo

noTpebu y IeT/IeHHi 0/JaTKOBUMHU /103aMH /IS TIiATPUMaHHS 3aXHCTY).
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6. BE3IIEKA

6.1. Onjinka 0e3neku B K/IiHIYHUX BUNIPOOYBaHHAX

OcHOBHI peKOMeH/ia1lii OZ0 OLiHKKM Oe3reKu y BUMMPOOyBaHHSIX BaKIMH TakKi
K, SIK i 1S iHIIIMX THIIB JIiKapChKuX 3aco06iB. Citiji JOTpUMYBAaTHCS BCiX BiAMOBiAHMX
KepiBHUX nipuHLuIiB CHMP. Huxkue HaBeieHO JesKi JOJaTKOBI peKoMeHallil 1[040
OLIiHKY Oe3reKu BaKLMH Y KTiHIUHUX BUTIPOOYBaHHSIX.

Ockiibku OibImTicTh TOOIUYHKX peakijii Ha BaKIMHA BUHUKAIOTh IIPOTSTOM
Nepiumx JeKibKOX [AHIB IiC/is BBeJeHHS /103U, 3araJbHONPUMHSITOI MPAKTUKOK €
30ip iHdopmariii po micieBi Ta CUCTEMHiI CUMITTOMH MTPOTSITOM MPHUOIU3HO 5—7 [HIB
TiCIA BBeJEeHHS KOXKHOI A03u. [id KMBUX BakLWH, 3[4AaTHUX [0 peruviikailii, Moe
OyTH Ginbii TpuBaMMii Tiepiof 360py iH(opMariii MPo BUHUKHEHHSI CUMITTOMIB TIiC/Is
BBe/IeHHs 1034 (Hanpuknai, 10-14 gaiB abo iHozi Oinbiie), 3a/1eXXHO Bif TOTro, III0
BiJoMo T1ipo TpuBamicTh BuBiNbHeHHs (shedding) 30yanuka(iB). YmpogoBk
BUBIJIbHEHHSI TaKOXX ICHY€ TIOTEHLIIMHUM pHU3UK [JiI THUX, XTO KOHTAaKTye 3
BaKLIMHOBAHOIO JIFOJUHOIO.

[Tepenik OUiKyBaHUX CHUMIITOMIB MOXe BIJPI3HATHUCS 3a/7€XKHO BiJ BiKY
(HampuKmaz, y HEMOB/AT, AiTel sicebHOrO BiKy i AiTelt crapioro Biky abo
gopociux). BiamoBigHi cucremu Kimacudikailii A1 OI[iHKM TSDKKOCTI MarOTh OyTH
3a3/la/ieri/ib BU3HAUeHi B TIPOTOKO/aXx.

HetanbHi BimomocTi mpo Bci inmi (Tobro HebakaHi) moOiuHi sSBUINA MiC/IA
MpUIOMY 703U CJ1iJi OTPUMYBATH iJi yac Bi3WUTIB B Me)Kax AOC/ifKeHHs Ta/abo 3a
JIOTIOMOTOK0  [IUCTaHLIIMHOTO KOHTAKTy. Y XOZi JOBrOCTPOKOBOI'O CITIOCTEpEeKeHHS
MO)Ke OyTH TpUUHATHUM (iKCyBaTh J/dille Cepiio3Hi MobiunHi sBMIa Ta MoOiuHi
SIBULLA, 1[0 BUK/IMKAaIOTh 0COO/MBUY iHTepec.

TpuBamicTh criocTepe)keHHSI 3a 0e3MeKOr0 ITic/s BBeJEHHS OCTAHHLOI [[03U

CJ1iJ; OOTPYHTYBATH Ha OCHOBI KOHCTPYKIIil BaKI[MHU-KaH/AWaTa, BK/IOUEHHS HOBOTO
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a/’tOBAaHTy Ta TMOIEpPeHiX [JaHUX, I[0 CTOCYIOTbCA Oy/Ab-SKOr0 3 KOMITOHEHTIB
BaKLIUHMU.

Akngo wiskoBa MOMyAL{A  BaKLUMHU-KaHAWAaTa BK/IKOYAE TeiaTPUYHUX
cy6’exTiB, TO HeoOXifHICTbL MporpaMu BiKOBOI [JeecKanarlii (HarpuK/aj, CIOuaTKy
Oe3meKa OIiHIOETLCA Yy ITi/ITKIB, a MOTiM — y giTeld 6-12 pokis, 2—5 pokis, 1-2
POKIB i MeHIlle) MOBUHHA PO3TJIs/JaTUCS B KO)KHOMY KOHKPDETHOMY BUIMA/IKy 3a/I€XKHO
BiJi BIKOBOro fiarma3oHy IIi/TbOBOI TOIMYJIALi Ta pe/ieBaHTHOCTI JaHUX 3 Oe3mekw,
OTPUMaHUX Yy CTapIIMX CyOIONysiisiX, A1 MOJIOAIINX CYOIOMy/IsIiid.

Hampuknaz, mnociifioBHe 3HWKEHHS BiKy MoXe OyTu HeoOXigHUM, KOJH
OUiKY€TBCH, II10 IS Pi3HUX BiKOBUX IiArpyn Oyze moTpiOeH pi3HUI CK/af BaKIWHU, i
B 1IbOMy pa3i fJaHi 3 0Oe3mekd Ta iMyHOTeHHOCTi OfHi€l BIiKOBOI MiArpyru
aHa/Ii3yIThCA Tepe] Mepexo oM A0 HacTynHoi rpynu. Kpim Toro, Ko aHTUreH(M)
Ta/abo a/i’tOBaHT y BaKIMHI BiJIpi3HSIOTLCA Bif THIX, 1[0 MICTATHCSA B JIiI[€H30BaHUX
BaKIIMHAX, IMOTPibeH OL/TbIT 00epeXXHUM ITiIXi.

[TocizioBHe 3HWKEHHS BiKy MOykKe He 3HaIoOUTHCS, SIKI[O0 BaKIIMHA-KaHIUZAT
MiCTUTB JIMIIe aHTUTeH(1) + a/i’FOBaHT, 1110 B)Ke BK/IFOUEHi /10 CK/IaJly 3apeecTpOBaHOl
BaKIIMHU(UH), i B LIbOMY pa3i MOXXHa BUBUMTH HasBHY Ba)K/IWBY iH(pOpMallit0 Tpo
be3nexky. KpiMm TOro, ouikyBaHa BiJCyTHiCTh ab0 He3HauHa KOPUCTb Bif
3aCTOCYBaHHSA JeSIKUX BakKLWH y TeBHUX IeJiaTPUUHUX BIKOBUX MiATrpyIax MO’Ke
OyTM TIDUUMHOIO [JesSKOTO HeOakaHHA BK/IIOUAaTH TaKWAX JiTed y K/IiHiuHI
BUTTPpOOYBaHHs. SIKIIO € JOK/iHIUHI AaHi Ta JaHi JOCTiIKeHb 3a y4acTIO JOPOC/IUX,
MO>Ke OyTH JOLIIIbHUM 3aCTOCyBaHHS MOAM(}iKOBAHOTO TIiZIXOAY A0 TIOC/TiZIOBHOTO
3HIKEHHS BiKy 3a TIeBHUX 00cTaBuH. Hampukiaz, Moxke OyTH BUTIPaBaHKUM TTepexif
Bi/l JOPOCMX [I0 Ma/IOKiB 3a YMOBU 00epe>KHOT0 BUOOPY MOYaTKOBHX ZI03 Ta TTOBHOI
OL[iHKM BCIX [aHUX, OTPUMAaHUX y HEeBeJMKHMX KOroprax, Mepll Hi)K BK/IKUYATU

HaCTyMHY KOTOpPTY.

6.2. Po3mip 0a3u gaHKX 3 0e3meKku
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Po3mip 6a3u maHux 3 Ge3neku y nepeApeecTpalliiHui mepios CJTiJ BU3HAUaTH
OKpPEMO B KOJKHOMY BUMAKY.

Ao BakiMHA-KaHAWAAT MICTUTb KOMIIOHEHTH, SKi paHille He BXOAWIU [0
CK/Ia/ly 3apeeCcTpPOBaHMX BaKI[WH, 3a3BUuaii Tpeba MparHyTH CTBOPUTH 06a3y AaHUX 3
Oe3meKu, JOCTaTHIO /IS OL[IHKK YaCTOTU PiAKiCHUX MOOIUHMX sBUI (10 BUHUKAIOTh
Big 1/100 mo 1/1000 BakumHOBaHUX oci0). IlpoTe 1e He cif po3rasAaTé K
3ara/IbHOTIPUUHSATHY MeTy, a/)ke MOXKYTh BHUHHUKHYTH OCOOIMBI TIUTaHHS, /15
BHBUEHHS SIKUX MOXKe OyTu roTpibHa 3HauHO Oisbilia 6a3a AaHuX.

Harpuknag, sIKII0 BUHHKaOTh MUATAHHS, MOB’Si3aHi 3 JOK/IIHIUHUMU JJaHUMU,
iCTOpUUHKM JOCBiZIOM 3aCTOCYBaHHS T0/[i0HOT BaKIIMHHU ab0 3 HAABHUMU KJTiHIUHUMU
JaHuMud 3 Oesrieku, Moxke OyTH  HeoOXiJHUM  CTBOpeHHS  JOCTAaTHbHOI
riepeipeecTpaliiiiHoi 6a3u AaHuX 3 6e3meku /s 3a0e3reyeHHsT TOUHOI OLiHKY PHU3HKY
BUHUKHEHHsI HeuacTuX abo HaBiTh pigkicHHMX 1ob6iuHux sBuil. Kpim Toro, moske
BUHUKHYTH TioTpeba, mo0 6a3a gaHux 3 Oe3meku Oyra JOCTaTHBOTO PO3Mipy /st
OLIIHKM PH3WKY BUHUKHEHHS TTeBHOTO MOOIYHOT0 SBUIIIA ITiC/Is BaKIMHALLi1.

Oco6MBi BUMOTH 1110710 TIepe/ipeecTpaliiiHol 6a3u faHuX 3 6e3reKu MOXKYTh
3aCTOCOBYBATUCS, SIKI[O: a) BaKI[MHA-KaHAWAAT TIOEAHYE aHTUreHU + aJ tOBaHT, sKi
BXO/ISITh /0 CK/Ia[ly 3apeecTpOBaHUX BakKIMH, abo 0) MiCTUTh [J0JAaTKOBi aHTUTe€HU
TOPIBHSHO 3 3apeeCTPOBAHOI0 BAaKLIMHOIO, ajie BCi BOHU OTPUMAaHI 3 OJHOIO 1 TOTO X
30yJHUKa i BUTOTOBJIEHi aHa/JIOTiuHUM CIOCOOOM. Y TakvxX BUTaAKaxX iH(opmarlis
IT[0/I0 TOYHOT'O CTIIOCO0y BUPOOHMIITBA Pi3HMX aHTUTeHiB a00 aji’FOBAaHTIB y BaKI[MHi-
KaHAWAATI Ta 3apeecTpoBaHiN(MX) BakKLMHI(aX) MO)XKe BpaxOBYBaTHCS TIiJl 4ac
PO3TJISIly BUMOT /10 TiepeZipeecTpalliiHoi 6a3u JjaHuX 3 Ge3reku.

B 1iyiomy, BUIlleHaBeZieHi peKOMeH/allil CTOCYIOThCsS 3arafbHOi 6a3u ZjaHuX 3
Oesriekd, TOOTO He3a/eKHO BiJ KibKOCTI ab0 yacTKM y BIiKOBUX UM iHIIKX
MOMNY/ISALIIMHKAX MiArpyrax. 3aje)KHO BiJl BaKIL[MHU Ta L/IbOBOI TOIMY/ISALIil, SIK ITPaBU/IO0
OUiKY€TbCs, 110 TIPUHAWMHI feski faHi 3 Oesreku OyayTh OTpUMaHi Bif ycCix
LiIbOBUX Tpyn (Harpukaaj, BIKOBUX TIArPYI), a B [edKWX BUIaJKaX MOXKe

BUMaraTucs, 100 3arasbHa 0a3a JaHux 3 0e3eKku BK/I0UYaja MiHiMa/lIbHY Ki/IbKiCTh

46



CT-H MO3Y 42-7.14:2024

Ccy0’eKkTiB y II€eBHOMY BIiKOBOMY siara3oHi abo 3 TIeBHUMH XapaKTepHUCTHKaMH

oprasismy.

7. OCOBJIUBI I'PYIIN HACEJIEHHA

7.1. BariTHi XiHKH

He Bci Baki[uHM MigXo[AThb [Jjs1 BBeJileHHs BariTHUM >XiHkaM. l[leit pospin
nepeg0auae, 10 BaKLWHU-KAaHAWIATH, 3alpOIIOHOBAaHI /s BBeJEHHS ITiJ] uac
BariTHOCTi, OyAayTh OIiHeHI y BiJNMOBIJHUX AOKMIHIYHMX [JOCTiKEeHHAX i
BK/IFOUaTUMYTb aHTUreH(M) + aj’lOBaHT, $IKi He BBa)KAHOTbCS LIKIJAJUBUMU [JIs1
BariTHOI »KiHKU a0b0 MI0/a.

BakuuHariis 1ijg  yac BariTHOCTI MOKe MaTh OJHY 4YM KUlbKa 3
HIDKUEHaBeZIeHNX Iijieli: a) 3aXWCT BariTHOI JKiHKM; 0) 3axWCT TUloZia Bif
BHYTPIIITHLOYTPOOHOI iH(eKIIil; B) 3aXHUCT JUTUHU IOTH, TOKU 30epiratoThCs 3aXUCHi
PiBHI MaTepUHCHKUX aHTUTL/ Y ITIOCTHATA/IbHOMY I1epiofi.

AKIIO BaKLMHA-KaHAW/AT He CXBaJsieHa [/ BBeJ|eHHsSI HeBariTHUM >KiHKaM, TO,
TIepPII Hi’K PO3MOYMHATH BHUITPOOYBAHHS 3a yUacCTIO BariTHUX JKiHOK, CJIifi OTpUMaTH
JaHi 3 Oe3MeKy Ta iMyHOTeHHOCTI y HEBariTHUX JKiHOK PenpOAYKTHUBHOTO BiKy. Y
JocimkeHHsT 6e3reku Ta iMyHOTeHHOCTI il OOIPYHTYBaHHS PeXHUMY A03yBaHHS

CJ1if 3a/ly4yaTH JKIHOK Ha TepMiHi BariTHOCTI, L]0 BiANOBiZia€ OCHOBHIU MeTi: IKOMOra

paHillle i yac BariTHOCTi, — 100 3aXHWCTUTH Matip Ta/abo 1A, i Ha mi3HIMX
TepMiHaX BariTHOCTi, — 106 MakcHMMi3yBaTHd piBHi MaTepPUHCHKMX AaHTUTIT Y
HOBOHAPO/)KeHOr 0.

AKIII0 OCHOBHOK METOR0 BaKL[MHALJiT i/ YaC BariTHOCTI € 3aXHUCT HEMOBJISITA B
TIepII MICALll >KUTTS, BUTIPOOYBaHHS [/ BCTAHOBJIEHHS 03 TIOBHHHI BKJIFOUATH
BUMIPIOBaHHS PIBHIB aHTUTLI y 3pa3Kax IyIIOBUHHOI KPOBI, B3ATUX IIiJl Yac I10JIOTIB.
OTprMaHUX JaHUX Ma€ OyTU OCTaTHBO i OL[iHKK Mi>KCy0’€KTHOI BapiaGeslbHOCTi
Ta BIUVIMBY YaCOBOTO IHTepBaly MDK BaKLMHALII€l0 1 TI0JloraMM Ha PIBHI

MaTepUHCLKUX aHTUTIJI Y HEMOBJIAT. Y TIPOLieCi BU3HAUeHHs 03U CJIiJ] OL[IHIOBaTU
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TIePCUCTEHI[iF0 aHTUTIJ JI0 I[iTbOBOTO 30yJHUKA Ta TIOPiBHIOBATU MK HEMOBJISITAMH,
1[0 HAapOAW/IWCA y BaKLIMHOBaHUX 1 HeBaKLIMHOBaHUX MarepiB. fAKio 3arajibHa
cTparerisi mepejbadyae BaKIMHAIIO BariTHUX >KIHOK 3 TIO/AJIBIIIOI aKTHUBHOIO
BaKLIMHALIIE0 IXHIX HEMOBJIAT MPOTA TOrO0 CaMOr0 AHTUTreHYy (aHTUreHiB), KpHBa
3HIDKEHHS] aHTUTI/I Y HEMOBJISIT MOyKe OyTH ToriepeJHiM MMOKa3HUKOM 4Yacy BBeJ|eHHS
TepLLOol 103U BaKLIMHU HEMOBJISATI.

dkmo ans  iHQeKI[iiHOrO 3aXBOpPIOBaHHS, sSKOMy Tpeba  3armobirTw,
BcTaHoBsieHO ICP, 3anexxHo BiJj OCHOBHOI MeTH Ta mpodimo 6Oe3rnekd, y cxemi
BaKIMHaLlil MaTepiB CJIiJj MaKCUMaJbHO 30i/MbIIUTH YaCTKy BariTHHUX J>XiHOK a0b0
3pasKiB IIyIIOBMHHOI KpOBI 3 aHTUTLIaMH, w0 TmepesuilyroTs ICP. HAxkmio ICP
Bi/ICYTHiIM i HeMae 3apeeCcTpPOBaHOI BaKIMHU 3 BiZjoMOI0 e(eKTMBHICTIO, 3 SIKOIO
Mo)kHa Oysio 6 TIOpiBHATU BaKlMHYy-KaHAWZaTa (TOOTO 3a [JOMOMOTrOI0 CTparerii
«iMyHOOpiZliHTy» 11 BU3HAUeHHS e(eKTHUBHOCTI), 3a3BMuUaii TOTPiOHO ITPOBECTH
BUTIPOOYBaHHS e()eKTUBHOCTI BaKIIMHH.

Y Bcix BUNIPOOYBaHHSX 3a yUacCTHO BariTHUX )KiHOK IMOBUHHI OyTH BCTaHOBJ/IEHi
BIATIOBIIHI MeXaHi3MU [Jig JOKYMEeHTYBaHHS pe3y/bTaTiB BariTHOCTi. Hanpuknan,
cmig 30upatd  iHdopMmarifo TIpo TPUBAJCTh BariTHOCTI, CTaH JUTHHA TpH
HapoKeHHi Ta Oy/Ib-Ki BPO/)KeHi 3aXBOPIOBAHHSI.

BaknmuBo, 1100 BakKIMHM, 3allpOTIOHOBAHi [/ 3aCTOCYBaHHS IIiJ dYac
BariTHOCTi, Manu [AyKe CIPUSTIMBUM TIpodinbk Oe3rekd, BKIIOYAIOUA HHU3BKY
CUCTeMHY pPeakTOreHHiCTb. SIKIro rpodisib Ge3rneku [/s1 HeBariTHUX >KiHOK BUK/TUKAE
3aHETIOKOEHHSI, MO)Ke BWHHMKHYTH I10Tpeba y TpoBefieHHi O6ifbIl MaciiTabHUX
JNOCTIKeHb y i NOMyJIsALii /sl KiJTIbKICHOI OLIIHKA PU3WKY, TIepIl Hi>XK TIpUHMMAaTU

pillleHHs PO 3aCTOCYBaHHSA BaKL|UH BariTHUM JKIHKaM.
7.2. JIvo i1 MOXHUJIOTO BiKYy

Y mofedl TIOXWIOrO BiKy 37e0i/bIIOro 3HIKEHa peakijii Ha BaKI[MHALIiIo
TIOPiBHSTHO 3 MOJIOAVMHM JTFOABMH, ITI0 MOyKe OyTH TIOB’sI3aHO 3 iMyHOCEHEeCIIeHIJi€r0
(«cTapiHHA iMyHHOI cHCTeMH») Ta/ab0 TIONIMPEHICTI0O CrerU(iuHUX OCHOBHUX

3dXBOPKOBdHb YK 3dCTOCYBAHHSAM J'[iKapCbKI/IX 38C06iB, sIKi HeraTUBHO BIIMBAOThb Ha
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iMyHHy cuctemy. [HoAi iMyHHa BiAMOBigb y J/IOflel TMOXWIOTO BiKy Moxke OyTH
BUII[OF0, HXK y MOJIOZWX [AOPOC/NX, HaMuacTillle AKI0 Y HUX BifOyBCS TpadMiHT
MPUPOJHMM IIJIIXOM abo TiornepefiHbOI0 BaklMHaLli€lo. ToMy Ba)K/IMBO, 11100
TIPOBOJIW/IUCS afeKBaTHI J0C/IiyKeHHs 3 BUSHAUeHHS [103 BaKLIUH, sIKi IIPOIIOHYIOThCS
JJIsT JTFO el TIOXWJIOTO BiKY, i 11106 Oysu mocipkeHi BCi BiKOBi migrpymnu (Hanpukiaz;:
65—74 poku, 75—84 poku Ta Ginbiiie 85 pokiB), M00 BU3HAUWTH, UM MOTPiOHI 3MiHU
7034 Ta/abo cxeMu BaKIMHYBaHHS 3i 30i/blieHHAM BiKy. SIKIL[0 y BUIIPOOYyBaHHSIX
edeKTUBHOCTI OepyTh y4acTb JIHOAM TOXW/IOTO BiKy, PEKOMEHAYEThCS TPOBOAWTH
paHJoMisaljirfo 3a BiKOBUMHU migrpynamMu. Kpim Toro, miJy 4ac KJIIHIYHUX
BUNPOOYyBaHb MOTPIOHO JOCHIAUTA POJib OyAb-IKUX OCHOBHUX 3aXBOPIOBaHbB ab0
niKapcbKuX 3aco0iB, sIKi BIUIMBAIOTh a00 sKi MOXKYTh BIUIMBATU HAa iMYHHY Bi/ITIOBi/Ib.
Be3rieka BakUWH [JIs1 JIO[iel TOXWIOrO BiKy TOBMHHA OyTH 3a/JOKyMeHTOBaHa B
Migrpymnax 3 MeBHUMHM OCHOBHHMMMU 3aXBOPIOBAaHHSIMU Ta PiBHEM Bpa3/IMBOCTI, 11100

BU3HAUWTH, UM € MPodisib Oe3reKy B I[i/IOMy MPUHHATHAM.

7.3. Cy6’exTH 3 imyHoAedinuToM

3Ba)KaloUM Ha IITMPOKWM CIEeKTP BHUZAIB iMyHOAedilUTy, I[0 MOXYTb OyTH
HaC/IiIKOM BPO/PKeHUX UM HaOyTHUX CTaHiB abo ITPOTeHHOT0 BTPYYaHHS i JIvIIie fesKi
3 HUX MOXYTb BIUIMBAaTA Ha IMYHHY BIiJIOBilb Ha TMEBHWW THUIl BakKLWHU, He
PEKOMEHYEThCS TTIPOBO/IUTH BHUITPOOYBaHHS, SIKi OLiHIOIOThH 0e3I1eKy, iMyHOreHHiCThb
ab0 e(eKTHUBHICTD Yy IIIMPOKHX BEpCTBAX HaceseHHs 3 imyHoaedirToMm.

Y BunpoOyBaHHSX, TIPU3HAUEHUX [JisI OOTPYHTYBaHHS peKOMEHZAIIM II0/0
7103 111 cy6’ekTiB 3 iMmyHOZAedII[UTOM, C/Ti/Jl MJIaHyBaTH 3a/Iy4eHHs YiTKO BU3HAUEHUX
cybrnonyssiiivi  cy6’ekTiB 3 iMyHozedinmToM, BifiOpaHMX 3 ypaxyBaHHSIM THUX
dakTopiB, AKi 3 HalOiBIIIOI WMOBIPHICTIO MOXKYTh BIUIMHYTH Ha iMYHHY BiZITIOBizAb
Ha KOHKpPeTHY BakLMHYy. AKIIO0 He icHye 4iTKO Bu3HaueHoro ICP, sikui MO>KHa
3aCTOCYBaTHd [0 OTPUMAaHUX MAAHUX, KiHI[EBOIO METOH TaKWX BHUMPOOyBaHb Oyje
BU3HAUEHHS [I03yBaHHA, sKe 3a0be3reuye [JOCATHEHHs IMYHHHMX BiAmoBizew,

TOPiBHSIHHUX i3 TUMH, 1[0 CTIOCTEPIratoThCs B iMyHOKOMITETEHTHUX CYy0’€KTIB.
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BuBueHHs1 Bcix iMyHOofediuuTHUX CyOnomy/sijiii He € MOXJIMBUM. $IKORO
MIpOI0 MOXXHa pEeKOMEeHJyBaTU Ty UM IHILY I1030JI0TI0 3a Me)KaMW KOHKPeTHOI
nonyJisitlii, B sKiii BoHa Oysa focsimpkeHa, MOTPiOHO BHM3HAUaTH Ha OCHOBIi TOTO, 1110

BiZIOMO MPO BiJHOCHY Ba)kK/IMBICTh Pi3HUX IMYHOJIOTIUHUX MapaMeTpiB /11 3aXUCTY.
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KnrwouoBi c/0Ba: BakilMHa, T'ymMopaibHa iMyHHa BiJ[IOBi/lb, K/IIiTUHHA iMYyHHa
Bi/ZINOBi/Ib, rpadhik BaKIMHALIil, JOC/i[)KeHHsI iIMyHOT'€HHOCTI, 3aX1CHa e()eKTHUBHICTb,

Ji€BicTb, Oe3reka, iMyHHI KOPeJISTH 3aXUCTY
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