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HAIIIOHAJIBHUM BCTYII

OcTaHHIMU pOKaMH aKTyaJbHUM MUTAaHHAM (apMalleBTUYHOI Traiay3l €
CTBOPEHHS CyYaCHHMX BaKIWH AJ MPODUIAKTUKH 1H(PEKIIITHIX 3aXBOPIOBAHb.

VY 3B’sa3ky 3 manaemielo (BU3HaHO BcecBITHBOIO OpraHizali€ld OXOpOHHU
3nopoB’s (BOO3) 11 6epesns 2020 p.), 1110 BUHUKIIA BHACTIOK PO3IMOBCIOXKEHHSI B
CBITI KOpoHaBipycHOi xBopoou — COVID-19, 3’saBunaca Haa3zBuyaiiHa motpeda y
cTBOpeH1 BakiuH. [IpuunHoio XxBopoou craB kopoHaBipyc SARS-CoV-2, mupkysiis
SIKOTO B JIFOACHKIN momyJisii Oyna 1o rpyaus 2019 poky HEBiIoMO¥O.

CrporojHi #e poboTa 31 CTBOPEHHS €TIOTPOITHHUX TMpenaparis 3 miero Ha SARS-
CoV-2. V¥V cBiTi 3 MeTow mpodinakTuku KopoHaBipycHoi iHdekiii COVID-19
pPO3pO0JIEHO Ta 3aCTOCOBYETHCS IUIMH KOMIUIEKC BaKIIMH, a CaMe: 1HaKTHBOBaHI,
BEKTOPHI, O1JTKOB1 Ta BaKIIMHU HA OCHOB1 HYKJICTHOBUX KUCIOT. Hapasi jis BakiuHalii
B YKpaiHi BUKOPUCTOBYIOTh Ta MJIAHYIOTh BUKOPUCTOBYBATH BAKI[MHU BIJOMHUX Yy CBITI
PO3pOOHMKIB 1 BUPOOHUKIB. BakinHalis 3a1MiaeTbcsi BACOKOC(PEKTUBHUM METOJIOM
npodiIakTHKU 1HYEKIIHHUX 3aXBOPIOBAaHb, TOMY pO3p00Ka BaKIIUH € MEPCIIEKTUBHUM
Ta BKpail BAXKJIMBUM HAIPSMKOM PO3BHUTKY Tajy3i.

L{s HacTaHOBa CHIPUATUME 3aCTOCYBAHHIO IHHOBALIMHUX MEIMYHUX TEXHOJIOT1H
1 BUKOPHUCTaHHIO CY4YaCHUX MDKHAPOJIHUX KEPIBHUITB Yy Tpoleci po3poOKH,
JOKJIIHIYHOTO BUBYEHHS Ta KJIIHIYHUX BUIPOOYBaHb HOBUX BUCOKOE(PEKTHBHUX Ta
0e3MeyHuX BaKIWH Il MPOGITaKTUKU 1HHEKIIIHHUX XBOPOO.

s HaCTaHOBA po3po0ieHa Ha n1JCTaBl KEpIBHUIITBA
EMEA/CHMP/VWP/164653/05 Rev. 1 «Guideline on clinical evaluation of
vaccines», — August 2023 («KepiBHUIITBO IIOAO KIIHIYHOI OI[IHKKA BaKI[UH», —
cepriens 2023) [6].

Ils mnactanoBa 3amiHtoe HactanoBy 42-7.7:2020 «Jlikapcbki 3acoOwu.
KepiBHAITBO 1010 KIIHIYHOIT OIIIHKH BaKITUH.

Opranizariisi, BiANOBIalibHA 3a II0 HAaCTaHOBY, — MIHICTEPCTBO OXOPOHHU
310pOB’sl YKpaiHu.

IIs1 HacTanoBa Oyje MEperjsaaTvcs BIAMOBIAHO 10 3MiH 1 JOMOBHEHb, MIO

BHOCsThCs 10 «Guideline on clinical evaluation of vaccines», — August 2023 [6].


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%27%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%27%D1%8F
https://uk.wikipedia.org/wiki/SARS-CoV-2
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[TonoxeHHsT HACTAaHOBM BIJNOBIAAIOTh YMHHOMY 3aKOHOJABCTBY YKpaiHU:
3akony VYxkpainu «lIpo mikapcbki 3aco0m» [1], Ilopsimky mpoBemeHHsI KIIHIYHUX
BUIIPOOYBaHb JIKapPCHKUX 3aC001B Ta €KCIEPTU3U MaTepialiB KIIHIYHUX BUIPOOYBaHb
1 TUmoBOMY MOJOKEHHIO MPO KOMICIi 3 NMHUTaHb €THKH, 3aTBEP/KEHOTO HAKa30M
MinictepctBa oxoponu 310poB’st Ykpainu Binx 23 BepecHs 2009 poky Ne 690,
3apeectpoBaHoro B MinicTepcTBl rocTullii Ykpainu 29 xostHs 2009 poky 3a
Ne 1010/17026 [2] Ta HacTaHOBI 3 HanexxHo1 KITiHIYHOT pakTHKH [3].

[lin ~4yac  po3poOJeHHS  HACTaHOBM [0  TMOJIOKEHb  JOKYMEHTa
EMEA/CHMP/VWP/164653/05 Rev. 1 «Guideline on clinical evaluation of
vaccinesy, — August 2023 («KepiBHUIITBO MO0 KJIIHIYHOI OI[IHKH BaKIUH», —
cepriedib 2023) BHECEHO OKpeMi 3MIiHM Ta JIOTIOBHEHHS, 3YMOBJICHI UYHUHHHUM
3aKOHOJIaBCTBOM Ta MPUHUHATHMHU B YKpaiHI TapMOHI30BaHUMH HOPMATHBHUMHU
NOoKyMeHTaMmu. [lesKkl pegakuiifHi 3MiHU OyJ0 JA07dy4eHO Oe3nocepeaHbOo A0 MYHKTIB,
KX BOHH CTOCYIOTBHCS.

BneceHi penakiiiiini 3MiHM Ta 1oaTKoBa iH(OpMallis:

— Ha3By Ili€l HACTAaHOBW HaBeJEHO BiAmoBigHO 10 mojoxkenb JICTY 1.5-2015
«Harmionanbna crannaptuszanis. [IpaBuia moOyn0oBu, BUKIaIaHHA, 0GOPMIICHHS Ta
BUMOTH JI0 3MiCTy HOPMATHBHUX TOKYMEHTIB» [4];

— JIOJATKOBO ~ BBEJIEHO  Takl  CTPyKTypHi  eneMeHTH:  «llepenmoBay,
«Harmionanpanii  Bctym», «Cdepa 3acrocyBanHs», «HopmaTuBHI mMOCHIaHHS,
«ITo3naku Ta ckopodeHHs», a Takox «biomorpadis», — saki odhopmieHl 3TiAHO 3
nonoxeHHsimu JICTY 1.5-2015 «HarionansHa crangaptusaiis. [Ipasuna noOyaosu,
BUKJIQIaHHS, O(OPMIICHHS Ta BUMOTH JI0 3MICTy HOPMATHUBHUX IOKyMEHTiB» [4] i
JNCTY 1.7-2015 «Hamionansna cranmaptusaris. [IpaBuna Ta MeToau NpPUUHSTTS
MDKHApOJHUX 1 PErioHaIbHUX HOPMATUBHUX JOKYMEHTIB» [5]. «3micT» i€l
HACTaHOBH TMOJIAaHO 3 YpaxXyBaHHSIM JIOAATKOBHUX CTPYKTYpPHUX €JIEMEHTIB,;

— OCHOBHI TIOJIOKEHHSI BHKJIQJACHO y po3aii «KepiBHHITBO MIOAO KIIIHIYHOT
OI[IHKA BAaKIUH»; MPU LBOMY KOXXEH CTPYKTYpHUH €JIIeMEHT Yy I[iii HacTaHOBI
BiJinoBiae Takomy y kepiBHULTBI: EMEA/CHMP/VWP/164653/05 Rev. 1 «Guideline
on clinical evaluation of vaccines», — August 2023 («KepiBHUIITBO 100 KJIiHIYHOT

OIIIHKH BakIuH», — ceprieHb 2023);
VI
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— y po3ain «HopmaTuBHI mocHIaHHS» T0AATKOBO HaBeIeHO Oi0miorpadivuHuii
OIKC HOPMATUBHUX JOKYMEHTIB, IO 3raJyl0ThCS Yy 111 HACTAaHOBI;

—y posain «bibmiorpadis» gomatkoBo HaBenaeHO OiOmiorpadiyHM  OmuC
HOPMATUBHUX JIOKYMEHTIB, TOCHJIAHHS HA K1 HABEJICHO Y 1111 HACTaHOBI,

— TMepesiKk CKOpPOUYeHb, IO BUKOPHUCTOBYIOTHCS y I HACTAaHOBI, HABEICHO B
po3aini «[lo3Haku Ta CKOPOUYEHHS»;

— JOJIATKOBO Ji0 Tocwiianb Ha kepiBaunTBa ICH (awnen. International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human Use —
MixHapojHa paja 3 TapMOHi3aIlil TEXHIYHUX BUMOT /10 (papMarieBTUUHUX Tperaparib
JUIS BUKOpHCTaHHS JofauHow) Ta EMA (anen. European Medicines Agency —
€BporneicbKke areHTCTBO 3 JIiKIB) 3p00JIeHO MOCHIAHHS Ha BiNOBIAHI rapMOHI30BaH1
JIOKyMEHTH, 3aTBEP/KEHI B YKpaiHi.

[{s1 HacTaHOBa 3aCTOCOBYETHCS SIK METOJMYHI PEKOMEHJIAIlll JJIsl MPOBEACHHS
KJIIHIYHUX JOCIIHKEHD 1010 KIIHIYHOI OIIHKHA BaKIIMH.

Opuanuna cuna HAcTaHOBU BIAMNOBIZAE IOPUAWYHIA CHJII  BiJMOBIIHOTO
kepiBHMITBAa EMA, 3 SKMM rapMOHi30BAaHO I[I0 HACTaHOBY. i CIif po3rifgaTd sK
TEXHIYHUN JOKYMEHT /I HaJaHHSd KOHCYJIbTalllii 3asBHUKAM 1 BIIACHUKAM
pEECTpALIMHUX TMOCBIIYEHb, KOMIETEHTHUM YIOBHOBRXEHHM OpraHaM Ta I1HIIUM
3aIliKaBIEHUM 0c00aM 100 HaWKpamoro 1 HaWOIbII TPUHHATHOTO CIOCOOY
JIOTPUMAaHHSI TI0JIO)KEHb, BCTAHOBJICHUX 3aKOHOJABCTBOM YKpainu. [lonmoxkeHHs 1€l
HAaCTaHOBM B100paxytoTh rapmonizoBaHuit (y pamkax €C ta ICH) miaxin, BoHH
0a3yr0ThCs Ha OCTaHHIX HAYKOBUX JOCATHEHHSX Y II1i Tay3l 3HaHb.

VY pamkax YMHHOTO 3aKOHOJIABCTBA IS HACTAHOBA HOCUTH PEKOMEHIAIliHUI
xapaktep. JloTpuMaHHs 11 TOJOKEHb 3aIlIKaBJICHUMH CTOPOHAMHU (TaKUMHU SIK
3asiBHUKH, BJIACHUKMA PEECTPAIITHUX TOCBIAYEHb, PO3POOHUKH 1 BUPOOHUKH
JIKApChKUX 3aco0iB, EKCIEepPTHI Ta PEryjsTOpHI OpraHu) MiJABUIIUTH O€3MeKy
MIPOBENICHHSI KJIIHIYHUX BUMPOOYBaHb, CIPUITUME BIOCKOHAJICHHIO MPUHIIUIIB €TUKU
1 3MEHIIICHHIO BUKOPUCTAHHS JJA0OPAaTOPHUX TBAPHH, TPUCKOPCHHIO BIPOBAIKCHHS Y
MEIUYHY MPAKTUKYy HOBHX JIKApChKUX 3ac00iB. OgHaK MOXYTh OyTH 3aCTOCOBaHI

BTEPHATHBHI MIIXO/IH 33 YMOBH iX BiJIIMTOBITHOTO HAYKOBOTO OOTPYHTYBaHHS.

\l
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Takwuit miaxiza 10 TpaBOBOIO CTATyCy OLIBIIOCTI HAYKOBUX HACTAHOB BUKJIAJICHO
y IOKyMeHTI €Bpomeiickkoro arenrctBa 3 JikiB (EMA) [24]. Bxkazanmii migxin

BizmoBiae mo3uilii CBITOBOT Oprani3aiiii TOPTiBIIi MO/I0 3aCTOCYBAaHHS CTAaHIAPTIB.

Xl
VI
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HACTAHOBA

JIKAPCBKI 3ACOBHA
KainiuyHa oninka BakyH

MEDICINAL PRODUCTS
Clinical evaluation of vaccines

Yunna Bix 08 ceprast 2024 poky
COEPA 3ACTOCYBAHHA

[{s HacTaHOBA BM3HAYAE 3arajibHI MPUHIUIN KITHIYHUX JOCIHIKEHb BaKIIMH 3
METOIO0 1X MOJAJBIIOT IeP>KaBHOT peeCTpallii.

HacranoBa 3acTOCOBYETHCSI 10 BaKIMH, IO PO3POOIISIOTHCS (CTBOPIOIOTHCS),
PEECTPYIOTHCS 1 BUPOOJISIOTHCA B YKpaiHi JJIsl MEIUYHOTO 3aCTOCYBaHHs B YKpaiHi Ta
3 METOIO EKCIIOPTY a00 IMIIOPTYIOTHCS B YKpaiHy.

HacranoBa mommMproeTbcsi Ha IIJIaHYBaHHS Ta TMPOBEICHHSA KIIIHIYHUX
JOCITIKeHb €(DEKTUBHOCTI, IMyHOT€HHOCT1 Ta O€3MEKH BaKI[UH.

[Ils HacTaHOBa pPEKOMEHIYETHhCS MJisi CyO €KTIB TOCIOJAPIOBAHHS, SKi
3aiMaroOThbCAd PO3POOKOI0, KITHIYHUM BUBYEHHSIM, MOJAHHSAM 3asBOK Ha JEpKaBHY
peecTpaliio  BakIMH Ha TepuTopii YKpaiHM, HE3aJIeKHO BiJ BIJIOMYOTO
MIOPAIKYBaHHS 1 (OPMU BIACHOCTI, AJI BIJIMOBITHUX 3asSBHUKIB Ta MiAMPUEMCTB-
BUPOOHHMKIB, IPOIYKIIA IKUX PEECTPYETHCS i IMIIOPTYETHCSA B YKpaiHy, AJIsl HAYKOBO-
EKCIIEPTHUX OpraHizailiif, eKCIepTiB, 10 MPOBOASATh EKCHEePTU3Y MpHU Jep KaBHIN
peectparili (mepepeectpariii) JIKapChbKUX 3aco0iB, a TakKOX IJIs1 ayJuTOpiB Ta

1HCIIEKTOPIB.
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HOPMATHUBHI NIOCUJIAHHA

V 1t HACTaHOBI € TTOCUJIAHHS Ha TaKl HOPMATUBHI JJOKYMEHTH:

3akoH Ykpainu «[Ipo mikapchbKi 3aco0m».

Haka3 MinicTepcTBa 0XOpoHH 3710poB’ss YKpainu Bif 23 BepecHs 2009 poky
Ne 690 (31 3minamu) «Ilpo 3atBepmxenHs Ilopsiaky mpoBeneHHS KIIHIYHUX
BUIIPOOYBaHb JIKAPCHKUX 3aC001B Ta EKCIIEPTU3HM MaTepialliB KJIIHIYHIUX BUIPOOYBaHb
1 TuUnmoBOro MOJIOKEHHS MPO KOMICIi 3 TMUTaHb ETHKW», 3apEECTPOBAHHUMN Y
Minictepctsi roctutii Ykpainu Bix 29 sxoBtast 2009 poky 3a Ne 1010/17026.

Hacranosa CT-H MO3YVY 42-7.0:2008. — Jlikapcbki 3acobu. Hanexxna kiiHiuHa
npaktuka / B. Mainbies, M. Jlanyno, T. byxrtiapoa Ta iH. — Kuis,
MO3 VYkpainu, 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) (Aupextusa 2001/83/€C €Bpornelicbkoro mapiaMeHTy Ta
Pamu Bix 6 nmucromana 2001 poky mpo kojekc CriBTOBapHUCTBa BIAHOCHO JIIKAPCHKUX
npenapariB, MPU3HAYEHUX JUIA CHOXHUBaHHA JoapMU. (OQimiiiHui  xypHAaI
nocuianus 311, 28.11.2001).

EMEA/CHMP/VWP/164653/05 Rev. 1 «Guideline on clinical evaluation of
vaccinesy, — August 2023 («KepiBHUIITBO MO0 KJIIHIYHOT OI[IHKK BaKIUH», —

ceprieHb 2023).

10
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IHHO3HAKHU TA CKOPOUYEHHA

AE [ToO1une aBUIE

AR [Toka3HUK ypa>KeHOCT1

GMC CepenHe reoMeTpUYHE 3HAYCHHST KOHIICHTpAIi
GMR CepenHe reoOMETpUYHE 3HAUCHHS CITIBBITHOIICHB
GMT CepenHe reoMeTprYHE 3HAYECHHS TUTPY

ICP IMyHHU KOpEJISAT 3aXUCTY

SAE Cepito3He nmobiuHe SBUIIE

CMI KnituaHo-onocepeAKOBaHUN IMyHITET

SmPC KopoTka xapaktepucTrka J1ikapchbKOro 3aco0y

11



CT-H MO3Y 42-7.14:2024

KUVITHIYHA OLIIHKA BAKIINH
3AT'AJIBHI IIOJTOXKEHHA

I{s HacTaHOBA OMUCYE 3arajbHI MPUHITUIIN Ta TIXO0IU 10 TU3aWHY, TPOBEACHHS

Ta OLIHKHU JOCIIKEHDb BaKI[HH.

1. BCTYI

[Is HacTaHoBa CTOCYETbCS KIIHIYHOI OIIIHKM BakKIMH, NPU3HAYEHUX IS
npodiIakTUKU 1HQEKIIHHUX 3axBOpioBaHb. BoHAa MICTUTh MIpKyBaHHS IIIOJIO
BUNPOOYBaHb, METOI0 SKUX € JOKYMEHTYBaHHS O€3MeKd, IMyHOT€HHOCTI Ta
eexTuBHOCTI (efficacy) HoBuX BakIMH-KaHIUIATIB i OOTPYHTYBAaHHS BHECEHHS 3MiH
10 1HpopMallii Mpo MpU3HAYEHHS 3apEECTPOBAHMX BaKIMH. BoHa TakoX BpaxoBye
MUTaHHS NOTpeOr Ta BUKOPUCTAHHS JOCIIIKEeHb J11€BoCTi (effectiveness — 1ieit Tepmin
3YCTPIYAETHCS Y KOHTEKCTI €(DEKTUBHOCTI BAKIIMHKU Ha MICISPEECTpalliHOMY €Tarll,
tomi sk efficacy — y KOHTEKCTI eeKTHMBHOCTI Ha MepeAPCECTPaIliiHOMY eTarli)
BaKITMHH.

KepiBHUIITBO 1010 KJI1HIYHOT OLIIHKH BaKIMH
(EMEA/CHMP/VWP/164653/2005) oxoruioBajio KJIIHIYHY pPO3pOOKY BaKIIMH,
OpPU3HAYEHUX I NPOQPIIaKTUKU 1H(QEKIIHHUX 3aXBOPIOBAHb /0O 1 MICHS BIUIMBY
(excro3wuinii) 30ynHuKa. KepiBHHITBO 11010 aJ1’FOBAHTIB y BaKI[MHAX JUIS JIFOJIUHH
(EMEA/CHMP/VEG/134716/2004) micTHI0 PO3.IiJ PO KIIHIYHY OMIHKY BaKIIMH, 10
CKJIQJy SIKUX 3aIPOIIOHOBAHO BKJIIOYUTH aJ1 toBaHTH. OHOBJIEHA pENaKIlis MOETHYE
KJIIHIYHI PEKOMEHAIli1, HaBeJIeH] B IIUX JIBOX JTOKYMEHTaX.

3 wmomenty mnpuitHaTTs EMEA/CHMP/VWP/164653/2005 O6arato HOBUX
BakIuH Oynu cxBayieHi B €C abo oTpuMaiv MO3UTUBHUM BUCHOBOK BIJMOBIAHO JI0
ctatti 58 Pernamenty (€C) Ne 726/2004, 30kpema KiJIbKa BaKLHMH AJIs1 MPOPIIaKTUKH
1H(EKIIHHUX 3aXBOPIOBAHb, IPOTHU SIKUX PaHille HE OYyJI0 AOCTYIMHOI BakIMHU. JlesKi
3 IUX BaKIMH BKJIIOYAIOTh AHTUTEHU KITBKOX 30YTHUKIB XBOpPOOM a0 KiIBKOX
MiZATHIIB OJHOrO 30YJHHMKA. IXHE 3aCTOCYBaHHsS INOPYNIMIO HHM3KY MHUTaHb OO0

mporpaM KJIIHIYHOI PO3POOKM BaKIMH, SKI HE Oyl PO3TISHYTI B MONEPEAHHOMY

12
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KkepiBHUUTBL. KpiM TOro, HaAXOAWIN 3aMUTH HA OTPUMAHHS HAYKOBHX KOHCYJIbTaIlli
11010 TIporpaM KJIHIYHOT pO3pOOKH BaKIIMH, sIKI BKa3yBaju Ha HEOOX1IHICTh HaJJaHHS
OHOBJIEHUX a00 JOJIaTKOBHX PEKOMEHAIIIHN 3 OKpeMUX nuTaHb. Hampukiasn, 3 muTaHb
IPOBEJCHHS JOCHIKeHb €(PEKTUBHOCTI BAaKIMH, BUSIBJICHHA IMyHHUX KOPEIATIB
3aXUCTy, BaKIMH, NPU3HAYCHUX [Jii BUKOPUCTAHHS B PI3HUX CXEMaX MEPBHUHHOIO
MCUJICHHS IMyHHOT BIZIOBI, @ TAKOXK BaKIIMH JJIS BBEJICHHS BariTHUM >KIHKaM JJIsI
3aXMCTY IXHIX HEMOBJIAT MPOTATOM MEPUIUX MICSIIB HKUTTS.

Y BiAMOBiIp HA TOTOYHI THWTAaHHS, IO BHUHUKAIOTH MiJ Yac HAYKOBUX
KOHCYJIBTAIIIH 1 B MaTepiaiax peecTpaIiiHuX J0ChE, 11 OHOBJICHA HACTAHOBA MICTHTH
o0roBopeHHs1 (HaKTOPiB, TOB’SA3aHUX 13 3aXBOPIOBAHHSM Ta IMAIIEHTOM, SKI CIiJ
BpaxOByBaTH IIpU IUIaHYBaHHI Ta IHTEpIpETalili pe3yJbTaTiB MOPIBHIBHUX
JOCIIJKEHb ~ IMyHOTeHHOCTI. Hampukinan, BaXJIMBO BpaxOBYBaTH  TSDKKICTB,
CMEPTHICTh Ta/ab0 pU3UK HEOOOPOTHUX HACIIJIKIB 1HPEKIIITHOTO 3aXBOPIOBAHHS, SIKE
CJIiJ TIOTIEPEANTH, a TaKOXX HAJIWHICTh aHaJi131B JJii BU3SHAUYCHHS IMyHHOI BIJIMOBi/I
npu BUOOPi Mek HEe MeHII01 ehekTuBHOCTI (NON-inferiority) i oIliHKK HEBIAMOBIAHOCTI
KJIIHIYHUX PEe3yJbTaTiB MONEPEIHbO BU3HAUYCHUM KpUTEpIAM. Y BHUNPOOYBAHHSX, Y
AKUX TOPIBHIOIOTh BAKIMHU-KAHIWJIATH 1 3apEECTpPOBaHI BAaKUUHHU, IO MICTSTh
AHTUTEHW PI3HOI KIJTBKOCTI MIJITHUIIIB OJHOTO 1 TOTO K OPraHi3My, BPaxOBYETHCS
IHTeprpeTarisi iIMyHHOT BiImOBi i Ha pi3Hi (Non-shared) mixrumw.

HacranoBa Takox po3risgae TUTaHHSA IIOAO Ju3aiiHy BUIPOOYBaHb
e(deKTUBHOCTI BaKIIMH, 30KpeMa BHOIp BIAMOBIAHUX KOHTPOJBHHUX TPYI 32 Pi3HHUX
oOcraBuH. KpiM TOro, meperissHyTo poJsib CIOHCOPIB y HaAaHHI iH(dopmalii mpo
JIEBICTh BAKIMH Yy MICIAPCECTPAIIMHAM MEPioJl 3 OIISAY Ha T€, MO JOCTIIKCHHS
e(EeKTUBHOCTI 3a3BUYail MPOBOJASITH OPTAHU OXOPOHH 370POB’ .

[cHYIOTB Jesiki 0COOIMBI aCTIEKTH OIIHKY O€3MEeKH BaKIWHHU i 9ac KITHIYHUX
BUNPOOYBaHb, 30KpeMa apamMeTpH, K1 MatOTh OyTH 3aIOKYMEHTOBaHI B KOHKPETHUX
BIKOBUX MiArpymnax. ¥ HacTaHOBI HaBEJEHO 3arajbHl MIPKyBaHHS Mpo po3Mip 0a3u
JOPEECTpAIlifHUX JaHUX 3 OE3MeKH, HAMPUKIAJ II0A0 KOHCTPYKII BaKIMHH Ta
BUKOPUCTAHHS AaHTUTEHIB a00 aj’ IOBAHTIB, SKI paHIllle HE BXOJIWIU 10 CKJIaILy

3apEECTPOBAHUX BAKIIHH.
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2. COEPA a1

[{s HacTaHoOBa akKIEHTYy€ yBary Ha KIIHIYHIA po3poOlll BakKIUH, J¢ BaKIUHU
BU3HAYAIOTHCS SIK JIIKAPCHKI 3aCO0M, MPU3HAYEHI IS TPOPUIAKTHKHU, TOCTKOHTAKTHOT
npodiJakTUKU Ta/ab0 JIKyBaHHS 3aXBOPIOBaHb, CHPUYMHEHUX 1H(EKIIHHUM
30yAHUKOM, SIKi MICTSTh aHTUTEH(M) YW TEHETHUYHY iH(GOpMAIiI0 Mpo aHTUTEH(M),
0i070ri4HOTO 200 IITYYHOTO MOXO/PKEHHS, IO 1HAYKYIOTh CHEIU(IUHY IMYHHY
BIIMOBIAL TpOTH 30y 1HKMKA(1B) 1H(EKIIHHOTO areHTa(iB) Yu HOro TOKCHHIB.

HacranoBa cTOCY€ThCS BaKIWH, 110 MICTATh OAWH a00 JEKiTbKa KOMIIOHEHTIB:

- OpraHi3mH, ki OyJu IHAKTUBOBaH1 XIMIYHUMH YU (PI3UIHUMU 3ac00aMu;

- JKUB1 OpraHi3MU, SIKI MPUPOJHO HE € BIPYJECHTHUMHU JUJIS JIFOAUHHU a00
Oynu 0OpoO0JIeH] Y FTeHETUYHO MOAN(IKOBAHI JIJIsl 3HH>KEHHSI IXHbOI BIpYJIEHTHOCTI;

- AHTUTECHH, BUJIIJIEH] 13 30yJHUKIB a00 CEKpeTOBaHI HUMHU, SIKI MOXYTb
BUKOPUCTOBYBATUCS B IPUPOJHOMY CTaHI, IETOKCUKOBAH1 XIMIYHUMH YH (PI3UUHUMHU
METOJIJaMU, arperoBaHi, MOJIMEPU30BaH1 a00 KOH IOrOBaH1 3 HOCIEM JIJIs IiABUIIIEHHS
iXHBOT IMyHOT€HHOCTI;

- AHTUTEHU, OTPUMAaHI METOJIOM T'€HHO1 1HXKEHEepii 400 XIMIYHOT'O CUHTE3Y;

- KUB1 OakTepiaJibHI Y BIPYCHI BEKTOPHI BaKIMHHU, IO EKCIPECYIOTh
Yy’KOPi/IH1 AHTUT€HU;

- HYKJIETHOBY KHCJIOTY, 30KpeMa IUIa3Miu, CTBOPEH1 IJisg eKcrpecii
crienuIYHUX aHTUTEHIB.

B HacTaHOBI pO3IJISHYTO MNpOrpamMu KIIHIYHUX PO3POOOK MJisi MIATPUMKHU
CXBAJICHHS BaKIIMH-KaHIUAATIB (TOOTO HE3apeeCTPOBAHUX BAKIIMH), 3 ] FOBAHTOM a00
0e3 a1’ FOBaHTY, a TAKOXK JJIS MIATPUMKHA MOAU(IKAIIN BaKIMH Y TICIspeecTpaIliiHui
nepiof (HampuKIIaa, 3MIHM YU JOTIOBHEHHS A0 J03yBaHHSI, BIKOBOTO Jiala3oHy s
BUKOPUCTAaHHS a00 peKOMEH 1Al 1010 CYIMyTHbO1 BaKITMHAILIT).

HactanoBa crocyeThcsi BHUMpPOOyBaHb I JOKYMEHTYBaHHS  Oe€3MeKH,
IMyHOTE€HHOCTI Ta/a00 €eKTUBHOCTI BaKLMH. Y HIW PO3IJIAIAI0OTHCS CUTYAIlll, B IKMX

BUMAra€ThCs ad0 HE BUMAraeTbcs JIEMOHCTparis e()EKTUBHOCTI BaKIIMHH, JIH3aMH
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JOpeECTpaIiiHuX BUMPOOYBaHb ISl OIIHKA €()EeKTUBHOCTI BaKIMHUA Ta OIlIHKA
JII€BOCTI BaKIIMHU y MICISAPEECTPAIIHHUN MTePI0/T.

HactanoBa TakoXx po3rifgae JoKa3u, $KI MOXYThb OyTH OTpHUMaHi Yy
JOKJIIHIYHUX JOCHIKEHHSIX, METOI0 SKHX € MiJTBEePIKEHHS e(DEeKTUBHOCTI BAaKIUH,
ajie HE BpPAaxXOBY€E IHIN BHAM JOKJIIHIYHUX JOCTIKeHb. BOHM omucadi B 1HIIHX
KEPIBHUIITBAX, 1[0 CTOCYIOTHCS BaKIIMH.

Kuniniyai hapMakokiHETHYHI JOCHIIKEHHS HE PO3IJISIAl0ThCS B 111 HACTAHOBI,
OCKUIbKM BOHM HE € OOOB’S3KOBUMH JJI1 BakKIUH. BomHOYac JOKIIIHIYHI
(dbapMaKoKiHETHYH1 JOCIIIKEHHSI MOKHA 3aCTOCOBYBATH Y pa3i BUKOPUCTAHHS HOBUX
crioco0iB BBEJICHHS BaKIIMHU 200 BKJIFOUCHHS JI0 CKJIaJy BaKIIMHU HOBUX aJ IOBAHTIB
YU JTOMTOMIKHUX PEYOBHH.

dapmakoIUHAMIYHI  JOCIIDKCHHS  BaKIMH  BKIIOYAIOTh  JTOCIIIHKCHHS
IMYHOTE@HHOCTI, SIKi BUBYAIOTh IMYHHY BIJIIIOBIb Ha BaKIHHY, MPO IO WIETHCS B
po3nini 3.

dapmaKoHarjsI 3a BaKIIMHAMU HE PO3TIIIAETHCS B 111 HACTAHOB1, OCKLJIBKH
BiH JIETAILHO PO3TIIAAAa€ThCs B okpeMomy KepiBHUITBI CHMP (aner. Committee for

Medicinal Products for Human Use — KowmiTeT 3 jikapcbKux 3ac00iB sl JIFOAMHN ).

3. IMYHOI'EHHICTb

3.1. Xapakrepuctuka iMmyHHoI Biqnosiai

JIJ1s1 KO’)KHOTO aHTUTEHHOTO0 KOMIIOHEHTa BaKIIMHU-KaHIWIATa, 3aJIEKHO BiJ
JTOCTYynHOI 1H(opMallii mpo IMyHHY BIJNOBiAL HAa TI caMmi 4 MOMAIOHI aHTUTEHHI
KOMIIOHEHTH B 3apEECTPOBAHUX BaKIMHAX, BU3HAYEHHS IMYHHOI BIJMOBIiJl B
CUPOBATII, TIJIa3Mi, IJIbHIA KPOBI, MOHOHYKJICAPHUX KIIITHUHAX MEepUPEPUIHOI KPOBI
a00 1HO/1 B THIIOMY 010JIOTTYHOMY MaTepiai (HanpuKIial, Ma3ky 3 HOca, 3MHUBH 3 HOCA,
3pa3KH CIIM30BUX 000JTOHOK) MOKE BKIIFOYATH TaKi JOCIIKCHHS .

- BUMIPIOBaHHSI (PYHKIIOHAJIBHUX AHTUTUI (HANpUKIAL, HEHUTpai3yBaJbHUX

AHTUTL, OAKTEPUIUAHOI aKTUBHOCTI 200 OMCOHO(ArolUTaApHOT AKTUBHOCTI)
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Ta/a00 3B’SI3yBAJIbHUX aHTUTLI (HANPUKJIIA/, 3arajdbHUM PiBEHb 3B’ SA3yBaJIbHUX
IgG, IgA, migknacis Ig);

- OMKC KIHETHKW IMYHHOI BIANOBIAI (HampuWKIad, Yac JOCATHEHHS TMIKOBUX
PIBHIB aHTUTLUI Ta KpUBa pO3Maay aHTHTLN);

- IHIYKIIiSl IMYHHOI I1am’ SITi;

- AOCTDKEHHSI IMYHOJIOT1YHUX  (DakTOpiB, $AKI MOXYTh BIUIMHYTH Ha
ryMOpaJibHy IMYHHY BIAMOBIb (HANPUKIIaa, pIBHI aHTUTUI JI0 BaKIIMHAII1, IO
€ pe3yJbTaTOM MOIEePEAHKO1 BaKIIMHAIIT Ta/a00 IPUPOTHOTO BILUIUBY);

- OILlIHKA TEPEXPECHO-PEAKTHUBHOTO AaHTHUTLIA (HAMpHUKIad, AaHTUTLIO, IO
BUHUKA€ BHACIHIJIOK JIii aHTUTEHA, 110 IEPEXPECHO pearye 3 aHTUTCHOM(aMH)
OJIHOTO YM JIEKIJILKOX 1HIIKX BUJIIB 200 MiATUIIIB B MEXaX OJHOTO BUY);

- OLIIHKAa TEePEeXpEecHOro MpanMiHry (Hampukiaj, 3JaTHICTh OJHOTO aHTUTEHY
BUKJIMKATH IMyHHY 11aM’SITh Ha 1HIIUI aHTUreH[H]);

- OIliHKa KJITUHHO-omocepeakoBaHoro iMmyHitety (CMI) iMyHHOI BiAmoBiji
(HampuKIIaa, MIISAXOM BHU3HAYECHHS KUIBKOCTI T-KIITHH, CHeUU(PIYHUX IS
BAKIIMHHOTO aHTUTeHY(iB) Ta/ab0 aHTUTEHIB, OTPUMAHUX 3 OPTaHI3MIB JUKOTO
tammy N Vitro, dgepes mpsiMe MapKyBaHHS a00 HAa OCHOBI BHBUIbHCHHS
IIUTOKIHIB);

- JOCIIJKEHHST KOPEJSIii MK Tpo(uIsIMH eKcIpecii HUTOKIHIB abo TeHIB
(HarmpuKJIaj, BPOJKCHI IMYHHI a00 IMJIa3MOKIITHHHI CHTHATypu) W IMyHHUM
KOPEJIITOM 3aXUCTY, PIBHIMHU aHTUTLI 200 KITHIYHUMU SBUILIAMU, TAKUMU SIK
IMyHOOIOCEpeIKOBaH1 MOO1UHI e(eKTH.

k110 MOXKIIMBO, OakaHo, MO0 KOXKEH IMyHHUH MapamMeTp BU3HAYABCS B OJHIN

HEeHTpadbHIM Jlabopatopii 1 mo0 OaHI W Ti X JabopaTopli BUKOPHUCTOBYBAIUCS

BIIPOJIOBXK YCi€l mMporpaMy KJIIHIYHUX BHUMIPOOYBaHb. SIKIIO 1€ HEMOXJIHBO, B

pEeECTpaIifHOMY J0Ch€ HEOOXITHO BKa3aTW TMOTEHIIWHWUN BIUIMB MIKIJIa00paTOPHOI

Bapia0eIbHOCTI Ha PE3YJIbTATH 1 BACHOBKHU KJIIHIYHUX BUIIPOOYBaHb.

VY npoTokojax ciii BKazaTH aHai3M, SIKI OyJIyThb BUKOPUCTOBYBATHCS MJIs

OI[IHKA IMYHHMX MapaMeTpiB. AHami3u, 00 BUKOPUCTOBYIOThCA Yy 0a30BHUX

BUNPOOYBAHHSX JJI1 BAMIPIOBAHHS IMYHHHUX [apaMeTpiB, 1O CIYTYIOTh SIK IEPBUHHI
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Ta/ab0 OCHOBHI BTOPMHHI KIiHIIEBI TOYKH, TOBUHHI OyTH MOBHICTIO BajdigoBaHl. SAKio
ICHy€ MPUUHATUN HA MIKHAPOJHOMY piBHI pedepeHTHUM aHaji3, Oyab-siKi 3MIHU B
MeToMoJoTii pedepeHTHOr0 aHami3dy, MO iX BHOCHUTh CIIOHCOP, MAlOTh OyTH
MiTBEPKEHI TOTAaTKOBUM JIOCIIPKCHHSIM. AHAJII31 MOBUHHI OyTH BiIKaTiOpoBaHi 3a
BIIMOBITHUMHA MIDKHAPOJHUMH CTaHJapTaMH, SKIIO Takl 1CHYIOTh. SKIIO T dYac
IporpaMu KIIHIYHOI pO3pOOKH 3MIHIOETHCSI METOJIOJIOTIS aHalli3y, HEOOX1IHO HaJAaTH
JlaHl, SKI MATBEPIKYIOTh BIJICYTHICTh BIUIMBY Ha pe3yjbTatd ab0 MiATPUMYIOTH

BUKOPHUCTAHHS KOPUTYBAJIBHOTO KOEIIiEHTA.

3.2. IMyHHI KopeJsiTH 3aXUCTy

VY wiif HactanoBi iMyHHHUM KopensaT 3axucty (ICP) Bu3HauaeThcst K THUI Ta
CTYIIHb IMYHOJIOT1YHOI BIJMOBI1, IO KOPEIIOE 3 1HIYKOBAHUM BaKIIMHOIO 3aXHCTOM
Bl 1H(EKLINHOTO 3aXBOPIOBaHHS 1 BBAXA€ThCS MPOTHOCTHUUHHUM [JIsi KJIIHIYHOI
edextuBHOCT. [llupoko Bu3HaHi Ta n00pe miaTBepkeHi ICPS icHyioTs ans
0OMEKEHOTO KoJja 1HPEKIIITHIUX 3aXBOPIOBaHb.

3a BigcytHocTi BctaHoBieHoro ICP  nmns koHKpeTHOTO i1H(EKIIHOTO
3aXBOPIOBAHHS CIIIJT JIOCHIIKYBAaTH B3a€EMO3B’SI30K MK IMYHHOKO BIIMOBIUIIO 1
3aXUCHOIO €(PEKTUBHICTIO (KOPOTKOCTPOKOBOIO Ta/ab0 JOBTOCTPOKOBOIO), K TUIBKU
BUHUKAE MOXKJIMBICTh. Hampukiian, 1ieit B3a€M03B’ 130K MOKHA JTOCHIJIKYBATH TI1]] 4ac
BUNPOOYBaHb €()EKTUBHOCTI BaKIIMHHU IUIIXOM 3a00py CHpPOBATOK KPOBI y BCIX abo
OUIBIIOT YACTUHU CYO’€KTIB JOCHIIKEHHS 3 JOCTIIKYBAHOI Ta KOHTPOJBHOI I'pyIl
MiCsl 3aCTOCYBAHHS MPU3HAYEHOI CXEMH 1 TOPIBHSHHS IMYHHHMX MapaMeTpiB MiX
TAMH, Y KOTO pO3BUBAETHCA, 1 TUMH, Yy KOrO HE pO3BHUBAETHCS 1H(EKIIIITHE
3aXBOPIOBAaHHS, SKOMY Tpeba 3ano0irtu. [loBTopHUI 3a0ip CHPOBATOK 1 BUSHAUYCHHS
e(eKTHUBHOCTI BaKIMHU 4Yepe3 TEeBHI MPOMIKKMA dYacy (HAMpUKIAI, MIOPIYHO)
BIIPOJIOBXK TMOAAJIBIIOTO CIOCTEPEKEHHS TaKOK MOXYTh OyTH BUKOPHCTaHI IS
BusiBiieHHs |CP.

KpiMm Toro, skio mnpoBeleHHS BHUMNPOOyBaHHS €(QEKTHUBHOCTI BAaKLUHUHU €

HeMOXJuBUM (AuB. po3aun 4.1) abo skuo ICP He OyB Bu3HaueHUU 3a JaHUMH
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BUTIPOOyBaHHs e(eKkTuBHOCTI, MOxHa oTpuMatu |ICP Ha OCHOBI MPOCHEKTHBHOTO
JOCITIDKEHHST J1€BOCTI BakIuHU (auB. po3ain 5). Takoxk BKa3iBKYy Ha IMyHHUU
napaMmeTp, 10 Ma€ HalOUIbllle 3HAYEHHs JJIs 3aXUCTy, a iHoxl 1 momepenHiit ICP
MO’KHa OTPUMATH 3 OAHOTO ab0 JEKUIBKOX JOKIIHIYHUX JAOCTIIKEHb €(PEeKTUBHOCTI,
CepOoeMiIEMIONIOTIYHUX JOCIKeHb (TOOTO BHUBYEHHS IPUPOJHOTO 3aXHUCTy) Ta
BUNIPOOYBaHb 3a YUACTIO JIIOIUHHU.

ICP He Moe 3aCTOCOBYBATHCS 11032 MEKaMHU BaKIIMHU Ta TOMYJIAILIi, B SIKii BIH
OyB inmentudikoBanuii. Hampuxman, ICP mnpotu KoHKpeTHOTO iH(EKIIIITHOTO
3aXBOPIOBAHHS, 1110 IPYHTY€ETHCS HAa PYHKITIOHATIBHIN T'yMOpasbHiil IMyHHIH BIIOBIL,
HE MOJKE 3aCTOCOBYBATHCS [0 BAaKIMH, MPU3HAYEHUX U1 MPO(PUIAKTUKA TOTO XK
3aXBOPIOBAaHHS, SKI 3a0€3MeuyloTh 3aXHCT 3a JIOMOMOTOK 1HIIOTO IMYHHOTO
mexaHismy. Kpim toro, ICP, otpumanuii B pe3ynbrari JOCTIKEHHS! €PEKTUBHOCTI Y
HEMOBJIAT, HE OOOB’SI3KOBO MOXe OyTu 3acTtocoBaHuii n0 gopociux; ICP,
BCTAHOBJICHUH JJI1 OJIHOTO MiATUMY 30yJHUKA, HE MOXe OyTH 3aCTOCOBAHUM JI0 BCIX
MIJTUIIB, a TAKOX HE MOXE OYTH 3aCTOCOBAHUM JI0 BCIX MOMJIMBUX IUISIX1B BBEJICHHS
OJIHUX 1 TUX YK€ aHTUT'E€HIB.

Y nedakux Bumagkax HemoxuBo Bu3HauuTH ICP, mpoTe nmaHi KIiHIYHHX
BUNPOOYBaHb MOXYTh BKa3yBaTW Ha I[IOPOrOBE 3HAYEHHS [IEBHOTO IMYHHOTO
napameTpa, KU MOXKEe CIYTYBaTH I TIOPIBHSHHS MK BakIMHAMH a00 TPyIaMH
HaceJeHHs  (Hampukiag, 1oao ceporumn-crnenudiudoro IgG, BUKIMKAHOTO
KOH IOTOBAaHUMHU ITHEBMOKOKOBUMU Toyicaxapuaamu). [Ioporosi 3HaueHHS MOXKYTb
BUKOPUCTOBYBAaTUCSA SIK OpPIEHTHpP TMpHU IHTEpIpETallii IMyHOJIOTIYHHX JaHUX,

OTPUMAHHUX B XOI[i Mo JaJIbIIINX BI/IHpO6YBaHI> IICBHOI'O TUITY BAKIIWH.

3.3. lu3aiiH nopiBHSUIbHUX BUNPOOYBAHb IMyHOT € HHOCTI

Y upboMy po3AiTl  pO3TISAAIOTBCA — 3arajibHl  MPUHIMON  TPOBEACHHS

MOPIBHSUTBHUX BUIPOOYBaHb IMyHOTEHHOCT1 HE3AJICIKHO BiJl 111 BUTPOOYBaHHS.

3.3.1. IlepBuHHI Ta BTOPMHHI KiHLEBi TOYKH
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[lepBuHHI Ta BTOPHHHI KIHIEBI TOUYKH, OTPUMAaH1 B Pe3yibTaTi MOPIBHSIIBHUX
JOCITIIKEHb IMyHOT€HHOCTI, MOKYTh BKJIIOUYAaTH TaKl MOKa3HUKHU:

- BIJICOTOK CYO’€KTIB 3 IMYyHHOIO BIJANOBIIII0O Ha BaKIMHAIIO, IO
nepesunrye Bu3HadeHudt |CP (ToOTO piBeHBb cepompoTekiii) abo mepeBuIrye
MOPOTOBHI PIBEHb;

- BIJICOTOK Cy0’€KTIB 3 OMEPEIHHO BU3HAYCHUM MPUPOCTOM (HAIPUKIIA,
NPUHAWMHI 4-KpaTHUM ITiIBUIIICHHSIM) KOHIIEHTPAIlIi/TUTPY aHTHTLI IO BaKIMHAIIT 1
Ticiis BakMHAIi (ToOTO piBEHb CEPOKOHBEPCIi);

— BIJICOTOK CEpOHEraTHUBHMX a00 CEpOINO3UTUBHHX CYO’€KTIB (3
BHU3HAYECHHSIM CEpOCTaTyCy, OOIPYHTOBAHHUM ILIOA0 aHATI3y) /10 Ta MicJid BaKIMHALIIT,

- MOKa3HUKU CEPONPOTEKIIIi Ta CEPOKOHBEPCIi MICHSI BaKIIMHALIIT OKPEMO Y
TUX, XTO OyB CEpPOHETaTUBHUM 200 CEpONO3UTUBHUM Ha NMOYATKy BUIPOOYBAHHS;

= cepe/iHe reoMeTpudHe 3HadeHHs koHueHtpariin (GMCs) antutin ado
cepenHe reometpuyHe 3HadueHHs THTPiB (GMTS) Ta cepemHe reoMeTpruHe 3HAYCHHS
craiBBiguomens (GMRS) mo/micis BakIMHALIIT;

= KUIBKICTB 200 B1JICOTOK Cy0’€KTIB 13 CECHCHOUTI30BaHUMHU (TOOTO aHTUTEH-
cneuudiyaumu) T-kmiTuHamu (BKIOUarouu ceHcuOimizoBani CD4+ 1 CD8+ T-
KIITHHU) J0 1 TCAsA BaKIMHAIi, TpEeACTaBleHI BIAMOBIAHO A0 aHTUTeHY(iB),

BUKOPUCTAHOTO(MX) JIs1 CTUMYJIALII1, Ta IIMTOKIHY(1B), BUSBJICHOrO(MX) B aHaITI31(ax).

Ilepsunna eaxkyunayis

3a HasBHocTi BiamoBimHoro ICP abGo moporoBoro 3Ha4eHHs, SK MPaBUIIO,
OCHOBHMM 1HTEpEC TMpEACTaBIs€ YAacTKa BaKIMHOBAaHUX, SKI HMOBIPHO OyAyTb
3aXMIIEH] MICIISI OJHOPA30BOTO BBEJICHHS MEPBUHHOT 103U a00 MICIs OCTaHHBOI 103U
MEePBUHHOI cepii BakiuH. ToMy 3BUYalfHOIO MEPBUHHOIO KIHIIEBOIO TOYKOIO € PIBEHb
CEpOMPOTEKIIi Mics BaKIMHAIlT a00 BIACOTOK CYO’€KTIB 3 IMYHHOIO BIJTIOBIIJIIO HA
piBHI ab0 BuIIEe TOpPoroBoro 3HadeHH. Akimo Hemae |CP abo moporoBoro 3HaYeHHS,
MEPBUHHOIO KIHIIEBOIO TOYKOIO 3a3BUYail € piBEHb CepoKoHBepcii. BTopuHHUMU

1H(HOPMATUBHUMU KIHIIEBUMHU TOUYKAMHU MOXYTh OyTH PIBEHb CEPOIO3UTUBHOCTI MICIIs
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BakiuHalii, a Takoxx GMC a6o GMT. Bunsarkamu, komu GMC a6o GMT moxyTb Oyt
MIEPBUHHOIO KIHIIEBOIO TOYKOIO, €, HAMPUKJIA], BUIPOOYBAHHS KOHCHUCTEHIIIT B cepii
710 cepii.

Baxyunayis nicns nepeunnoi éakyunayii (pesaxyunayis)

Bakiunu, mo BUKIMKAIOTh IMyHHY TaM’SITh ITiJl 9Yac TIEPBUHHOI BaKIIMHAIII Y
HeBaKIIMHOBaHUX oci0 (auB. po3aum 3.1 Ta 3.3.2), BBelIEHI IMICJIs TMEPBUHHOI
BaKIMHALll, 3a3BUYail CHOPUYUHSIOTH JyXKE€ BHCOKMHA pIBEHb CEPOMPOTEKIIII,
CEPOKOHBEPCIi Ta CEPOMO3UTUBHOCTI. TakuM YMHOM I1i KIHIIEBI TOYKH 3a3BUYA HE €
YYTIUBUMH JUIsI BUSIBJICHHS SIKUXOCH BIIMIHHOCTEH MK BaKIIMHAMHU, TOMY MOX€ OyTH
JTOIIILHUM BU3HAUMTH MicisgBakiuHaabHi GMC uu GMT a6o iHomi — GMR (7o ta
micas OycTepHOl J03U) SIK NMEPBUHHY KIHIIEBY TOYKY, a MOKAa3HUKH CEPOKOHBEPCIi
Ta/ab0 CepONO3UTUBHOCTI CTil BU3HAYUTH K BTOPUHHI KIHIIEBI TOUKH.

Sxmo BaklIMHA HE BUKIMKAE IMYHHOI IaM STi, NMEpPBMHHA KiHI[EBA TOYKa
NMOBUHHA OYyTH TaKOIO K, 5K 1 Ta, 10 Oyja oOpaHa JJis OIIHKA IMyHHOI BI/MOBiJII Ha

NEPBUHHY BaKLMHALIIIO.

3.3.2. [lepBuHHi aHadi3N

[TopiBHSIBHI BUMIPOOYBaHHS IMYyHOTE€HHOCTI, IO MPOBOJATHCS HA paHHIX
CTaisX PO3pOOKU BaKIMHU-KaHAUAATa (HAMPUKIIA, JIJI1 BU3HAYEHHS CKJIaay, 03 Ta
CXEM BBEICHHS ISl TMOJAJBIIOTO BUBYCHHS), MOXKYTh IependadaTtd MpOBEICHHS
OTHMCOBOTO aHami3y. ¥ BUNPOOYBaHHSX, MPU3HAYEHUX JJIS TIEPEBIPKH TINOTE3, CIi
notpumyBatucs pexkomenaamnii CHMP 1mo/10 cTaTUCTUUHHUX MUTaHb, BKIIOYAIOUH, Y
BIJIMOBITHUX BUMAAKaX, paHaoMizailito 3 dakropamu crpatudikaiiii (Hampukian:
BIKOBI MIATPYIH, PEriOH, iCTOpis MOMEpPeaHbOI BaKIMHAINT) 1 MOMXJIHMBY MOTPeOy
KOPUT'YBAHHSI HA MHOYKUHHICTb MMOPIBHSAHbD.

kim0 OCHOBHA MeETa TOJISITa€ B TOMY, OO MPOJAEMOHCTPYBAaTH HE MEHIILY
epextuBHicTh  (NON-inferiority) y  mocmimkyBaHiii rpymi(ax) TOPIBHIHO 3
pedepenTHOrO(MMH) Tpymoro(amMu) MIOJ0 IMYHHOI BIJANOBII Ha KOXHUK abo
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cnetu(iuHuid aHTUTEH(M), 10 CTAHOBJATH IHTEpPEC, y BUOOpPI MEX HE MEHMIO
edeKTUBHOCTI cliJi kepyBaTucs pekomenaamisimu CHMP. KiiniuHi MipkyBaHHS 1715
BUOOpY MeX1 HEe MEHIOi e()eKTUBHOCTI MOBUHHI OXOIUIIOBATH PiBEHb CMEPTHOCTI Ta
PHU3UK CEpHO3HIX HE3BOPOTHHUX HACHI/IKIB 3aXBOPIOBAHHS, IKOMY MOTPIOHO 3amo0irTy.
Kpim Toro, ripu Bubopi Mexi He MEHIIO01 €()eKTUBHOCTI MOKHA BpaXyBaTH OUIKyBaHY
TOYHICTh BUMIPIOBaHHS Ta €QEKTUBHICTh aHami3y (HAmpUKIAJ, HIDKHA Mexa
BUSIBJICHHS] 200 KUIbKICHOTO BU3HAYEHHS, BIITBOPIOBAHICTH), 1110 3aCTOCOBYIOTHCS JI0
NEPBUHHOTO IMyHHOTO TTapaMeTpa.

[TopiBHsIbHI ~ BUNPOOYBaHHS IMYHOT€HHOCTI MOXYTh MaTH Ha MeTI
IIPOJICMOHCTPYBATH TIepeBary iMyHHOI BIJIIOBIJII Ha OAWH a00 JeKiIbKa aHTUTCHIB Y
JOCIIIJKYBaHI TIpyni MOpIBHSHO 3 pedepeHTHOr0 rpynor. Hanpuknaa, komnu
pedepeHTHa rpyna HE OTPUMYE TOCHIKYyBaHUM(1) aHTUTEH(U), KOJIM MOPIBHIOIOThH
7031 200 CXEeMM BBEJICHHS OJHIET W Ti€l K BaKIMHU-KAHIIMJATA, a4 TAKOX KOJIH
OLIHIOETHCA €(DEeKT BIJ J0JaBaHHA a1 t0BaHTy. KpiM Toro, ojiHe 1 T€ K BUIPOOYBaHHs
MOXe OyTH CIUIaHOBaHE TaKUM YHWHOM, 1100 TMPOJEMOHCTPYBATH HE MEHIIY
e(heKTUBHICTh IMyHHHMX BIAMOBIJICH HA OJIHI aHTUTEHU 1 IIepeBary BiJIMOBIACH Ha 1HIII,
ab0o X MOXe€ IJJaHYyBaTUCS BUIPOOYBaHHS HAa HE MEHIIY €(QEKTUBHICThH 1, SIKIIO
KpUTEpiil BIAMOBIIA€E, — TOJAJbIINE BUMPOOyBaHHA mepeBard. Hampukiaz, sKIio
BaKIMHA-KAHJIUJAT MICTUTh AHTUTCHM OLIbIIOT KITBKOCTI MIATHUMIB 30yJHUKA
MOPIBHSIHO 3 3apEeCTPOBAHOIO BAKIIMHOKO, METOK MOXE OyTH JeMOHCTpallisl He

MEHIIO1 €PEKTUBHOCTI MPHU CXOKUX MIATUIIAX Ta IEPEBATH MPHU PI3HUX MIATHUIIAX.

3.4. Cxaagn, no3a ta rpadik 3acTocyBaHHS

3.4.1. Ckaaa Ta no3a

Pi3n1 migxoau OyayTh 3aCTOCOBYBATHCS 3aJICAKHO BiJ] TOTO, UM MICTUTh BaKIIUHA:
- aHTUTEH, AKUI paHiiie He OyB BKIIOUEHUH 10 3apeECTPOBAHOI BaKIIUHU;
- onvH abo Oinbpllle aHTUTEHIB, SIKI paHimie He Oynu o0’€nHaHI B

3apeecTpoBaHil BaKIIMHI,
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— aJ FOBaHT.

1) Jlns anTureny, sskui patiiie He OyB BKIIOUCHHUH /10 CKJIaay 3apeeCTPOBAHOT
BaKIIMHHM, 3B’ 30K MK J1alla30HOM 103 1 IMyHHOIO BIJIOBIJIII0 HEOOX1THO JOCTIAUTH
B KJIIHIYHUX BUMPOOYBAHHSAX, BPAXOBYIOUH, IO JIaHI JOKITIHIYHUX TOCIIKEHB 1N VIVO
3a3BUYail HE JOMOMaraloTh y BUOOpI 03U AJI JIOJUHU. SIKIIO HEB1IOMO, SIKOIO MOXKE
OyTH 3axyCHa IMyHHa BiAMOBiJlb, MOXXHA BHOpaTH BUILY J03y aHTUTEHY, MU SKIH
HEMA€ MOMITHOTO MOCHJICHHS IMyHHOI BiIMOBIA1, KPIM BUMA/KIB, SIKIIO TIIBKHU 3 LI€I0
703010 HE iICHY€E MTpobJIeM 3 O€3MEeKOI0, 0 OOMEXKYIOTh J103Y. JIJIs BaKIIMH-KaHAUAaTiB,
Kl MICTSTh BEKTOPHI AHTUTE€HH, BUMPOOYBaHHS 3 BU3HAYCHHsS 103U MOBHUHHI
OI[IHIOBATH TOTEHIIMHUI BIUIUB YK€ ICHYIOUMX, a TaKOX BHUKJIMKAHUX BaKIMHOIO
IMYHHHX peaKiliii Ha BEKTOp Ha IMyHHI1 BiATIOBI/l HA aHTUT'€HH, OTPUMaH]1 BiJ] IIIbOBUX
30yIHUKIB.

2) J1y1st BaKIIMH-KaHIUAATIB, SIK1 MICTSATh OJIMH a00 KIJIbKa aHTUT€HIB, 1110 PaHIIIe
HE KOMOIHYBaJIMCS B 3apEECTPOBAHIN BaKI[MH1, IMyHHI1 BIAMOB1II MOKHA MOPIBHIOBATH
3 TUMH, 110 CIIOCTEPITAIKCS MICISI KO)KHOTO OKPEMOT'O BBEICHHS IIUX aHTUT'EHIB, 1100
OIIIHUTH OYJb-SIKWW BIUIMB HOBHUX KOMOIHAIlIM Ha IMYHHY BiamoBiab. [IpoTe oriHka
epeKTiB KOMOIHYBaHHS OKpPEMHUX aHTUIE€HIB MoO)ke OyTH HemnoTpiOHOW abo
HEMOKJIUBOIO, SIKITO:

a) MoTpiOHO KOMOIHYBAaTH Iy)K€ BEJIMKY KUIBKICTh AHTHUTCHIB (HANPHUKIIA,
JCKIJIbKa MiATHITIB 30y THUKA);

0) antureH(u), MO PO3MIAAAETBCA(FOThCs), Oyme(yTh) momanuii(i) 10
3apeeCTpPOBAHOI KOMOIHOBAHOI BAaKIMHU — B IIbOMY pa3i MOXKHa MOpPIBHIOBATH
KOMOIHOBaHy BakKIMHY-KaHAMJAaTa 3 OKPEMUMH BBEJCHHSIMHU 3apeeCTPOBAHOI
KOMOIHOBAHOT BaKIIMHU Ta IOJATKOBOTO(¥MX) aHTUTEeHY(1B);

B) KOMOIHOBaHa BaKI[MHA-KaHAUAAT MICTHTh JIUIIIC aHTUT'CHU, K1 BK€ BKIIFOUCHI
70 CKJaAy IHIIMX 3apEeECTPOBAHUX BaKIMH, — B IbOMY pa3i BaKIMHY-KaHIWUJATa
MO>KHa TIOPIBHIOBATH 3 OKPEMHUMH BBEJCHHSMHU 3apPCECTPOBAHUX BAKIIMH a00, SIKIIO
BOHH BXX€ CXBaJICHI MJII CYMICHOTO BBEJCHHS, BaKIMHY-KaHIUJaTa MOXKHA

MOPIBHIOBATH 3 CYITyTHIM BBEICHHSIM 3aPEECTPOBAHUX BAKIIHMH.
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MoxyTe OyTm 3acTocoBaHI ¥ IHIN CXeMH, a HEOOXITHICTh Ta 00cCsT
BUNPOOYBaHb CJI1J] BU3HAYATH OKPEMO B KO)KHOMY BHUIIAJIKY.

CrnoctepiraBcsi HerepenOauyBaHUN BIUTMB Ha IMYHHY BiATOBiJb, KOJU TEBHI
OUIKOBO-caxapwiHI KOH IOTaTh OyId J0MaHi 0 CKJIaay KOMOIHOBAaHWX BaKIIMH-
KaHIUJATIB 3 JIESIKAMU I1HIIMMU aHTUT€HAaMH, BKJIIOYAIOUM 1HINI KOH IOTaTH.
Hampukiazn, Moke OyTr MOCHICHa IMyHHA BiJTIOBIIb HA aHTUTECHH, SK1 € TAKUMU XK, 5K
O17I0K-HOCIM Yy KOH 1orati (HampuKJjaj, MpaBIeBUM aHATOKCHUH) a00 JyKe MO Ii0H1 10
HbOrO (Hampukiaja, audTepiianii anarokcud i CRM197). Criix pereabHO BUBYUTH
NOTEHIIa] MIABUIICHHS a00 3HIKEHHS IMYHHUX BIJNOBiIEH Ha KOH IOrOBaHI
AHTUTECHU Ta Ha KOH I0TaTUBHI OLIKH.

3) Ilopa3y, koim aJ’IOBaHT IOTPIOHO BKJIIOYHTH JO CKJIATy BaKIUHH,
HE3aJIEXKHO BiJl TOTO, YU € BiIH KOMIIOHEHTOM 3apEECTPOBAHUX BaKIMH, HAABHI JJaH1 PO
Oe3reKky Ta IMyHOTEHHICTh IMOBHHHI MIATBEP/KYBAaTH KUIBKICTh aj FOBAHTY, IO
MICTUTBCS B KOXHIM 1031. ISl MIATBEPIKEHHS MOYXHA BUKOPHUCTATH IONEPEIHIN
JIOCB1J] 32CTOCYBaHHS TOTO K aJ FOBAHTY.

BxiroueHHst a’toBaHTy 10 CKJIaJly BaKIMHU-KaHAMIAaTa BUMAarae BIJMOBIIHOI
aprymMeHTanli, sika MO>X€ I'PYHTYBAaTHCS Ha NO€JHAHHI JOKIIHIYHMX Ta KIIHIYHHX
JaHUX. Y OUIBIIOCTI BUITQJIKIB MOCHJICHHS IMYHHOI BiJIIOBIJII Ha OJWH a00 KiJIbKa
AHTUTEHHUX  KOMIIOHEHTIB Mae OyTH MpPOAEMOHCTPOBAHO y  KJIIHIYHHUX
BUNPOOYBAHHSIX, Y SIKUX O€3MOCEPEIHbO TOPIBHIOIOTH MpeTapaTH 3 aJi FOBAaHTOM 1 0€3
HBOTO. AJIbTEPHATUBHO a00 J0/IATKOBO BKJIFOUEHHS aJ] FOBAHTA MOKE CIIYT'YBaTH IS
3MEHIIICHHS KIIbKOCTI aHTUTCHHOTO KOMIIOHEHTa(iB), HEOoOXigHOoro(ux) s
JOCSITHEHHSI LIUThOBOT IMYHHOI BiAnoBiai. Llst cTpaTerist Moxe OyTH BasKIIMBOIO, KOJH
ICHYIOTh OOMEXKEHHSI Yy T[IOCTauyaHHI BaKUWHHM, TIOB’Si3aHI 3 BUPOOHUIITBOM
AHTUTEHHOT0(MX ) KOMIIOHEHTA(iB), 1 BUHUKAE MOTpeOa 3a0€3MeYNTH BEIUKY KITHKICTh

7103 IPOTSIITOM OOMEKEHOTO Yacy (HAmpUKIIaI, j1si 00pOTHOM 3 TaHASMIYHUM TPUTIOM).

3.4.2. I'padik

Ilepsunna eaxyunayis
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JlaHuX 3 IMYHOT'€HHOCTI Ma€ OYTH JOCTAaTHBHO /IS BHU3HAYCHHS MIiHIMAJIbHOL
KUTBKOCTI 7103, HEOOX1THUX JJIs1 OTPUMAaHHS IMyHHOI BiIMOBii Ha piBHI HE HIk4Ye |CP
Yl TIOPOTOBOTO 3HA4YeHHA abo, y pasi BIACYTHOCTI 000X, 7S MaKCHUMajlbHOTO
30UTBIIICHHST IMyHHOT BIATOBIII, IKY MOYKHA O€3MEYHO JAOCSITTH B IIIJILOBIM MOMYJISIT
gy cyOmomymsmisax (Hampukiaa, BIKOBUX MHiArpymnax). Bimnmosimuumii(i) iHTepBayi(m)
MDK JI03aMH CJiJI JOCIIPKYBAaTU 3 YpaxyBaHHSM HAsBHUX JaHUX PO KIHETUKY
IMyHHOT BiZIIOBi/Il HA KOXKHY TTOCJIIOBHY J03Y.

JIJis HEMOBJIT YacToO AyXe BaXKIUBO SKOMOTa paHillle BU3HAYUTH rpadik, Mo
3a0e3meuye 3aXUCHY IMyHHY BIATOBiIb. BiporigHICTh TOTO, 1110 MAaTEPUHCHKI aHTUTIIA
MOXYTh 3MCHIIUTH BEJIUYMHY IMYHHOI BIJIIIOBi/II HEMOBJISATA Ha BAaKIMUHAIIIO, CII1T
OITIHIOBATH, BUBYAIOYH 3B’ SI30K MK PIBHSAMH aHTHTLI JI0 1 ICJISA BaKIIUHYyBaHHS. K10
BXK€ ICHYIOYl MATEpUHCHKI aHTHUTUIa MalTh MOTEHIIHHO KIIHIYHO 3HAYYyIIUN
HEraTUBHUH €(eKT, MOKe OyTH AOLUIBHUM JOCIIIUTA IMYHHY BiATIOBIb Y HEMOBJIST,
KOJIM TIEPBUHHA IMYHI3aI[isl IOYMHAETHCS a00 3aBEPIIYETHCA B JCIIO OLIBII MI3HHOMY
Bili. Kpim Toro, npu BU3Hau€HH1 HaOLIbII PAHHBOTO BiKY, B IKOMY MOKHA BBOJIUTH
Nepily /103y BaKUWHH, MOKE€ OyTM KOPUCHHMM OI[IHUTH, YU BiAOyBCA NpaNMIHT,
HE3Ba)Kal0YM Ha 3HUKEHY IMYHHY BIJIITOBIJIb HEMOBJISTH.

VY pas3i peryispHOro 3acTOCYBaHHS HeMae€ HEOOXIJHOCTI OIIHIOBaTH IMYHHI
BIIMOBIZI Ha BaKIUHY-KaHAWAATa TPH JCKUIbKOX rpadikax iMyHI3aIli HEMOBJIST.
Hanpuknan, sxmo 3po0JIeHO BUCHOBOK, 1110, WMOBIpHO, MOTPIOHO 2 J103H, OIliHKA
IMyHHOI BIAMOBi1 Y 2 Ta 4 Micsil OyJe TOCTaTHhOIO I OOTpyHTYBaHHA Tpadika,
KWW TIOYMHAETHCA Ta/a00 3aKiHUY€ETHCS B OLIBIN MI3HBOMY BIilll, OCKITBKH 1MYHHA
BIIMOBIb, SK NPaBUJIO, BHUIA, @ HE HWKYA, KOJU BIK HEMOBJISTH HAa MOMEHT
BakIuHaIi 30ubIyeTbes. OmiHKa iIMyHHUX BIATIOBIICH y HEMOBIAT BikoM 2 Ta 4
MicsIll HE MO)Ke OyTH TMiJICTaBOIO I 3aCTOCYBaHHs Tpadika, KOJW BaKIIMHAIIIS
MOYMHAETHCS Y BIlll 0 2 MICALIB 200 MPOBOAUTHCS 3 |-MICSIYHUM 1HTEPBAJIOM MiX
JI03aMHU.

Jns pi3HUX IIILOBUX TPYIN HaceJdeHHs (HaNpUKiIaa, HEJOHOIICHUX ITEH,
JHOJIEN TMOXWIIOTO BIKY, MAalI€HTIB 3 IMyHOJAE(MILMTOM Ta MAIlIEHTIB, K1 MepedyBaOTh
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Ha remMojIiaii3i) MOXyTh OyTH BCTaHOBIIEHI pi3HI rpadiku. OcobnuBi rpadiki TaKoX
MOXYTh OyTH MOTPIOHI JUIsI TPYN HACENEHHs, SKUM 3 MPAKTUYHUX MIPKyBaHb
HeoOXi/IHa OJHOpPa30Ba BaKUMHAIS a00 ckopoueHuil rpadik npuiiomy (Hamp. IS

MaH/IPIBHUKIB Ta BariTHUX JKIHOK).

Baxyunayis nicns nepsunnoi saxyunayii (pesaxyunayis)

31aTHICTh MEPBUHHOI cepli BaKIMHAILI BUKIMKATH IMyHHY ITaM’ITh MOe OyTH
IPOJAEMOHCTPOBAHA MICIs BBEJICHHS MOBTOPHOI 03U TI€T K BaKIWHU HIOHAWMEHIIIE
yepe3 6 MICSALIB MICIs 3aBepIleHHs NMepBUHHOI cepli BakiuHalii. Skmo GMC a6o
GMT micist HacTymHOTO BBEJCHHS J03W BHIINI 32 3HAYCHHS ITCIIS TEPBUHHOI 03U
Ta/abo BUII B TpyImi, SKa paHillle OTpuMaja NEPBUHHY CEpil0, HDK y paHille
HEBAaKIIMHOBAHIA Tpymi BIIMOBIAHOTO BIKY, sIKa OTpUMalia OJHOPA30BY 103y, MOKHA
3pOOHUTH BUCHOBOK, IO MIEPBUHHA CEPIisl BAaKIMHAL[lT BUKJIMKaIa T-KIITUHHY 3aJI€KHY
IMyHHY B1JIIIOB1/Ib, SIKa CIIPUYMHIIIAa aHAMHECTUYHY PEaKiliio Ha TOBTOPHY (OycTepHY)
7103y BaKIMHH.

k1o BiOMO, 110 AJIA MIATPUMKH 3aXUCTy OYIyTh MOTPIOHI JHOJATKOBI JI03H,
IMyHHY BIJIIIOBiJIb HA OJIHY a00 JEKiJIbKa /103 MIC/s MEPBUHHKUX Cepiil 3a3BUYail Ciif
JTOCIIKYBaTH B X011 MepepeecTpalliiHuX BUMIpoOyBaHb. SKINO 1€ HE B1AOMO, IO
JUIS THATPUMKH 3aXHUCTY BiJ IMITBOBUX 30yIHUKIB HEOOXITHI JOMATKOBI JIO3H, CIIiJI
JOCTIANTH MOoTpeOy 1 Yac BBEJECHHS JOAATKOBOI(KX) 103U (/103) MiCJisl MEPBUHHOT Cepii.
Busznano, mo notpeba B J0JAATKOBUX J103aX MOKE OYTH BU3HAUYEHA MICJsl OTPUMAHHS
NEPBUHHOTO J03BOJTY.

Jlesiki BaKIIMHU BHUKJIMKAIOTh IMyHHY HaMm’siTh y TIEPBUHHINA cepii BaKLMHALIII,
OTK€ HeMa€ MOTpeOu BBEJCHHS Ti€l K J03H JUIs peBakiuHaIiii (0ycrepHoi 1o3u). Tomy
Moske OyTH AOUIIBHUM JAOCTIAUTH O€3MeKy Ta IMyHOT€HHICTh HIKYMX /103 AaHTUTCHY
JUISL peBaKIMHAIli, HIK THUX, 110 OyJM BUKOPUCTaHI AJid MpailMiHTry, ad0 MPOBECTH
PEBaKIIMHAIIIIO CKJIAJIOM, SIKU HE MICTUTh aJ1 IOBAHTY.

3aranom, HE PEKOMEHAYETbCA POOUTH BUCHOBKH MPO HEOOXIJAHICTh BBEICHHS
HACTYMHUX J03 IICIs TEPBUHHOI BaKIMHAII JIMIIE HAa OCHOBI 3HWXCHHS PIBHS

AHTUTUI. 3HIKEHHS PIBHS QHTUTLI 10 JESKUX 30yJIHUKIB, Y TOMY YHCII HUXKYE
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nependauyBaHoro |CP, He 000B’S3K0BO BKa3zye Ha BTpATy 3aXHUCTY, AKIIO ICHyBajia
iMyHHa TaM’ATh (HAaNmpPUKIAJA, MICJS 3aCTOCYBaHHS BaKIMHU TPOTHU TemaTuty B).
HaTtomicTb nipu eskux 30y JHUKaX, sIKi IIBUIKO i1HBa3yIOTh (invade) miciis KomoHi3armii
(manpukinaa, N. meningitidis), Moxxe OyTH MOTPIOHMM MiATPUMYBATH TICBHUI PiBEHBb
[UPKYJIIOIUNX aHTUTUT i 3a0e3leueHHs] 3aXUCTy, HaBiTh SKIIO TEPBUHHA
BaKIIMHALlIA BUKJIMKAIA IMyHHY TIaM’SITh. 3 WX IPUYHH, KOJIU 1€ MOXKJIUBO 1 JOLLITBHO,
OaxaHo, 11100 HEOOXITHICTh 1 CTPOK BBEJICHHS HACTYITHUX 703 BU3HAYAIUCS Ha OCHOBI
TPUBAJIOTO CIOCTEPEKEHHS 3a Cy0’eKTamM, sKi Opajil y4yacTb Y BHIPOOYBaHHSX
e¢(eKTHBHOCTI BaKI[MHHU, Ta/ab0 Ha OCHOBI JOCIIHKEHBb I€BOCTI BaKIWHH, ab00 Ha
OCHOBI JJaHMX CIIOCTEPEKEHHsS 3a 3aXBOPIOBAHHAMH, OTPUMAHUX MPOTATOM

MOCTBAKIIMHAJIBHOTO MEPIOY.
Buxopucmanns piznux eaxyun 6 mescax epaghixis

Hwxye HaBeeHO pekOMEHJAIli Il BUIIAJKIB, KOJH CIIOHCOPH Oa)aroTh
BKJIIOUUTH B KOPOTKY XapaKTEPHUCTUKY JTiKapchbkoro 3aco0y (SmPC) KoHKpeTHi 3asBH
II0JI0 OMMCAaHUX CMOCO01B 3aCTOCYBAaHHS:

a) JUIs OOTpYHTYBAHHSI 3aCTOCYBaHHSI OUIbIlIe HIK OJIHIET BaKIMHHU IS
OTPUMAaHHS 3arajbHOi KUIBKOCTI 703, HEOOXIIHMX Yy MeEXaX MEepBUHHOTO rpadika
BaKIIMHYBaHHS, CIIiJl IPOJAEMOHCTPYBATH, IO MPHU BUKOPHUCTAHHI OUIBINE HIXK OJHIET
BaKIIMHU JOCSTAIOTHCS MOAI0H1 IMyHHI1 BIAMIOB1(1 MOP1BHSIHO 3 BUKOPUCTAHHSIM OKPEMO
B35TOI BAaKIIUHM JIJIs 3aBEpIICHHS rpadika;

0) 11 OOrpyHTYBaHHS 3aCTOCYBaHHS BaKIMHHM [IJI TOCHWJICHHS IMyHHHX
BIJIOBIJIEH y CYyO0’€KTIB, Kl OTPUMaId NEPBUHHY CEPil0 3 BUKOPUCTAHHAM I1HUIIOL
BaKIIMHKM, CYO’€KTIB ITCIS TIEPBUHHOI BaKIMHAII OJHIEI0 BaKIMHOI MOXKHA
paHAOMI3yBaTH I OTpPUMaHHS OyCcTepHOI J03M TEPBUHHOI BAaKIUHU a0o
3aIPOIIOHOBAHOT aJbTEPHATUBHOI BAaKIMHW 3 METOI0 JEMOHCTpalllii HE MEHIIOi
e(eKTUBHOCTI IMyHHHX BIJIITOBIJICH;

B) Uil OOIPYHTYBaHHS 3aCTOCYBAHHSI PI3HUX BAKUMHHUX KOHCTPYKIUN IS
NEPBUHHOI BaKIMHAIIT Ta OyCTepHOi 103M (peBakIMHAILi) CXeMy BHUIPOOYBaHHS

MO>XHA TIOPIBHSTH 3 MOBTOPHOIO 03010 TEPIIOi BAKIIMHHOI KOHCTPYKIII 3 METOIO
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JIEMOHCTpAIlii TIepeBaru IMyHHUX BIIMOBiAEH Ta/ab0 po3MMpEeHHs IMyHHOI BiNOBIAL

(HampuKjIa:, Ha JIeKiIbKa MiATUIIB 30y IHUKA).

3.4.3. lllasx Ta/a6o cnocio BBeaeHHA

Jlns HOBOi BakIMHU-KAHIWJATa BUOIp MNUIAXY BBEACHHS (HAMPUKIA],
BHYTPIIIHBOM 30BO, ~ BHYTPIIIHBOIIKIpHO a00 MIAMIKIPHO) TOBUHEH OyTu
OOIPYHTOBaHMI Ha OCHOBI TOIMEPEAHBOTO JOCBIAY 3aCTOCYBAHHS TAaKOTO K THITY
BaKI[MHU Ta/a00 KJIIHIYHMUX JIaHUX, OTPUMAHUX Y XOJ1 JOCIHI/KEHb MOYaTKOBOI JI03H,
CKJIaJly Ta CXeMH BBEJICHHS BAKI[MHH.

Jlis oOrpyHTyBaHHsS aJbTEPHATUBHOTO LUISIXY BBEACHHSA 3apEECTPOBAHOI
BaKIMHU 0€3 3MIHU 11 CKiIaxy (HampuKIIaJ, JO3BOJIUTU BaKLUUHY, 3apEECTPOBAHY Ui
BHYTPIIIHHOM S30BOTO BBEJICHHS, BBOJAUTH IHTpaHa3ajbHO a00 3 BHKOPUCTAHHSIM
HOBOTO TMPHUCTPOIO, TAKOTO SIK IJIACTHP 3 MIKPOTOJIKAMH), 31 3MiHOIO ab0 0e3 3MiHU
no3u  (103) aHTUreHy, MOXe OyTH HEOOXIJTHUM MpOBEACHHS BUIPOOYBAaHHS

e(heKTUBHOCTI (IUB. pO31LI 4).

3.5. OnHouacue 3acrocyBanns (Concomitant)

OnHovacHe BBEIEHHS BaKIIMH MOX€ MPU3BECTHU J0 MIJBUILICHHS a00 3HUKEHHS
IMyHHOi BIAMNOBIAI HAa MEBHI AHTUIE€HHI KOMIIOHEHTH TOPIBHSHO 3 OKPEMHUM
BBEJICHHSIM.

Ha MOMEHT mo4aTKoBOro eraiy peecTpallii BaKIMHUA Oa)kaHO MaTH AaHl Mpo
OJIHOYACHE BBEJICHHA 3 BaKIMHAMH, $Ki, HaWIMOBIipHINIe, OYIyTh BBOJIUTHUCS
OJTHOYACHO JuIsi TMPOQIIAKTAKH IHIIUX 3aXBOPIOBaHb. KO ICHY€e JEKiJIbKa
3apeeCTPOBAHMX BAKIMH, SIKI 3aXUILAIOTH Bl OJHIET 1 TIET )k XBOpOOU (XBOp0OO), MOKeE
OyTH mocTaTHIM BUMPOOYBAHHS 13 OJTHOYACHUM BBEJICHHSM OJIHI€T 3 IIMX BaKIIMH, 1100
3poOMTH 3arajdbHUIi BHCHOBOK TIPO OJIHOYACHE 3aCTOCYBaHHS B KOPOTKIH

XapaKTepUCTHIN Jiikapcbkoro 3aco0y (SmPC). Opnak crocTepiraiocss pi3He
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nocujieHHsT ab0 MPUTHIYEHHS IMYyHHOI BIAMOBIAI HAa KOH IOrOBaHI Caxapuu, KOJU
O1IKM-HOCIT JUIA TIPOJYKTIB, IO BBOJASTHCSA pa3oM, OyJIM OJHAKOBUMH a00 Pi3HUMH,
TOMY KOHKPETHMIA TUI KOH IOraTy, II0J0 AKOTO € JaHi, ciiJ BkazaTu B SMPC.

JIist mesikuX BaKIMH, HAITPUKJIIA ] MPU3HAYCHUX JIJIS TIEPBUHHOI CEPii BaKIIWHAITI]
y HEMOBJIAT, MOXE MOTpeOyBaTHCS TapaHTis, IO BCl CYO0’€KTH KJIIHIYHOTO
BUIIPOOYBAaHHS OTPUMAIOTh yCi HEOOXIJHI aHTHUTEHHU JI0 JOCSITHEHHS TMEBHOTO BIKY.
[[Io06 po3B’s13aTH 11€ 3aBAaHHS, MOXKYTh OyTH ITOTPIOH1 BUTTPOOYBaHHS /I TOPIBHSIHHS
OJTHOYACHOTO BBEJICHHS BAKIMHU 3 OKPEMHUM BBEICHHSIM, 3pOOJICHUMHU B IIAXOBOMY
NOPSIIKY (HANMPUKIIAJ, TOPIBHATH OJHOYACHE BBEICHHS B 2 1 4 MicAIl 3 BBEACHHSIM
CTaHJIAPTHUX BAKIIUH JIJII HEMOBIIAT B 2 1 4 Mmicsll 1 BaKIMHU-KaHaugaTa B 3 1 5
MicaniB). Cepen cTaplIMX BIKOBHX TPyl OUTbII MOKJIMBO 3HAWTH MOIMYJIALIL, Y AKUX
OJIHOYACHE BBEJICHHSA BAKIIMH MOXXHA TMOPIBHATH 3 OKPEMUM BBEICHHSM, OCKUIBKH
JIOCSITHEHHSI 3aXMCTY BiJl YCIX aHTUTEHIB 32 KOPOTKUN MPOMIKOK 4acy Moxke OyTH He
Take KpuTuyHe. /[ MesKkux TUIB BaKIMH, TaKWX, IO 3a3BUYAil BBOIATHCS IEPE
MOJIOPOKAKIO, TAKOXK BAXJIMBO OI[IHUTH IMYHHY IHTep(EpEHIII0 MpU HaWOLIbII
HacCM4YEHOMY rpadiky.

Skimo B X0l JOCHIIXEHb OJIHOYACHOTO BBEICHHS Oyle BUSIBJICHO 3HAYHE
3HIDKCHHSI IMYHHUX PEaKIliii, y MOJAJIbIINX JOCIIIKEHHSAX MOXHa Oy/Je BUBUUTU

MIHIMAQJIbHUI 1HTEPBAJ A03YBaHHS, IPU IKOMY HE BUHUKAE 5KOJHOTO BIUIMBY.

3.6. BinnmoBigHicTh Mixk cepissMu

BunpoOyBaHHs Ha BIAMOBIIHICT, MK CEpisIMH 3a3BHYail HE € 00OB’SI3KOBUM,
asie MOxe OyTH KOpPHCHHMM 3a MEBHUX OOCTaBUH, SIKI CIIJI PO3IJIAJATH Y KOXKHOMY
KOHKPETHOMY BHMNAAKy. Ko Take BUNPOOYBaHHS TIPOBOIUTHCS, BAXKIMBO
PO3TIIIHYTH ¥ OOTPYHTYBATH KUTHKICTh CEPIH JIsl MOPIBHSHHS Ta METOJ BIIOOPY Ccepiid
(HampuKJIaa, TMOCHI0BHE BUPOOHUIITBO a00 BHUIMAIKOBUU Biibip). OcoOauBy yBary
CIA TPHUAUTMTHA TEPBHHHINA KIHIEBIM TOYIl IMYHHOI BIJMOBIJI Ta TOMEPETHBO

BU3HAYEHUM KPUTEPISIM NPUUHSITHOCTI.
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PexomenayeThcs, mo0O y XoAl MporpamMu KJIIHIYHUX BUIPOOYBaHb OyJio
MIPOTECTOBAHO KiJbKa Cepii BaKIMHU-KAHIWJATa 13 CKJIAJIOM, IO MOJAIOHUM CKIaay
KiHIIEBOTO MPOAYKTY, MPU3HAUEHOTO IS MPOAAXKY. SKIIIO 11e HEMOXKIIUBO Yepe3 3MiHU
Ha TI3HIX eTamax BUPOOHMIITBA, CIIOHCOP TMOBHMHEH OOIPYHTYBAaTH PEJICBAHTHICTb
JAHUX KJIIHIYHUX BUIMPOOYBaHb JJIs CEpid, MPU3HAYCHUX ISl IPOJIAXKy, Ha IMiJICTaBl

MOKAa3HUKIB SIKOCTI Ta/a00 MPOBECTHU KJIIHIYHE MOPIBHAHHS MIXK CEPISIMU.

4. EOPEKTUBHICTD

4.1. Bumoru 10 BUNIPpoOYBaHHS €()eKTUBHOCTI

BI/IHDO6VBaHHSI ed)eKTI/IBHOCTi BaKIIMHHW HC BUMArarOTbCsA, AKIIO 3aCTOCOBYETHCA

6VI[I>-5IK3 3 HOKUCHABCACHUX YMOB.

. MOXJIMBICTh 1HTEPHPETYBAaTH IMYHHI BIATOBIAI HAa BCl AHTUITE€HU Y
BaKIIMHI-KaH/INU/1aTi, 3aCTOCOBYI0UH J00pe BuBUeHi ICPS. YV npboMy pasi 1eMoHcTpalris
HE MEHII01 e(DEKTUBHOCTI 3apEECTPOBAHOT BAKIIMHHU IT[0]10 IMYHHOT BIJIMOBI1 Ha KOXKEH
aHTUTEH He NnoTpiOHa. He3paxkaroun Ha 1€, peKOMEHAYETHCS MPOBOIUTHU MOPIBHSJIBHI
BUNPOOYBAHHSI, BKIIOYAIOUN PAHIOMI3AIliI0 HAa BIAMOBIIHY 3apeeCTPOBaHY BaKIIMHY,
mo0 3a0e3MeYyuTH MOXIIMBICTH ONUCOBOTO MOPIBHSAHHA Npo(dUIB OE3MeKH.
BusnayeHHst iIMyHHHX BIINOBiJEH Ha pedepeHTHUM mpernapaT Moxke OyTH KOPUCHUM
JUTSL PO3YMIHHS PE3YJIbTATIB Y KOHTEKCTI, SIKIIO TTOKA3HUKU CEPOJIOTTYHOTO 3aXKCTY B
rpyni BAaKIMH-KAHIUJATIB € HECIOIBAHO HU3bKMUMH 200 BUCOKUMU (HAIIPUKIIA, Yepes3
OCOOJIMBOCTI JTOCIIIKYBAHOT MOMYJIAIT Ta/a00 mpoOaeMu 3 MPOBEACHHSIM aHATI3Y).

. ICPs BimcyTHi, ane eQeKTUBHICTh BaKIIMHU MOKE OyTH MiATBEpKEHA
[IUIIXOM JIEMOHCTpAIlii He TIpPIIoi IMyHHOT BiJMOBIAI MK BaKIIMHOIO-KAHIUIATOM Ta
3apEECTPOBAHOI0 BAKIIMHOK, I SIKOT OYyJI0 BCTAHOBJICHO €(EKTUBHICTH Ta/abo
pe3yJbTaTUBHICT (TOOTO MOJJIMBA CTpaTeris «IMyHOOpimiHry» [awen. —
immunobridging]). SIkmto motpiOHOT BakIMHK i3 BCTAHOBJICHOI €()DEeKTHBHICTIO abo
JIIE€BICTIO O1JIbIIIE HEMA€E B HASIBHOCT1, MOYKHA ITPOBECTH MOPIBHSHHS 3 3apPEECTPOBAHOIO

BaKIIMHOIO, SIKa OyJia CXBaJe€Ha 3a CTPATETIE0 «IMyHOOPUIIHTY» 1 IEPEBAKHO HITUPOKO
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BUKOPHCTOBYBajacs 06€3 )KOJHUX MUTAHb MO0 3aXUCTY.
. IMyHH1 BIZMOBiAI HAa BCl QHTUIE€HU Y BaKIMHI-KaHIUJATI MOXYTh OyTH
IHTEPIIPETOBAHI 3a JOTIOMOTOI0 KOMO1HaIli{ BUIIIE3a3HAUYECHUX IT1TXOI1B.

BunpoOyBaHHs epeKTHBHOCTI BAKIIMHYU MOKE OYTH HEMOKINBHAM, SAKIIIO HASBHA

6VI[B-5IKa 3 HAaBCACHHUX HMXKYC YMOB!

- [Hdexuiline 3aXBOpIOBaHHS, IKOMY TpeOa 3armooirtu, He 3yCTpiuaeThCs B
JaHUM 4ac (Hampukiaa, Bicma) ado 3yCTPIYAEThCs Ay)KE PIIKO, 100 JTOCIIIKESHHS
MOKHa OyJl0 TPOBECTH B PO3YMHI TEpMIHHM (HampHUKIaa. CHOIpChKa BHpa3Ka,
Opyuenbo3, nuxomanka Ky).

- [HdexkiiitHe 3aXBOpIOBaHHS, IKOMY TpeOa 3armo0irTi, BUHUKAE Y BUTIISI
Hernepen0auyyBaHUX KOPOTKOYACHUX CHAalaxiB, sIKI HaBITh NMPHU YpPaXKE€HHI BEJMKOI
KUTBKOCTI JIFOZIEH HE Jal0Th JOCTATHBO Yacy IS HAKOMMYEHHs HEOOX1THOI KIIBKOCTI
BUIAIKIB JJIs OIIHKK €(DEKTUBHOCTI BaKIIMHU (HAIIPUKIIAJ, JesAKl BIpyCHI TeMOpariuHi
JTUXOMAaHKH).

SAxio nemoHcTparlisi eheKTUBHOCTI BAKIIMHU BBAXKAETHCS HEOOX1THOO 1 BOHA €
MO>KJIMBOIO, MOKE€ OyTH MPUUHATHUM MNPOBEIEHHS OAHOTO 0a30BOTO BHUIIPOOYBAHHS
€()EKTUBHOCTI BaKLIMHHU, OCOOJIMBO SIKIIO Y€pe3 HU3bKUU PIBEHb 3aXBOPIOBAHOCTI HA
1H(DeKIIHY XBOpOOY, SKii MOTPiOHO 3amo0irTH, o0 Habpamacs TOCTaTHS KIJIbKICTh
BUMAJKIB JIJIsl OLIIHKK €(PEKTUBHOCTI BAaKI[MHU, TOTPIOHE Ty KE BEIUKE JOCHIIKCHHS.
Y upoMmy pasi mij 4Yac OIlIHIOBaHHS JO3BOJIY CJiJi BPaxOBYBaTH pEKOMEHAIll,
BUKJIAJieHI y BianoBigHoMmy kepiBHuntBi CHMP momo oagxHoro ©6aszoBoro
sunpooOyBanus (CPMP/EWP/2330/99).

Jlns 30yaHUKIB, SIKI MalOTh JACKUIbKA MIATHIIB, MOXJIMBO, IO BUIAIKH, SKi
TPaIUISIIOTHCA M1 Yac BUNPOOYBaHHS €PEeKTUBHOCTI, OyAyTh 00yMOBJIEHI OAHUM a00
KUTbKOMA MiATUIaMu 30y qHuKa. ClioHCOpH MOXKYTh IPOBECTH 0a30Be BUIIPOOYBaHHS
e(pEeKTUBHOCTI B perioHax, J€ BHIAJKA 3aXBOPIOBaHHS HaWiIMOBIpHilIe OYyIyTh
CHPUYMHEHI IIMPOKUM CIEKTPOM MIiATHUIIB, XO4Ya HE CIiJI OYIKYyBaTH, IO Yy LOMY
BUNPOOYBaHHI MOKHA Oy/ie OIMHUTH €(EeKTUBHICTh KOHKPETHHX MiATUITIB. B iHIIIOMY
pasi, CHOHCOPHU MOXKYTh MPOBECTH JCKUJIbKa BUIMPOOYBaHb €(EKTUBHOCTI BaKIIMHU B
PI3HUX pErioHaXx, /e MePeBaXKatoTh NEBHI MIATUIH. 3aJI€KHO Bl KOHCTPYKIIIT BAKIIMHHU,
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JOKJIIHIYHI Ta/ab0 1HIN KIIHIYHI JaHl MOXYTh TaKOX BUKOPHUCTOBYBATHUCS IS
M1ITBEPPKEHHS TMOBIPHOI BIAMOBITHOCTI €(EKTUBHOCTI JJIsI BCIX I1THIIIB.

Jna neskux 1HQEKUIHHUX 3aXBOPIOBaHb MOXYTh ICHYBaTH BaroMi HayKoOBI
OPUYUHU BBaXKAaTH, 110 3aXHWCHA €(PEKTUBHICTH, MPOJEMOHCTPOBaHA y 0a30BOMY
BUNPOOYBaHHI €(pEKTUBHOCTI B OJHIN MOMYJIALIl Y IEBHOMY BIKOBOMY Jiaria3oHi, HE
MOKe OyTH eKCTparoJibOBaHa Ha 1HII TOMYJIAIIi 3 TAKKM K€ BIKOBHM JIiarla30HOM.
Hanpuknan, y AesKuxX perioHax MOKyThb CIIOCTEPIraTUCs MHOXKUHHI CYITyTHI 1HQEKIIi1
cepell HaceJeHHs Ta/abo MOYKE CITOCTEPIraTUCs 3HAYHE MMOCUJICHHS IMYHHOT BiITOBIII
BHACIIIJIOK MIPUPOTHUX YNHHHKIB, 110 MOKE MaTH IMMO3UTHBHUIN a00 HETATUBHUN BILINB
Ha 3arajibHy OLIHKY €()EKTUBHOCTI BaKIMHU. Y TaKUX BHUIAJKaX MOXE BUHUKHYTHU
HEOOXIJHICTh y NPOBEIEHHI 0a30BOro BUMNPOOYBaHHS, B SKOMY OYyIyTh 3aJlIsHI
penpe3eHTaTuBHI 3pa3ku 3 PIZHUX TOMyJsIid, abo y TNPOBENEHHI JAEKUIBKOX

JOCITIJIKEHb B OKPEMUX MOITYJISIISX.

4.2. Iu3aiiH aocaigxkeHb eeKTHBHOCTI

AOcomoTHa 3axucHa €()EKTUBHICTh BAKIMH 3a3BHYall BU3HAYAETHCSA LUISTXOM
OIIHIOBAHHSI 3MEHIIEHHS KIJTbKOCTI BUMAKIB JAHOTO 1H(EKIIITHOTO 3aXBOPIOBAHHS
M1CJIS BaKIMHAIlT BAKIIMHOO-KaHAUAAaTOM MOPIBHSHO 3 3aXBOPIOBAHICTIO y TPy, sKa
OTpuMyBaja mianedo y MpOoCHeKTUBHOMY PaHIOMI30BAaHOMY Ta MOJBIMHO CIIIIOMY
BUNPOOyBaHHI. SKIIo miane60-KOHTPOIb BBAKAETHCSA HEBIAMOBIIHUM (HAPHUKIIAT
TOMYy, WI0 JOCHIAHUKA Ta/ad0 yYaCHUKHU/OMIKYHU BIAXWISIOTH MOXIJIUBICTh
paHoMi3aIli I KiTbKOX 1H €KIIN T1a1e00), B KOHTPOJIBHIN TPyIl MOKHA BBOIUTH
3apeeCTpPOBaHY BaKIMHY O€3 BIUIMBY Ha 3aXBOPIOBAHHS, SKOMY Ma€ 3aro0irtu
BaKI[MHA-KaHIUJAaT.

SIKo BakuMHA-KaHOWIAT 3aro0irae TSOKKIM Ta/a00 HeOe3meuHidl IId JKUTTA
iH(dexii # icHye go3BosieHa B €C BakIMHa, siKa 3armo0irae Takomy K 3aXBOPIOBAHHIO,
BUKOPUCTAHHS TPyMu TIUIane00 € HEJONUIBHUM — BHUIPOOYBaHHS MOXeE OyTu
CIOpPSIMOBaHE Ha OLIHKY BIAHOCHOI €()EeKTHMBHOCTI BaKLMHHU-KAaHIUAATAa MOPIBHAHO 3

3apEECTPOBAHOI0  BaKIMHOI. SIKIIO  BaKIMHY-KaHIWZATa PO3POOJCHO IS
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MOKpAIIEHHS OJIHIET a00 KIJTBbKOX 3apeeCTPOBAHMX BaKIMH, MOXe OyTH JOPEYHUM
IPOJEMOHCTPYBAaTH, WIO0 €(EKTUBHICTh BaKIMHHU-KaHAWAATa € BHUIIOI 32
e(eKTHBHICTh 3apEECTPOBAHO] BaKIMHU. Hampukiam mpu BKIFOYEHHI OLTBINOI 103U
aHTUTeHAa TOPIBHAHO 3 3aPEECTPOBAHOIO BAKIIMHOIO, MPHU JOJaBaHHI aJ foBaHTa abo
IIPY 3aMiHI a1’ F0BaHTa Ha OUIBII MOTY>KHUM a1’ IOBaHT. SIKIIO BaKI[MHA-KaHIUAAT Ma€
3a0e3MeUnTH 3aXHCT MPUHAWMHI TaKUW CaMuH, SK y BakKIMHH, 103BojieHOT B €C,
METOI0 MOK€ OyTH JEeMOHCTpalis He MeHIoi edekTuBHOCTI. [lelt nu3aiin Bumarae
Ty’K€ PETEeNIbHOTO OOTPYHTYBaHHSI MEXI HE MEHIIOi e()eKTUBHOCTI, 0 MOXe OyTH
HEIMPOCTUM 3aBIaHHSIM.

[ gu3aiinu BunpoOyBaHb €()EKTHUBHOCTI MEHII MEPEBaXKHI, ajie 3a MEeBHUX
00CTaBHH 1 B KO)KHOMY KOHKPETHOMY BHMAJIKy MOXYTh OyTH BU3HaH1 JOUJIbHUMHU.

Hampukinazn, iHOJAI BUKOPUCTOBYIOTHCS BHUIPOOYBaHHS YacCTOTH BTOPUHHHX
HaraJiB, KOJU BiJIOMO, IO 1HGEKIN, Kl Tpeba 3amobirtu, moB’si3aHa 3 BIIHOCHO
BHCOKOIO YaCTOTOIO BTOPMHHUX BUMAJKIB. Y WX BUMPOOYBAHHSIX MPHUITY CKAETHCS, 110
BaKIIMHOBaH1 1 HEBAKIIMHOBAaHI 0COOM MalOTh PiBHI IIAHCH 3apa3uTHCS 1H)EKIIE0 Bl
mwkepena iHekuiiHoro 3axoproBanHs (index case). Kpammum au3aitHoM Oyre
paHaoMi3alis NpsSMUX KOHTAKTIB, a 1HOJ1 1 BTOPUHHUX KOHTAKTIB 3 BUKOPUCTAHHIM
IHIUBIIyaIbHOTO TIAXOAY JO NHUTaHHS OTPUMaHHS YW HEOTPUMAHHS BaKI[MHU-
KaHIuJaTa. AJbTEPHATUBHO, MOKHA MPOBECTH PaHAOMI3alLll0 0ci0 1Jisi HeraiHoi a0bo
BIITEpMIHOBAHO1 BaKIIMHAIl a00 paHAOMI3aIlI0 YCIX YYaCHUKIB KOKHOTO OCEPEIKY
(ring) oxHi€l rpymnH, TOOTO KJIACTEPHHUI PaHIOMI30BaHHM MiAXiA. Y paHI0Mi30BaHOMY
CTYHIHYaCTOMY BUIIPOOYBaHH1 BaKIIMHY-KaHAW1aTa BBOJSATH MOCIIIIOBHO MOMEPEAHBO
BU3HAYCHHUM I'PyIIaM Tak, 1110 KO’KHA TpyTa € OJIMHULICIO paHaoMizallii. [’ pymnu MoxXyTh
OyTH BU3HAUEHI 3a MOKa3HUKAMM HOCIS 1HQEKII1, MICIIE3HaXOKEHHSIM a00 1HIIUMHU
daktopamu. el quzaiin Moxe OyTu 0COOIUBO JOPEYHUM, KOJIH ICHYIOTh JIOTICTUYHI
MPUYUHHU, 1110 TEPENTKOHKAIOTh BAKIIMHAIIT BEJIMKOI KIIBKOCTI Cy0’ €KTIB BaKIIMHOIO-

KaHAUAaTOM 332 KOPOTKHUM MPOMIXKOK Yacy.

4.3. Bu3Ha4YeHHS BUNIA/IKIB 3aXBOPIOBAHHS
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Bu3znadueHHs BUTIAIKiB 3aXBOPIOBAHHS, SIKI BUKOPUCTOBYIOTHCS JIJIsl IEPBUHHOTO
aHajizy, a TakoX Oy/b-siKi aJbTEPHATUBHI BU3HAUCHHS BUIIAJIKIB IS BTOPUHHUX
aHaJi31B 3a3BUYail BKIIIOYAIOTh KJIIHIYHI O3HAKH Ta/ab0 CUMIITOMH, XapaKTepHi s
1H(EKIIHHOTO 3aXBOPIOBAHHS, pa3oM 3 JTAOOPATOPHHUM MiATBEPKEHHSIM ET10JIOTII.
[HO1 BU3HAYEHHSI BUITA/IKIB 3aXBOPIOBAHHS JUIsI IEPBUHHOTO 200 BTOPUHHOTO aHAIIi3y
MO>KE TPYHTYBATHCS JIUIIIE HA KIIHIYHUX 03HAaKaX a0o0 JIaOOpaTOPHHUX AOCIIHKCHHSIX.

Axio 30yAHUK BUKJIMKA€E 3aXBOPIOBAHHS PI3HOTO CTYIEHS TSDKKOCTI a0 psj
KJIHIYHUX MPOSIBIB (HANIPUKIIAJ, HeOE3MEeUH1 s KUTTS 1HBa3UBHI 1H(DEKIIIT, a TAKOX
JIOKaJi30BaHl 1HQEKIiT), KIHIYHI 03HAKW BU3HAUYCHHS BUMAJAKY 3aXBOPIOBAHHS CIIJ
BUOWpPATH BIIMOBIIHO JI0 3aIIPOTIOHOBAHOTO(MX ) TTOKa3aHHs(b). Y TaKMX BUMAAKAX JUIS
MiITBEPKCHHS] KOHKPETHUX TMOKa3aHb MOXE TMOTPEOYBATHCS MPOBEACHHSI OKPEMUX
JOCIIJKEHb €(EKTUBHOCTI 3 BHUKOPHCTAHHSIM pI3HUX BH3HAYEHb BUMAJKIB
3aXBOPIOBaHHS  (HANpUKIad, MNpOoQUIAKTUKA  1HBA3UBHOTO  ITHEBMOKOKOBOTO
3aXBOPIOBAHHS Yy MOPIBHAHHI 3 MPOQPIIAKTUKOIO THEBMOKOKOBOTO CEPETHHOTO OTUTY).
Kpim Toro, A 1eskux BakIiH MOKe OyTH BaXJIMBUM MOPIBHATH TSHKKICTh PO3BUTKY
3aXBOPIOBAHHS 3 BUIIAJKAMH, 1110 TPAIUISIOTHCSA B KOHTPOJIBHIN TpyTIi, 1100 BUBHAYUTH,
Yl TIOTIEpEAHS BaKIMHAIA TOJETIIye, YH, MOXJIHMBO, TOCHIIOE TSDKKICTD
3aXBOPIOBAHHS.

JIaGopaTopHe MiaTBEPKEHHS BUTIAAKY 3aXBOPIOBAHHS MOXE IPYHTYBAaTHUCS HA
0JIHOMY a00 JMEKIJIbKOX IMYHOJIOTIYHUX TE€CTax, KyJIbTUBYBaHHI 30y IHUKA, BUSBIICHHI
30yqHUKA HEKYJIbTypAIBHUMHA MeEToAaMHu abo 3a JOMOMOIO TiCTOJIOTTYHOTO
nociipkeHHs. JlabopatopHi METOIM, IO BUKOPUCTOBYIOTHCS [JIsl MiATBEPIKCHHS
JlarHO3y B MICIISIX MPOBEJEHHS BUMIPOOYBaHHS Ta/ab0 B IIEHTpaJIbHUX J1ab0paTopisx,
NMOBUHHI OyTH 3a3Jajeriib BU3HAYEHI Ta OOIPYHTOBaHI. 3a HAasIBHOCTI KOMEPIIIITHO
JOCTYITHUX TECTIB BUOIp JlabopaTtopHOro(nx) MeToay(iB) MOBUHEH IPYHTYBATHUCS Ha
3asIBJICHUX XapaKTEPUCTHKAX €(PEKTUBHOCTI (TOOTO YYTJIMBOCTI Ta CHEHU(pIIHOCTI
aHaJji3y, a TaKOXK Ha MPUIATHOCTI JJI AOCIIIKYBAHOI OMYJISALi1). Y NesIKUX BUTIIKaX
MoOske OyTH JOLUTFHUM BHOIp aHami3y, 31aTHOTO BUSBISATH J10JAaTKOBI 30y/IHUKH, SIKI
MOXYTh CYMPOBOKYBATH IITHOBUN 30yAHUK 1 BIUIMBATH Ha TSHKKICTH a0o0 rmepedir

3aXBOpIOBaHHA. TakoX MOXyTh OyTH MOTPiOHI JOMATKOBI aHANI3U JJI BUSBJICHHS
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TaKUX OPraHi3MiB, SIKIIO 1€ BBAXKAETHCS BAXJIMBUM JJIsl 1HTEpIpeTalii pe3yiabTarTiB
BUNPOOYBaHHS.

B oxpemux Bumaakax, HampuUKJIag 3a BIACYTHOCTI JOCTYMHHX TECTIB 13
3aJJOBUIbBHUMHU  XapaKTepUCTUKaMU, MOXe OyTH JOUIIBHHUM  BUKOPHCTAHHS
EKCTIEPUMEHTAILHUX JIA0OPaATOPHUX METOJIB JIJIsI BCTAHOBJICHHS HAsIBHOCTI 1H(DEKITIT.
VY Takux BUMIAAKaX 1] 9ac IPOrpaMu KIiHIYHOT pO3pOOKHU Tpeda JOKIACTH BCiX 3yCHITh
JUISL OITIHKH 9YTJUBOCTI, CIEIU(IYHOCTI Ta BIATBOPIOBAHOCTI BUKOPUCTAHUX METO/IIB.
SIKIO0  BU3HAYEHHA BHUMAJAKY 3aXBOPIOBAHHS TIPYHTYETbCA Ha pe3yjbTaTax
TICTOJIOTIYHUX JOCIIHKEHb, KpUTEpli BUSHAYEHHS CTafll Ta MPOTPECyBaHHS MOBHHHI
OyTH mONepeAHbO BHU3HAYEHI B IPOTOKOJI, a TAKOXK PEKOMEHIYETbCS HasBHICTb
CUCTEMH KOHTPOJIO SKOCTI Ta/ab0 MpPOBEIEHHS JOJAaTKOBOIO BHUMIPIOBAHHS

pe3yJbTaTIB B €KCIEPTHIN HIEHTpaIbHIN 1adopatopii.

4.4. BcTaHOBJIEHHSI BUNIA/IKIB 3aXBOPHOBAHHS

3a3BuYail aKTMBHE BCTAHOBJEHHS BHIIAJKIB 3aXBOPIOBAHHS TMPOBOJIUTHCS
NPUHANMHI 0 MOMEHTY IIPOBEJICHHS NEPBUHHOrO aHaMi3y. SIKII0 MICis MEPBUHHOTO
aHai3y nependayacTbCs MOAIBIIE CIOCTEPEKEHHS, TO PU MPUUHATTI PIIICHHS PO
nepexiji 10 TAaCHBHOTO BHUSBJICHHS BHUMAAKIB CJiJi BPaxOBYBaTH BaXJIUBICTh
OTPUMAaHHSI Ha/IIMHUX OI[IHOK €(DEKTUBHOCTI BaKI[MHU B JOBIOCTPOKOBII MEPCIIEKTUBI
Ta 1H(popMaIli Mpo OCOOJMBOCTI BHUMAIKIB, SKI 3 YacOM BHUHHUKAIOTh Yy paHiIlIe
BaKI[MHOBAaHUX 1 HEBAaKIMHOBAHUX CyO’ €KTIB.

S0 TEpBUHHOIO KIHIIEBOIO TOYKOK € JabopaTopHE MiATBEPHKCHHS
KJIIHIYHUX MPOSIBIB 3aXBOPIOBAHHS, Y TPOTOKOJI MalOTh OyTH NEepepaxoBaHi KJIIHIYHI
O3HAaKU Ta/ab0 CUMITOMH, fK1 € MIJCTaBOO JJI1 3BE€pHEHHS Cy0’ €KTIB BUIIPOOYBAHHS
70 TIEPCOHANTY Yy MICIIl TPOBENCHHS BUNPOOYBaHHS a00 BH3HAYECHUX MEIUYHUX
3aKJIajiB, 10 OepyTh y4acTh y BUIPOOYBaHHI, 3 METOIO MPOBEACHHS BIAMOBIIHOTO
7a060paTOPHOTO  JOCTI/DKCHHS JJI1  MIATBEP/DKCHHS BHIMAAKY 3aXBOPIOBAHHS.
Perynapuuii ocoOuctuii ab0 HEocOOMCTHI 3B’A30K 3 MEPCOHAIOM BUIPOOYBAHHS
TaKOXX MOKe OyTHW BHUKOPWUCTAHHWM JJIsi BU3HAYEHHS TOTO, YU OYyJM OCTaHHIM 4acoM
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KJIIHIYHI O3HAaKM a00 CHMIITOMH, IO MalOTh ITOTEHIIIHHE 3HAYEHHS, a TAaKOoX JJIs
BU3HAYCHHS BUMAKIB, IO 3JIMINIMINCA Oe3 yBaru. SIKIIO SKiCh BUIAAKHA HE OyiH
3apeECTpPOBaHl y 3akKiajaXx OXOpPOHW 30pOB’S, BH3HAYCHUX [JI1 IPOBEICHHS
BUNIPOOYBaHHs, a OyJW BHUSBJICHI B IHIIUX MICIIX, Tpeba crpoOyBaTH OTpUMATH
HasBHI JlaHl, K1 MO)XHa OyJI0O O BHKOPHCTATH i1 BCTAHOBJICHHS BIJMOBIJIHOCTI
BU3HAYCHHS BUIIAJIKY.

Skio mepBUHHA KiHIIEBA TOYKA HE € KIIHIYHUM NIPOSIBOM 1HGEKIli, BI3UTH
TOCIIKYBAaHUX TOBUHHI OyTH JOCHUTh YaCTUMH JUIsl OTPUMaHHS BaXKIMBUX
naboparopuux naHux. Chif MOKIAcTH BCIX 3yCHJIb, 100 MIHIMI3YyBaTH KUIBKICTb
BTpAuCHUX JUIS TOJQIBIIOTO0 CIOCTEPEKECHHS JTOCIIKYBaHUX, BHU3HAYMBIIN Y

MPOTOKOJII YaCOB1 BIKHA JJIsI IXHIX BI3UTIB.

4.5. TpuBaJjicTb cnocTepe:keHHs 32 e(PEKTUBHICTIO

[TepBuHHMIT aHAI3 €PEKTUBHOCTI 3a3BUYail MPOBOJUTHCS, SKILO € 3a3/1aJer1Ib
BHU3HAUYCHA KIJIbKICTh BUMA/IKIB 3aXBOPIOBaHHSA. Y pa3i, KoK (POHOBA 3aXBOPIOBAHICTh
n00pe 3aJl0OKyMEHTOBaHA, TEPBUHHUM aHami3 MoOke OyTH TMpPOBEICHUM, KOJIU
MIPOTHO3YETHCS TIEBHA KUJIBKICTh BUTIAKIB 3aXBOproBaHH. J{uB. po3ain 4.6.2.

OuiHKa TPUBAJIOCTI 3aXKUCTY MICII MPOBEIECHHS EPBUHHOTO aHANI3y BaKIIMBA,
KOJIM HEMae morepeaHboi 1H(GopMarllili 1mo/10 BaKIUH MPOTH IITLOBOTO 1HPEKIIHHOTO
3aXBOPIOBAHHS 1 HE OYIKYEThCS, IO Taka iHpopmarlisi Oy/ne MOCTYIHa Ha MOMEHT
3aTBep/KeHHsA. JlaHi MpO JOBrOCTPOKOBUM 3aXHCT MOXKYTh OyTH OTpUMaHi B
pe3ynbTaTi PO3MUPEHUX JOPEECTPAIMHIX KIIHIYHUX BUIIPOOYBaHb Ta/ab0 3 PI3HUX
JKEpen y MicIsIpeecTpaliiiHuii mepios.

Hampuknan, moBroctpokoBa e€(QEKTUBHICTh BaKIMHW Ta BU3HAYCHHS
HEOOX1HOCTI 1 4Yacy BBEIEHHS [OJATKOBHUX 03 MOXYThb OILIHIOBAaTHCS LUIIXOM
CIIOCTEPEXEHHSI 3a CyO’€KTamMHM BUIPOOYBaHHS IIC]s TMPOBEJAEHHS IEPBUHHOIO
anami3y. [lomampiie cmocTepekeHHS 3a CyO’€KTaMHU B paMKax BHUIIPOOYBaHHS
e(pEKTUBHOCTI TaKOXX MOXK€ OyTH BaXKIMBUM /I HAJIEKHOTO JOKYMEHTYBAaHHS

TSOKKOCTI Ta €TIO0JOTIi BUIAJKIB, 0 BUHHUKAIOTh y CyO’€KTIB BUIIPOOYBaHHSA, SIKi
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oTpuMyBaJii a00 HE OTPUMYBAJIM BakUWHy-KaHaugata. L{i mani MoxyTh OyTu
BUKOPHCTaH1, 00 OI[IHWUTH, UM BaKIMHAIlS 3HMKYE, YU MOCUIIIOE TSHKKICTh Y pasi
PO3BUTKY 3aXBOPIOBAHHS Yy BaKIIMHOBAaHUX. KpiM TOro, HaBiTH SIKIO BaKIIWHAIIIS
3HWXKY€ PHU3UK KIIHIYHOTO 3aXBOPIOBAaHHS, JOKYMEHTYBAHHS €TIONOTii Oyab-sKUX
BUMAJIKIB, 110 BUHHUKAIOTh, MOKE BHUSBUTH 3MIHY €TIOJIOTil (HAmpHKJAJ, BUITaJIKU
PO3BUTKY 3aXBOPIOBAHHS Yy BaKIMHOBAaHUX MOXYTh OyTH TIOB’SI3aHi 3 ITATHIIAMH
30yIHUKA, HE BKJIFOUEHOT'O Yy BaKIIMHY ).

[{iHHICTh Ta MOIIBHICTH, OTpUMaHHS Ii€i iHpopMallli B paMKax TPHBAJIOTO
pPaHIOMI30BaHOTO  KOHTPOJHOBAaHOTO  BHUMPOOYBaHHS  CHiJl  TMOPIBHATH 3
QIbTEPHATUBHUMH METOJIAMU, TAKUMH SIK JOCIIHKEHHS €()eKTUBHOCTI BAKIIMHHU IT1CIIS
il CXBaJICHHsI 1 pyTUHHUM HArJIs/ 3a 3aXBOPIOBaHHAMU. KpiM TOro, sSIKIIO MEpBUHHUN
aHami3 I[O0Ka3ye, IO BaKIMHA-KaHIUAAT € JOyXke e(QeKTuBHOI0, 30epeKeHHs
HE3aXHUIIEHOI KOHTPOJBHOI Tpynmu Moke OyTH HeAouuibHuM. [IpoTe MokiuBe
NoJaJbIIe CHOCTEPEKEHHSI 3a BAaKIMHOBAHUMHU CYyO’€KTamu, 00 OLIHUTH, YU
BiJIOYBA€ETHCS 3HIDKCHHS €(EKTHUBHOCTI 3 4acOM, MOPIBHIOIOYM KUIBKICTh BUMAJIKIB

3aXBOPIOBAHHS, SIK1 TPAIIIOTHCS IIOPOKY.

4.6. AnaJi3 epeKTUBHOCTI

4.6.1. IleppuHHA KiHIleBa TOYKA

[lepBuHHa KiHIIEBA TOYKA, SK TPABWIIO, TPYHTYEThCS Ha BCiX BHUMAJKaX
1H(DEKIIHHOTO 3aXBOPIOBaHHS, WO BIJAMOBIAAIOTH BCTAHOBIEHOMY IPOTOKOJIOM
BU3HAYCHHIO BUTIAJIKY, aJIe 1HO1 MOKe 0a3yBaTHCs Ha 1aOOpaTOPHUX pe3yJibTatax 0e3
Oe3rmocepeHIX KIIHIYHUX 03HAK 1 CHMIITOMIB.

Skimo BakIMHA-KaHIWIAT MICTHTh aHTUTCHH, OTPUMaHI 3 JEKUIbKOX, ajle He
BCIX BIJOMHX MIATUIIB 30yJAHHMKA, MOXE OyTH MPUUHATHUM, 00 MEpBUHHA KiHIEBA
TOYKA TPYHTyBaJacs Ha BHIIQJKaX 3aXBOPIOBaHHS, IO CHPUYUHEHI OYIb-SIKUM
M1JITUTIOM, 1110 BXOJUTH J10 CKJIaay BakiuHu. Lle miaxia Bumarae, o0 30y 1HUKU OyJIr
kiacudikoBaHl 3a TMIATUNAMU Ta/ad0 I1HIIMM YHHOM OXapaKTEpHU30BaH1 Jis
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BU3HAUEHHS CTYMEHsS BIJAMOBIIHOCTI aHTHUI€HAM BaKIUHHU. SIKIIO AOKIIHIYHI abo
momnepeaHi KJIiHIYHI JaHl BKa3ylOTh Ha Te, IO BakKIMHA MOXXE 3a0e3ledyBaTH
NEPEeXPECHU 3aXUCT BiJ MIATHUIIB 30yIHUKA, SIKI HE BKIIOYEHI 10 CKJIaTy BaKIMHH,
NEPBUHHOIO KIHIIEBOIO TOYKOIO MOXKYTh OYTH BMIIaJK{ 3aXBOPIOBaHHS, 00yMOBICHI

OyJIb-SIKUM ITiATUIIOM 30y THUKA.

4.6.2. IlepBuHHUI aHAJI3

[TepBuHHUI aHal13 MOXKe OyTH MPOBEICHUM, KOJIU:

o ¥ 0CcTaHHBOTO BKIIFOUEHOTO Y BUITPOOYBaHHS Cy0’€KTa MUHYB IIEBHUI 4ac MICIs
BaKIMHAIlli a00 BIH paHimie OyB BUKIIOUEHUI 3 BumpoOyBauHs. Llei mimxin
MO)XKe OyTH BHKOPHMCTAHMM, KOJU (POHOBHM pIBEHb 3aXBOPIOBAHOCTI A00Ope
OMKCAaHWI, 1 € BIEBHEHICTh y TOMY, IIO KUIbKICTh BHUMAJKIB, SKI MOXYTb
CIIOCTEpITaTUCS B KOHTPOJIbHINA TPYMi MPOTATOM BU3HAYEHOTO 1HTEPBATY MICIIS
BaKIMHallli, OyJie BU3HAYEHO.

) Hakonuyeno HeoOXigHy KUIbKICT, moai (ToO6To BumaakiB). lLleit miaxin,
OpIEHTOBAaHWU Ha BHUBYCHHSI BUNAJKIB 3aXBOPIOBAHHS, MOXKE OyTH HaWOLIbII
BIJIIOBITHUM, KOJIM TEMIT HAKOITMYEHHS BUIMAJIKIB MEHIII OYEBH IHHI.
[lepBuHHUIA aHam13 Ma€e OyTH IPUBEACHUI Y BIAMOBIIHICTD JI0 LIJIOBOI OLIIHKU

(rToka3HMK OILIHKH), SIK BU3HAYCHO METOI0 BUMPOOyBaHHsA. BHU3Hauyaroun IiTi OI[IHKH,

CJiJi BpaxOBYBaTH, HAIMPHUKIAJ, IIJILOBY MOMYJAIII0, MI0A0 SKOi OyayTh 3po0JieHi

MiATBEPAHI BUCHOBKHU, 1 HOTpUMaHHsS rpadika JikyBaHHS. KpiM TOro, 3ajieXHO Bij

KOHKPETHO1 CUTyaIlii moTpiOHO BpaxoBYyBaTH ¥ 1HII OOCTaBUHH, 30KpeMa CMEpPTh,

SBHO HE TOB’sI3aHy 3 1H(QEKIIIHUM 3aXBOPIOBaHHSM, SKOMY Tpeda 3amoOirtTd, 1o

BUKJTFOYA€ MOXJIMBICTh CITIOCTEPEKEHHS 3a 3MIHHOIO, SIKa CTAHOBHUTH 1HTEPEC.
3aiie’kHo BiJ 1H(QEKIIITHOro 3aXBOPIOBaHHS, AKOMY TpeOa 3aro0irTH, 1 BiJ TAKUX

(dakTopiB, K OUIKyBaHa 4acTKa CyO’€KTiB, SIKI BXK€ MAarOThb MPUPOJHUN 3aXUCT 0

BaKIMHAIlli, MOXYyTh OyTH MPUUHATHUMH Pi3HI MIJAXOAW JO MOOYJOBU OIIIHKH Ta

MOB’SI3aHOTO 3 HEK NEPBUHHOTO aHami3zy. Y KOKHOMY BHUNAJAKY CIIOHCOP MOBHHEH

MOBHICTIO OOTPYHTYBaTH OCHOBHY METY BUIIPOOYBaHHsI, SIKa BU3HAUYATUME MOMYJIALII0
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JUIsl TIEPBHHHOTO aHaJi3y, IO CTAaHOBHTH HaWOumpImmii iHTEpec. Och aeski

peKOMeHIaIlli:

° Axmo HaWOLIBIIMK 1HTEpeC CTAHOBHUTH OIIHKA €(PEKTHUBHOCTI BaKIMHU IIPHU
PYTHHHOMY 3aCTOCYBaHHIi, MOMYJIAIIS IEPBUHHOTO aHAII3y 3a3BHYail BKIIOYAE
BCIX paHIOMI30BAaHUX CYyO’€KTIB, IO OTpPUMAIM NpPUHAWMHI OJHY 03y
MIPU3HAYEHOTO JTIIKyBaHHA. SKIO I1e He BU3HAYCHA TOIMYJIAIS ISl IEPBUHHOTO
aHaI3y, CIiJ] 3aBXKIU MPOBOJIUTH MTONIEPETHHO CTUIAHOBAHWIA BTOPHHHU N aHaITi3
3a y4acTIO BCIX pPaHIAOMI30BaHUX Cy0O’€KTIB, sIKI OTpUMaJIM Xo4ya O OJHY J03Yy
MIPU3HAYEHOTO JIIKYBaHHSI.

° Akio HaWOLIBIIMK 1HTEpEC CTAaHOBUTH OIIHKA €(PEKTHUBHOCTI BaKIWHU MPHU
NOBHOMY JIOTpUMaHHI rpadika BakIMHAIII Ta 3a YMOBH BIJICYTHOCTI
CUCTEMaTUYHUX BIJIMIHHOCTEH MK CyO’€KTaMH, IO NPOWIUIM BeCh rpadik
BaKI[MHAIlT B KOXKHIN paHIOM130BaHii Ipy1ii, B MOMYJIALIIO IEPBUHHOTO aHAITI3Y
MO>KHA BKJIIOYUTH JIUIIE TUX CYO’€KTIB, SIKI OTpUMAaIM BCl MPU3HAYEHI 103U Y
3a3qaneriib BCTAHOBJICHI TEepMiHM. [l AKX BakUMH Ta 1HQEKIIHHUX
3aXBOPIOBaHb TaKOXX MOXK€ OYTU MPUHUHATHUM, 00 MOMYJIALIs MEPBUHHOTO
aHaJi3y BKJIIOYAJIa JIMIE CyO’€KTIB, SIKl OyJiM CepOHEraTUBHUMHU ab0 He Oyiu
1H(}1KOBaH1 UIJTLOBUM 30yTHUKOM Ha BUX1JHOMY piBH1 BUIIPOOYBaHHS.
[lepBuHHUI aHami3 ePEKTUBHOCTI MOXKE IPYHTYBATUCS Ha BCIX BHUITQJKaXx, IO

BI/IMOBIAI0Th BUBHAYECHHIO IEPBUHHOTO BUITAJIKY, 3 MOMEHTY paHoMi3allii abo Moxe

oOMeXyBaTHUCS BUMNAJKAMU, [0 BUHUKAIOTH 4Yepe3 TEBHY KUIBKICTh AHIB IMICIs

OCTaHHBOI 103U BAKIMHH, 32 YMOBHU BIJICYTHOCTI CUCTEMAaTHYHUX BIMIHHOCTEH MIX

cy0’ekTamMu, sIKI BIANOBIAAIOTH BU3HAYEHHIO BUMAIKY, Y MPOMDKHOMY MEpIOl B

KOXHINA rpymi. [HTepBanm micias BBEJAEHHS J03M JO0 MIAPAXyHKYy BHUMAAKIB CIIJ

BU3HAYATH HAa OCHOBI JIAHMX IMPO KIHETUKY IMYHHOI BIAMOBiAL. Y pa3l 3aCTOCYyBaHHS

OCTaHHBOTO TMIJIXOy HEOOXIMHO TPOBECTH BTOPUHHHM aHaJ3 yCiX BHMAJKIB, IO

BUHUKAIOTh 3 MOMEHTY paHjaoMizaiii. 3a mnoTpedW aHaii3 TOBHHEH TaKOX

MPOBOJUTUCS B TIOMYJIAIISAX JUIS BTOPHHHOTO aHaJi3y, BU3HAYEHUX, HAIPHUKIIA],

BIJIMOBIHO /10 KUIBKOCTI (PAKTHUYHO OTPUMAaHUX 103 BAKITUHHU.
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4.6.3. Inmi nuTaHHs iHTepnperanii eeKTUBHOCTI BAKIMH

EdexTuBHICTH BaKIIMHA MOKe OyTH MPOJIEMOHCTPOBAHA JIUIIIE B PEriOHaX, € €
JIOCTaTHS KIJIBKICTh 3aXBOPIOBaHb, 00 MOXKHA OyJIO MPOBECTH BHUMPOOYBaHHS Y
po3yMHI TepMiHU. TakuM YMHOM, BHUKOPUCTAHHS BaKIMHHU MJI1 MNPOQIIAKTUKH
3aXBOPIOBaHHs, SIKE€ PIAKO 3yCcTpiyaeTbcss B KpaiHax €C, Oyae TIpyHTyBaTucs
BUKJIFOYHO Ha KJIIHIYHUX JaHUX, OTPUMAHUX B PET10HAX 3 BUCOKOIO €HIEMIYHICTIO.

Sxmo ©Oa3zoBe KIiHIYHE BHUIPOOYBaHHS €(EKTUBHOCTI MPOBOAMIOCS B
eHJEeMIYHUX perioHax 3a Mexamu €C, ne crnocrepiraBcs 3HAYHUN MPUPOIHUN
MpaiMiHT 70 BaKIMHAIT Ta/abo MepexXpecHUil MpallMiHT Mics BaKIMHAIII MPOTU
OJIM3BKOCIIOPITHEHNUX 30yAHMKIB, JlaHl, OTpUMaHl BiJ Cy0’€KTiB, IO Oyiu HE
1H(iKOBaH1 BIANOBIAHUM(M) 30y THUKOM(aMH ) Ha TOYATKY JTOCTIPKEHHSI, MOKYTh Oy TH
HalOUTbII peneBaHTHUMU Uit xuTeniB €C. Y Takux BUIAAKaX CIHOHCOPU MOBHUHHI
PO3IIIAHYTH MUTAaHHA NPO T€, YU MOTPIOHO MIJKPIILIIOBATH OLIHKY KOPHUCTI IS
xkutenip €C NUIIXOM TOPIBHSHHS IMYHHOI BIJNOBIAI Ha BaKIMHAINIO MiX
CEpPOHETaTUBHUMHU CyO’€KTaMH, $KI TMPOXKUBAIOTh B EHJIEMIYHOMY pErioHi, 1
BIJINOBITHUMH 3a BIKOM >xuTeisiMu €C.

Takox mnHUTaHHA MOXE BHHHMKHYTH, SKIIO BakKLUMHA I[IOKa3aja CBOIO
€(pEeKTUBHICTh y PErioHl, Ji€¢ MATUNUA 30yJHUKA, SKI LHUPKYJIIOKTh, CYTTEBO
BIJIPI3HSAIOTHCS Bl HalOUTBII momupeHux B €C, a HasgBHI JaHI CB1IYATh MPO TE, IO
NepexXpecHui 3aXUCT MIXK yciMa MiITUTIAMU HE € MOXKIIMBHMA. Y 1IbOMY pa3i MOXe OyTH
KOPUCHHM OIIIHUTH CTYIIiHb MEPEXPECHOTO 3aXUCTY, KU MOXE BUHUKHYTH IN VItro
JUISL  THATBEPIKCHHS OYIKyBaHOT €(EKTUBHOCTI BaKIMHU B PI3HUX pETioHax.
Hanpuknazn, 3anexHo Bif 30yAHHMKA, (DYHKIIOHAJIBbHI IMYHHI BIJAIOBIIl, BUKJIMKaHI
BaKIIMHOIO, MOKHA OI[IHUTH 3a BEJIMYMHOIO Ta TPUBAIICTIO, BUKOPUCTOBYIOUHU DSII

OpraHi3MiB, 110 IUPKYI0I0TE y €C.

4.7. I miaxoau 10 ouiHku e)eKTUBHOCTI BAKIIMH

[Tpu nesixkux iHGEKUINHIUX 3aXBOPIOBAHHSAX MOXKE OYTH BiICYTHS:
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- MOXJIUBICTh TOPIBHATH IMyHHI BIAMOBIAI MiX BaKIMHOKO-KAHANAATOM 1
3apeeCTPOBAHOI0  BAKIMHOK, Yy SAKOI € JIOKYMEHTAJIbHO IMiATBEpKEHA
e(eKTUBHICTb 200 Pe3yJbTaTUBHICTH,

- MO>KJTUBICTh IPOBECTH BUMPOOYyBaHHS €()EKTUBHOCTI BaKLIMHU;

- ICP a6o moporosi 3Ha4YeHHSI, sIK1 MOKHa Oys10 O 3aCTOCYBaTH JIJIsl IHTEpIIpeTalii
IMyHHHX BIATIOBiJICH.

VY Takux cUTyaIlisx MOXHa PO3IISTHYTH 1HII T1IX0IU /10 OIIHKK €()eKTUBHOCTI
BaKITWH.

Hampukian, Mo)kHa pO3TJISSHYTH MOJXKIIMBICTH TPOBEICHHS BUIPOOYBaHBL 3a
y4acTio JtoauHu. Taki BUNpoOyBaHHS MOKHA MPOBOJAUTH HA JOCUTH PAHHIX CTaJisX
KJIIHIYHOT pO3pOOKHU JIS MIJATBEPPKEHHsT KOHIEMIi Ta/ad0 NJii BU3HAYCHHS JIO3U 1
CXEMH JIIKyBaHHS. Y JEAKUX BHUMAJKaX Taki BUMPOOYBAHHA MOXYTh OyTH €IUHUM
MOXJIMBUM BaplaHTOM OIIHKM KIIHIYHOT €(PEKTHMBHOCTI B TMEpIOJ, IO IEpeaye
3aTBepAKeHHI0. OJHaK ICHYIOTh BHM3HaHI OOMEXEHHsS BUIPOOYBaHb 3a Yy4acTiO
JIOJMHU 11 TPOTHO3YBaHHS 3aXUCTy BiJI TPUPOAHOI 1H(MEKIi MaTOreHHUMHU
MIKpOOpraHi3MamMu JUKOTO THITY.

Jlo HUX Halle)kaTh, 30KpeMa:

1) HeOOXiqHICTh BUKOPHUCTAHHS aTEeHyHOBAHMX IITAMIB JCIKUX 30YIHHKIB;

2) HEBHM3HAUCHA YW HEBIJOMa 3HAYYIIICTh KOHTPOJBHHX JI03 MOPIBHAHO 3
IPUPOIHUMU THDIKYIOUMMU J103aMU;

3) peNeBaHTHICTh JOCIIIKYBAaHOI MOMYJISINI, SKa 3a3BUYall CKIAMAEThCS 31
3I0POBUX JOPOCTUX OCI0 BiKOM /10 50 poKiB, CTOCOBHO BCI€T ILJTOBOI MOMYJIALIT JIst
BaKI[MHALT;

4) paHHE BTpy4YaHHS i3 3aCTOCYBAaHHSIM aHTHMIKpPOOHOTO JTIKyBaHHS Ha OCHOBI
NepIINX MOXJIMBUX O3HAaK KIIHIYHOTO TMepebiry 3axBOPIOBAHHS, TMPU I[HOMY
e(eKTHBHICTH II0JI0 3aMT00IraHH CaMOMY 3aXBOPIOBAHHIO HE BU3HAYAETHCS;

5) 3ajexHICTh Bil J1a0OpaTOPHUX NaHUX (TaKUX SK PI3HUISA y BIPYCHOMY
HABAHTAKEHHI MDK BaKIIMHOBAaHUMHU 1 HEBAaKIIMHOBAHUMH TPYIAMH), OCKIJIbKU

BUHUKHEHHS KJIIHIYHOTO 3aXBOPIOBAHHS Y JOCIIKYBaH1M MOMyJISALIi MaTOMMOBIpHE.
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[HOI1 €1MHUM BapiaHTOM OIIIHKU €()eKTUBHOCTI BaKI[MH-KaHAUIATIB MOXKe OyTH
BUKOPHUCTAHHS BIJIMOBIIHUX TBaApUHHUX Mojeieu iH(dEeKIi, Ski MOXYTh BKIIOYATH
MOCTBAKIIMHAIbHI  JOCHI/DKEHHS Ta JOCT/DKCHHS TIMAacWBHOI  IMyHI3amii 3
BUKOPHCTAHHSAM CHpPOBAaTOK ab0o T-KIITMH BiJ BAaKIMHOBAHMX YW MPUPOTHO
iH(iKOBaHMX TBapuH Ta/ab0 mroauHu. Bubip moxemi(eil) moTpedye peTenbHOro
oOrpynTyBanHs. B ymoBax BincyTHocTi ICP excTpanosnsiiist epeKTUBHOCTI BaKIIKH, 10
CIIOCTEpITAa€ThCS y TBapWH, Ha JIIOJAWHY IIOHAMEHIE BUMAara€ BHBYCHHS
iMmyHHOTO(MX) apameTpa(iB), HAHOUTBIIT BAXKIMBOTO JUIs 32a0€31IeYCHHS 3aXUCTy. Y il
cuTyarii Bce OXHO OyayTh NOTPiOHI KJIIHIYHI BUOpPOOyBaHHA Oe3Meku Ta
IMYHOT'€HHOCTI. [HTepmperaliss JaHUX MI0J0 IMYHOT€HHOCTI Yy JIIOJMHHM ITIOBHHHA
BpPaxOBYBAaTH JTOKJIIHIYHI PE3yJbTATH 1 OOTOBOPIOBATHUCS B KOKHOMY KOHKPETHOMY
BUIIAJIKY.

K10 03B IPYHTYETHCSI HA TAKUX JIAHUX, HA MOMEHT 3aTBEP/>KEHHS MAlOTh
OyTH po3poO0JieHI IJIaHU OLIIHKUA €(DEKTUBHOCTI BaKIIMHU Ta/abo ii pe3yIbTaTUBHOCTI,

SKIIO BUHHUKHC TaKa MOJKJIUBICTb.

5. JICBICTH

OriHka J1€BOCTI BakKIMHH BiloOpakae MpsMHUil (IHIYKOBAHUN BaKIIMHOIO) 1
HenpsAMUI (TOB’SI3aHUN 3 TOMYJISIIEI0) 3aXUCT MNpPU PYTUHHOMY 3aCTOCYBaHHI.
JlieBicTh BaKIIMHU MOXe OyTH OIlIHEHA 3a pe3yJbTaTaMu JOCIIIKEHb, 10 OMUCYIOTh
BUHUKHEHHSI 3aXBOPIOBAHHS, SIKOMY CJiJ 3amoOirTH, y BaKIMHOBaHIM LUIbOBIM
nonyJisinii 3 yacoMm. Hampukman, ue MoOXyTb OyTH CIIOCTEPEKHI KOTOPTHI
JOCIIJIKEHHS, JOCTIIDKCHHSI THUIYy «BUIAJOK — KOHTPOJb» ab0 «BUMAIOK —
Koropta». KpiMm Toro, 11€BICTh MOE OyTH OIlIHEHA Ha OCHOBI1 JIaHUX, 310paHuX i1 4ac
MOETamHOro (HAMPUKIAJ, Yy TMOCTIJIOBHUX BIKOBUX Tpymax abo Trpymax pPHU3UKY)
BBEJICHHSI BaKIIMHU IIJIbOBIM MOMYJISAINT, Ta 1HOAI 3 BUKOPUCTAHHIM 1HIIMX JAU3aNHHIB
JOCITIIKEHb, MEPEK EIITHATIISITY 332 3aXBOPIOBAHHIMU 200 PEECTPIB 3aXBOPIOBAHb.

JocnimkeHHs: epeKTUBHOCTI BaKLIMH HE 3aBXKAHU MOTPIOHI, aje MOXYyTb OyTH
0COOJIMBO KOPUCHUMH B JIESIKUX CUTYyalIX Ta/abo aJisi po3B’s3aHHS MEBHUX MMHUTAHb,

30KpeMa TaKHX:
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- peecTparlisi TpyHTyBajacs Ha AOKTIHIYHUX JaHUX €(PEKTUBHOCTI Ta MOPIBHSHHI
IMyHHHX BIJIITOBiICH y 3aXHUILEHUX TBApWH 1 BaKIIMHOBAHUX JIOJICH Ta/abo Ha
pe3ysbTaTax BUNPOOYBaHHS 3a YYacTIO JIIOJIUHHY,

- HEBIIOMO, SK JOBIO TPHUBATHME 3aXHCT IICJISI TIEPBUHHOI cepii Ta/abo micis
peBaKIMHAIL;

- TIPOINOHYETHCS BUKOPHCTOBYBATH JaHl, 310paHi IJIs pPO3B’S3aHHS MHTAHHS
JIOBFOCTPOKOBOTO 3aXUCTY, 1100 cripustH iaeHTudikaii ICP;

- ICHYIOTh HEBUPIIIECHI MUTaHHS 100 €(PEKTUBHOCTI BaKIMHHU MPOTH LIUPOKOTO
pSAy MiATHIIB 30y IHHKA,

- ICHYIOTh HAyKOB1 MiJCTaBU BBa)kKaTH, IO OIIHKAa €(PEKTHMBHOCTI BaKIIUHH,
3po0ieHa B XOJ1 MepeapeecTpallifiHOro BUMNPOOYBaHHS, HE MOXE IMIUPOKO
3aCTOCOBYBAaTUCA JO IHIIUX MOMYJsALid (Hampukiaa, A0 CyO0’€ekTiB, dKi
IIPOXKUBAIOTH Y PI3HUX €HAEMIYHMX a00 HECHIEMIUYHUX PETiOHax);

- Y pi3HHUX KpaiHax a0o0 perioHax 3aCTOCOBYIOTBCS Pi3HI CTpaTerii BIPOBAKEHHS
BaKI[MHU, 110 MOXE BIUIMHYTH Ha OIIHKY ii J1€BOCTI (HAMpUKIAJ, KOJIH
3aMpOBAKCHHSI  PYTUHHOTO  BHKOPHUCTAHHS  BAKIWHU 11 HEMOBJIST
CYIPOBOJIXKYETHCS MPOTPAMOI0 HAJIOJTYKEHHSI IMyHI13aIlii ISl CTapIlInX CyO’ €KTIB
Ta OXOIUICHHSI Cy0’€KTIB OUIBII CTApIIOTO BIKY). Y TaKMX BHUIAJKaX OIlIHKA
JIEBOCTI BAaKUMHHU, 3pO0JIECHA 3 BHUKOPHUCTAHHSIM PI3HUX METOAUK, MOXKE
JIOTIOMOTTH BHOpAaTH OCHOBHY CTpATETii0 [JIsi JOCATHEHHS IIBUIKOTO Ta
€(pEeKTUBHOTO KOHTPOJIIO HaJ XBOPOOOIO;

- € TMiACTaBW IMIO3PIOBATH, IO INMHPOKE BUKOPUCTAHHS BAaKIMHA MOXKE
CIPUYUHUTU 3MIHY TIATUIIB 30yHUKA 3aXBOPIOBAHHS, IMOPIBHSHO 3 MEPIOOM
JI0 BakIuHaIi.

JlocmipkeHHsT  AI€BOCTI  BaKIWHU BHUMAaralOTh HAsSBHOCTI  BiAIOBIIHOL
1H(paCTPYKTYypH MJisi BCTAHOBJICHHS 1 MIATBEP/KEHHS BHUIIAJKIB 3aXBOPIOBAHHS
BIJIOBIJTHO JIO KJIIHIYHMX Ta JJAOOPATOPHUX KPUTEPIiB, TOMY OTPUMAHHS JOCTOBIPHUX
JAaHUX MOXKJIMBE HE Y BCiX KpaiHax 1 perioHax. Kpim Toro, mpu aeskux iHGEKIiHIX
3aXBOPIOBaHHSAX OI[IHKA JIEBOCTI BAaKUMHUA MOJKJIMBA JIMIIE Yy pas3l emijaemii
MIPUPOTHOTO TTOXOKCHHSI Y HABMHUCHOTO BUKHTYy 30yHHMKA 32 YMOB 010TepOpHU3MY.
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Jlo Toro *x, /ISt MPOBENIEHHS AOCTIHKeHB J1€BOCTI BaKIMHAIII HEOOX1THO, 00 OyI10
NPUHAHATO TOMITHYHE PIMICHHS NP0 BaKIMHAINI JOCTATHBO BEJIHKOI KIJIBKOCTI
HACeJICHHS, 00 3pO0UTH aHai3.

SIKIIO0 BBaXKAETHCS, IO Y JOCHIKEHHI €()EeKTHMBHOCTI BaKUWHU MOXKE OyTH
OoTpUMaHa IliHHa 1H(OopMallisl, BAXKIMBO, 11100 OyJIM po3po0JIeH] TUIaHH, K1 JO3BOJIATh
IHIIIIOBATH MOTO, KOJHM 3 SBUTHCA BIAMOBIHA MOXJIUBICTH Y MiCISpEECTpaliifHuiA
nepioz.

Ponp BracHMKa peecTpamitHOro MOCBITYEHHS Y PO3POOIIl AOCTIHKEHB AIEBOCTI
BaKIIMH, BU3HAYEHH1 00’ €KTY Ta MOMYJISALIT IJIs aHami3y, CKJIaJaHHI MPOTOKOIIB, 300pi
Ta aHaJIi31 JaHUX TOTPEOy€E PO3TISAY B KOKHOMY KOHKPETHOMY BUIAKY. Y OUTBIIOCTI
BUMAJKIB JTOCHIIPKEHHs, sIKe (PIHAHCYETHCSI BJIIACHUKOM JIIIEH31i, HE € JOLUIbHUM,
SKIIO TUIBKU PIBEHb 3aXBOPIOBAHOCTI HA 1H(EKIIITHE 3aXBOPIOBAHHS HE JTy>KE€ BUCOKHIA
B JIEIKMX pErioHax, II0 J03BOJSE TPOBECTH BIJHOCHO HEBEIMKE Ta KOPOTKE
NOCHIKEHHS. €IMHUM MOXKJIMBAM CIIOCOOOM OIIHUTH AI€BICTh BAKIIMHHU YacTO €
JOCIIJIKEHHS, 110 3allpOBa/KYIOTh OpPraHU OXOPOHU 370POB’Sl Ha MOYATKY
MacmTabHUX mporpam BakimuHaiii. IIpoTe BIacHUKM peecTpaiiiHOro MOCBIAYEHHS
3000B’s13aH1 Ha1aBaTU KOMIIETEHTHUM opraHaM €C BIANMOBIIHI JIaHl, OTPUMaHl HUMHU
Ta/ab0 omyOiKOBaHI y HAyKOBIM JITEparypl 3a pe3yJibTaTaMd HE CIHOHCOPOBAHUX
nocimimkenb. Clig po3rSIHYTH THUTaHHS OHOBICHHS SMPC, sKkmo oTpuMadi
pe3ynbTaTH 0e3MocepeHbO CTOCYIOTHCS HAJaHUX PEKOMEHAIN (HampuKIiIal, o0

MOTPeOH y MIETJICHH] IOJaTKOBUMH JI03aMHM JIJIS IMATPUMAHHS 3aXHCTY ).

6. BE3IIEKA

6.1. Oninka 0e3nexku B KJIiHIYHMX BUNPOOYBAHHSAX

OCHOBHI pekOMeH/allli 100 OLIHKKA O€3MEeKU y BUMIPOOYBAHHAX BAKIIUH TaKi
K, SIK 1 JIJIS1 THIIMX THUIIIB JIIKApChKUX 3ac00iB. Cii TOTPUMYBATHCS BCIiX BIIMOBITHUAX
kepiBHux npuHuunie CHMP. Hukue HaBeeHO AesiKi 0JIaTKOBI peKOMEH/allii 1010

OLIIHKH O€3MEeKH BaKIUH Yy KJITHIYHUX BUIIPOOYBAHHSX.
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OcCkinbKH OUTBIIICTh MOOIYHUX pPEAKIii Ha BaKIMHU BUHUKAIOTH MPOTATOM
NEepIINX JACKIIbKOX JIHIB IMICNS BBEJACHHS 103U, 3arajbHONPUNUHATOIO MPAKTUKOIO €
30ip iH(opMaIlii mpo MicIeBl Ta CHCTEMHI CHMITOMH MPOTATOM MPHOIU3HO 5—7 JTHIB
TiCTIst BBEJICHHS KOXKHOI 1031. JIJ1s )KMBUX BAaKIMH, 3AaTHHUX JI0 PEIUIIKaIIii, MOKe OyTH
OlnbpIn TpUBaIM Tepioa 300py i1HGopmMaIli Mpo BUHUKHEHHS CHUMITOMIB ITIiCIIS
BBeNeHHS 103U (Hampukian, 10-14 muiB abo 1HOI OLIbINE), 3aJIKHO BiJl TOTO, IO
BiJoMO Tmpo TpuBajicTh BuBUIbHeHHS (Shedding) 30ymuuka(iB). Ymnpomoxk
BUBUIPHEHHS TaKOXX ICHy€ TOTCHUIWHUN pPHU3UK Ui THX, XTO KOHTAaKTy€e 3
BaKIIMHOBAHOIO JIFOJINHOIO.

[lepenik OYIKYyBaHMX CHUMITOMIB MOXE BIJPIZHATUCS 3aJ€KHO BIJ BIKY
(HampUKIIa1, Y HEMOBJIST, IITEH SICEILHOTO BIKY 1 IITEH CTApPIIOro BiKy a00 JJOPOCIIHX).
BignoBigHi cucteMu kiacuikaiii sl OMIHKH TSKKOCTI MaloTh OYTH 3a3/1alieriib
BU3HAYCHI B IPOTOKOJIAX.

JeranbHi BiAOMOCTI Mpo Bcl 1HII (TOOTO HeOa)kaHi) MOOIYHI SIBUINA MICIIS
IpUIOMY 103U CJiJi OTPUMYBATH TiJ Yac BI3UTIB B MEXKax JOCIHIJKEHHs Ta/abo 3a
JOTIOMOTOI0 AWCTAHIIITHOTO KOHTAKTy. Y XOJi JOBTOCTPOKOBOTO CITOCTEPEKCHHS
MO>Ke OyTH NPUUHATHUM (DIKCYBATH JIHILIE CEPIO3HI MOOIYHI SIBUIIA Ta MOOIYHI ABUIIA,
10 BUKJIMKAIOTh OCOOJIMBUI iHTEpEC.

TpuBamicCTh CIOCTEPEIKEHHS 32 OS3MEKOFO MICIIs BBEJCHHS OCTAHHBOI JT03U CIIi
OOTpYHTYBaTH Ha OCHOBI KOHCTPYKIINI BaKIMHU-KAHAWIATa, BKJIOUCHHS HOBOTO
aJ’IOBaHTy Ta IIONEPEAHIX JaHUX, IO CTOCYIOThCS OYJb-SIKOr0 3 KOMITOHEHTIB
BaKITMHH,.

Sxmo minboBa TMOMYJISIS  BaKIMHU-KaHIUAAaTa BKIIOYAE TEAIaTPUUHUX
Ccy0’€KTIB, TO HEOOXIJHICTh MPOTpaMU BIKOBOI Jeeckaiallli (HampuKiaj, CrovaTKy
Oe3reka OIIHIOEThCA Y TTITKIB, a MOTIM — Y AiTel 6—12 pokis, 2—5 pokiB, 1-2 pokiB
1 MEHIIIE) TMOBUHHA PO3TISIATUCS B KOXXHOMY KOHKPETHOMY BHUITAJIKYy 3JICKHO BiJ
BIKOBOT'O Jllalla30Hy IIUJIbOBOI MOMYJIALIl Ta PEJIEBAHTHOCTI JaHUX 3 Oe3MeKH,
OTPUMAHUX y CTApIIUX CYOMOIMyJISALIAX, A7 MOJOIIINX CYOMOMy IsIiii.

Hanpuknaa, mociiloBHE 3HWKEHHsS BIKY MOXXe OyTH HEOOXITHUM, KOJIU
OUIKY€ETbHCSI, IO JIJISl PI3HUX BIKOBHUX MIArPyN OyJie NOTpiOEH Pi3HUIA CKJIaJ BaKIMHH, 1
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B IIbOMY pa3i JaHi 3 0e3MeKy Ta IMyHOT€HHOCTI1 O/IHI€T BIKOBOI MIATPYNH aHAI3YIOThCS
nepe; epexoa0M 0 HacTynHo1 rpynu. Kpim Toro, sSKio aHTUreH (1) Ta/ado aj’ toBaHT
y BaKIMHI BIIPI3HIIOTHCS BiJl THX, 110 MICTSATHCS B JIIIIEH30BAHUX BaKIIMHAX, MOTPIOCH
OLTBIIT OOePeKHHIM MiIX1I.

[TocniioBHE 3HMKEHHS BIKY MOXE HE 3HAJOOUTHUCS, SIKIIO BaKIMHA-KaHIUAAT
MICTUTD JIUIIE aHTUTEH(1) £ aj’ FOBAHT, IO BXE BKIIIOUCHI JI0 CKIAAy 3apeeCcTPOBAHOL
BaKIIMHKU(MH), 1 B IbOMY pa3l MOXXHa BUBUYMTU HAsBHY BaXUIMBY 1H(opMaIliio mpo
oe3mneky. KpiMm Toro, ouikyBaHa BiJICYTHICTh a00 He3HAYHA KOPUCTH BiJl 3aCTOCYBaHHS
JIESIKUX BaKUWH Yy MEBHUX MEIIaTPUYHUX BIKOBUX MIATPYNax Moke OyTH MPUUHHOIO
NesIKoro HeOa)KaHHSA BKJIIOYATH TaKUX JITEH y KIIHIYHI BUNpPOOyBaHHS. SIKIIO €
JIOKJIIHIYHI JIJaHl Ta JIaHl JOCIIPKEHb 32 Y4YacTIO JIOPOCIUX, MOXKE OYTH JOIIIBHUM
3aCTOCYBaHHS MOAM(IKOBAHOTO MIJAXOAY /IO TOCIIJOBHOTO 3HMYKEHHS BIKY 32 MEBHUX
oOcraBuH. Hanpukian, Moxe OyTU BUIIPABAAHUM TE€PEXiJT BiJ JOPOCIUX A0 MAIIIOKIB
3a YMOBU OOEpPEXKHOro BHUOOPY MOYATKOBUX JI03 Ta IMOBHOI OIIIHKM BCIX JaHUX,

OTPHUMAHHNX Y HCBCIIMKUX KOT'OPTax, IICPIIL HIJK BKJIIOYaTH HaCTYIIHY KOI'OpTYy.

6.2. Po3mip 6a3u 1aHux 3 6e3nexu

Po3mip 6a3u naHux 3 0e3neku y nepeapeecTpaliiHuii nepioj] ¢JiiJl BU3HaYaTu
OKPEMO B KO’)KHOMY BUTIAJIKY .

Skimo BakIMHA-KaHIWIAT MICTUTh KOMIIOHCHTH, SIKI paHIIle HE BXOIWJIHU IO
CKJIaJy 3apeecTPOBAaHUX BaKIIMH, 3a3BMUYail TpeOa MparHyTH CTBOPUTH 0a3y MaHUX 3
0e3MeKH, JOCTATHIO IS OIIHKK YacTOTH PIAKICHUX MOOIYHUX SBHIL (110 BUHHKAIOTH
Bin 1/100 go 1/1000 BakumHOBaHuX oci0). Ilpore me He ciig po3rasaaTv sk
3arajJbHOMPUUHATHY METY, akK€ MOXXYThb BUHUKHYTH OCOOJMBI TUTaHHS, IS
BUBUYEHHS SIKUX MOXe OyTH MOTpiOHA 3HA4YHO OubIna 6a3za JaHUX.

Hampukiaz, SKII0 BUHUKAIOTH NMATAHHS, TOB’sI3aHI 3 JOKIIHIYHUMHU JTaHWMH,
ICTOPUYHUM JOCB1IOM 3aCTOCYBaHHS MO10HOT BaKIIMHU a00 3 HAIBHUMU KIJITHIYHUMHU
JaHUMH 3  Oe3neku, Moke OyTH HEOOXITHUM CTBOPEHHS  JOCTaTHBOI

nepeapeecTpalliiioil 6a3u JaHux 3 Oe3MneKu [ 3a0€3MeUeHHs] TOUYHOI OI[IHKU PU3UKY
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BUHUKHEHHS HEYacTuX ab0 HaBiTh PIAKICHUX MOOIYHUX sBUII. KpiM Toro, Moxe
BUHUKHYTU moTpeba, mob 0a3za maHux 3 0e3meku Oyjia TOCTaTHbOIO PO3MIPY IS
OILIIHKY PU3UKY BUHUKHEHHS IE€BHOTO MOOIYHOTO SBUILA TICJIS BaKI[MHAIII].

Oco0nuBiI BUMOTH OO TepeApeecTparliiiHoi 6a3u JaHuX 3 OE3MEeKH MOXKYTh
3aCTOCOBYBATHUCS, SIKIIO: a) BaKI[MHA-KaHIUAAT MOEHYE AaHTUTCHU =+ aJi IOBaHT, SIKi
BXOJIATHh JIO CKJIQJy 3apeeCTPOBAHHMX BAKIWH, a00 0) MICTHTH MOJAATKOBI aHTUTCHH
MOPIBHSTHO 3 3apEECTPOBAHOI0 BAaKIIMHOIO, ajieé BC1 BOHM OTPUMAaHI 3 OJHOTO 1 TOTO X
30y/IHMKA 1 BUTOTOBIJICHI aHAJOTIYHUM CIIOCOOOM. Y TaKHX BHIajkax iH(popMaris
II0JT0 TOYHOTO CIOCO0Y BUPOOHMIITBA PI3HUX aHTUTCHIB a00 a7 IOBAHTIB Y BaKIIMHI-
KaHJIUJATI Ta 3apeecTpPOBaHI(MX) BaKIMHI(aX) MOXE BpPaxOBYBaTUCS MiJ dac
PO3TJIsy BUMOT JI0 TIepepeecTpalliiioi 0a3u TaHuX 3 OC3MEKH.

B ninomy, BulleHaBeneHl PEKOMEH ALl CTOCYIOThCS 3arajbHOi 0a3u JaHuX 3
Oe3rnekr, TOOTO HE3aJIEKHO BIJI KUIBKOCTI a00 YacTKM Yy BIKOBUX 4YH I1HIIUX
NOMYJISIUIMHUX MIArpynax. 3ajaeKHo Bl BAKIIMHU Ta LIJIBOBOI MOMYJIALIL, K MPABUIIO
OUIKY€ThCSI, IO MPUHANMHI JIeSIK1 J1aH1 3 0e3nexku Oy yTh OTpUMaHi BiJl YCIX IIJTbOBUX
rpyn (Hampukiaza, BIKOBUX IMIATPYIT), @ B JACSIKAX BUIAKAX MOKE BUMAaraTHucs, 11100
3arajbHa 0a3a JaHMUX 3 O€3MEeKU BKIK0YAIa MIHIMAJIbHY KUIBKICTh CY0’€KTIB Y IEBHOMY

BIKOBOMY JIiania3oH1 a00 3 MEBHUMHU XapaKTEPUCTUKAMU OPTaHI3MY.

7. OCOBJIMBI I'PYIIN HACEJIEHHSA

7.1. BariTHi KiHKH

He Bci BakiuHU TIAXONATh JJIsi BBEJCHHS BariTHUM >KiHKaMm. [leil pozain
nepeadavae, MO BaKIMHU-KaHAWAATH, 3alpONOHOBAHI JUIS BBEICHHS TN dac
BariTHOCTI, OyIyTh OIlIHEHI Yy BIAMOBIIHUX JOKIIHIYHUX JOCTIDKEHHAX 1
BKJIIOYATUMYTh AHTUIeH(M) =+ aJ’IOBAHT, AKI HE BBAXAIOTbCS IIKIIJIMBUMU IS
BariTHOI K1HKH a00 IU10/a.

Baxkuunarris mij1 yac BariTHOCTI MOYK€ MaTH OJ[HY UM KiJIbKa 3 HUKYCHABEICHUX
L1JI€H: a) 3aXUCT BariTHOI KIHKM; 0) 3aXUCT IJI0/1a B/l BHYTPIIIHBOYTPOOHOT 1H(EKIIIT;
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B) 3aXUCT JIUTUHU JIOTH, JTOKU 30€piraloThCs 3aXHMCHI PIBHI MATEPUHCHKUX aHTHUTLI Y
MOCTHATAJILHOMY TIepio/i.

SIK10 BakUMHA-KaHAUIAT HEe CXBajieHa i1 BBEJACHHs HEBAriTHUM KIHKaM, TO,
HepI HiXK pO3MOYMHATH BUMPOOYBAHHA 32 YUYacTIO BariTHHUX KIHOK, CIIiJ] OTpUMAaTH
naHl 3 Oe3MeKr Ta IMyHOTE€HHOCTI Yy HEBAriTHUX KIHOK PENpPOIYyKTUBHOIO BIKY. Y
JOCTIIKEeHHs O€3MeKH Ta IMyHOT€HHOCTI [ OO PYHTYBAHHS PEKUMY J103yBaHHS CIIi]

3aJlydaTd KIHOK Ha TEPMiHI BariTHOCTI, IO BIJIMOBIJA€ OCHOBHIM MeTi: sSIKOMOra

paHilie miJ yac BariTHOCTI, — HI00 3aXMCTUTU MaTip Ta/abo miia, 1 Ha MI3HIIINX
TEpMiHaX BariTHOCTI, — 100 MaKCHMI3yBaTH pIBHI MaTePUHCHKUX AaHTUTIT Yy
HOBOHAPO/)KEHOTO.

SIKIII0O OCHOBHOIO METOIO BaKIIMHAIII 11171 YaC BAariTHOCTI € 3aXUCT HEMOBJIISITH B
MepIn MICALl >KUTTs, BUMPOOYBaHHS JJisi BCTAHOBJICHHS JI03U TMOBHHHI BKJIIOYATH
BUMIPIOBAHHS PIBHIB @aHTUTUI y 3pa3Kax MyMOBUHHOI KPOBI, B3SITUX IIiJ] Yac MOJIOTIB.
OTpumaHuX JaHUX Ma€ OyTH JOCTaTHBO ISl OLIIHKK MIXCYO’ €KTHOI BaplaOenbHOCTI
Ta BIUTMBY YACOBOT'O IHTEPBATY MK BaKI[MHAIIIEIO 1 TIOJIOTAMH Ha PiBHI MATEPUHCHKUX
AHTUTLI y HEMOBJIAT. Y MPOLECI BU3HAYEHHS JO03U CJIIJ OLIHIOBATH MEPCUCTEHIIIO
aHTUTLUI IO LIJIbOBOTO 30y/HHMKA Ta MOPIBHIOBATH MK HEMOBIIATAMH, 1110 HAPOAMIINACS
y BakIIMHOBAHMX 1 HEBAKIIMHOBAHMUX MaTepiB. SKIO 3arainbHa CTparteris nependadae
BAKI[MHAI[II0 BariTHUX >KIHOK 3 MOJAJIBIIOI aKTUBHOIO BAKIIMHAIICIO TXHIX HEMOBIIST
OPOTH TOTO CaMOT0 aHTUIeHY (AHTUIEHIB), KpMBAa 3HM)KCHHS AHTUTIA Y HEMOBJIST
MoOke OyTH TMOINEepeIHIM TIOKa3HUKOM 4Yacy BBEJIEHHS IMepIIoi 103U BaKIMHU
HEMOBJIATI.

Axio st iHQEKIIHOTO 3aXBOPIOBAHHS, IKOMY TpeOa 3armo0irtv, BCTAHOBJICHO
ICP, 3anexHo BiJf OCHOBHOT MeTH Ta mpodiyto 6e3nekn, y cxemi BaKIMHAILlll MaTepiB
CJI1Jl MAaKCUMAJIbHO 30UIBIIUTH YaCTKy BariTHUX *IHOK a00 3pa3KiB MyTOBUHHOI KPOBI
3 aHTUTLIaMy, 1o nepeBuilyoTh |CP. Skmo ICP BiacyTHiii 1 HeMae 3apeecTpoBaHOl
BaKI[MHU 3 BIJIOMOIO €(EKTUBHICTIO, 3 SIKOIO MOKHa Oysj0 O MOPIBHATH BaKIMHY-
KaHauaata (ToOTO 3a JOMOMOTOI0 cCTpaTerii «iIMyHOOPIAIHTY» HJisi BU3HAUECHHS

e(EeKTUBHOCTI), 3a3BUYall MOTPIOHO MPOBECTH BUMPOOYBAHHS €(PEKTUBHOCTI BAKIIMHH.
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VY Bcix BUIIPOOYBAHHSX 3a YYacTIO BariTHUX IHOK MOBHHHI OyTH BCTaHOBJIEH1
BIIMOBIHI MEXaHI3MHU IS JOKYMEHTYBaHHS pe3yibTaTiB BariTHocTi. Hampukman,
ciin 30upartu iHpOpMaIilo PO TPUBAIICTH BariTHOCTI, CTaH AUTUHU NIPU HAPOHKEHHI
Ta OyAb-sIK1 BPO)KEHI 3aXBOPIOBAHHSI.

BaxxnnBo, 1106 BakIMHM, 3aIIPOIIOHOBAHI JIJIsl 3aCTOCYBAaHHS Mij] Yac BariTHOCTI,
Malu JAyXe CHPUATINBUN Mpodip Oe3neku, BKIOYAI0YM HHU3bKY CHUCTEMHY
peakToreHHICTh. ko mnpodiib Oe3meKku [JI HEBariTHUX JKIHOK BHKIIMKAE
3aHEMOKOEHHSA, MOX€ BUHUKHYTH MOTpe0a y NPOBEIACHHI OUNbII MacIITaOHUX
JOCTIPKEHb Yy L1 MOMyJIALii A7 KUTbKICHOI OLIHKHM PHU3UKY, TEepUI HIX MpHiMaTu

piIHGHHSI IIPpO 3aCTOCYBAHHA BAKIIUH BariTHUM >KIHKaM.

7.2. JIronm MOXUJIoro Biky

VY nmropelt moXwiioro BiKy 3A€OUIBIIOTO 3HUXKEHA peakiliss Ha BaKIMHAIIIIO
HOPIBHAHO 3 MOJIOJUMU JIOABMHU, 110 MOK€ OyTH MOB’S3aHO 3 IMYHOCEHECIICHLIIEIO
(«cTapiHHSL IMYHHOI CHCTEMH») Ta/ab0 MOMIMPEHICTIO CHEeHU(PIYHUX OCHOBHHX
3aXBOPIOBaHb YU 3aCTOCYBAHHSAM JIIKAPCHKUX 3ac001B, K1 HETaTUBHO BIUIMBAIOTH Ha
IMyHHY cucTeMy. [HO/I1 iMyHHAa BIJIIOBIb Y JTFOEH MOXUIIOTO BIKY MOXK€E OyTH BUIIOIO,
HIXK Y MOJIOIUX JTIOPOCIMX, HAaWYacTIlIe SKIIO Y HUX BIAOYBCS MpalMIHT TPUPOIHUM
nusIXoM a00 TONepeHbOI0 BaKIHUHAIIE. ToMy BaXJIHMBO, MO0 IPOBOJMIIHCS
aJIeKBaTHI JOCTI/PKEHHS 3 BU3HAUEHHS J103 BAKIMH, SKI MPOTIOHYIOTHCS ISl JTFO/ICH
MOXMJIOTO BiKY, 1 1100 OyJIn TOCIIKEeH]1 BC1 BIKOBI miArpynu (Hanmpukiaa: 65—74 pokwu,
75-84 poku Ta OubiIe 85 pOKiB), 1100 BU3HAYWTH, UM MOTPIOHI 3MIHU J03U Ta/abo
CXEMH BaKLMHYBAaHHS 31 30LIbIICHHSAM BIKY. K110 y BUIIPOOYBaHHAX €()EKTUBHOCTI
OepyTh y4acTh JIFOJH MOXHUIIOTO BIKY, PEKOMEHAYETHCS MPOBOJIUTH PAHIOMI3AINIO 32
BIKOBUMH miarpynamu. Kpim Toro, mijg dYac KIIHIYHUX BUIPOOYBaHb MOTPIOHO
JTOCTIAUTH POJib OYIb-SKMX OCHOBHHMX 3aXBOPIOBaHb a00 JIIKapChKUX 3acO0IB, fK1
BITUBAIOTh 200 SKI MOXKYTh BIUIMBAaTH Ha IMyHHY BiAMOBiAs. besneka BakiuH IS
JOJIeH MOXWJIOr0 BIKY MOBMHHA OyTH 33J0OKyMEHTOBAaHAa B MIArpymnax 3 NEBHUMU
OCHOBHMMH 3aXBOPIOBAHHSIMH Ta PIBHEM BPA3JIUBOCTI, 00 BUSHAYUTH, UM € TPOPLIH

Oe3MeKu B [UIOMY MPUIHITHUM.
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7.3. Cy0’exTH 3 imyHoaediuuTOoM

3Bakaloud HAa MIMPOKUN CIEKTP BHUAIB IMYyHOAEOIUTY, IO MOXYTh OYyTH
HACJIIJIKOM BPOJ/KEHHMX UM HaOyTUX CTaHIB a00 ATPOTC€HHOTO BTPYYaHHS 1 JIUIIE JAEsK1
3 HUX MOXYTh BIUIMBATH Ha IMyHHY BIJNOBIh HA TEBHUN THIl BAaKIUHU, HE
PEKOMEHYEThCSI TIPOBOJIUTH BUIPOOYBaHHS, K1 OI[IHIOIOTH O€3MEKYy, IMyHOT€HHICTh
a00 e(pEeKTUBHICTD y UIIMPOKUX BEPCTBAX HACETICHHS 3 IMyHOACPIIIUTOM.

Y BUNpoOyBaHHAX, MIPU3HAYCHUX JIJIS1 OOTPYHTYBaHHS PEKOMEH AL} 11010 /103
JUIsl Cy0’€KTIB 3 IMYHOJE(DIIUTOM, CIIiJl TUIAHYBAaTH 3aly4YE€HHS YITKO BU3HAYEHUX
cyOnonysAniii cy0’ekTiB 3 IMyHOAe(DIIUTOM, BIJIOpaHUX 3 YypaxyBaHHSAM THX
bakTopiB, SKi 3 HAUOLIBIIIO UMOBIPHICTIO MOXKYTh BIUIMHYTU Ha IMyHHY BIJIIIOBIb
Ha KOHKPETHY BaklMHy. SIKmio He icHye 4iTko Bu3HadeHoro ICP, skuii mMoskHa
3aCTOCYBaTU 10 OTPUMAHUX JAHUX, KIHLIIEBOIO METON TaKMX BUIPOOyBaHb Oyje
BU3HAUEHHS JIO3yBaHHA, sKe 3a0e3ledye JOCATHEHHS IMyHHUX BIJIIOBLACH,
MOPIBHSAHHUX 13 TUMH, IO CIIOCTEPIralOThCsl B IMyHOKOMIIETEHTHUX CYO’ €KTIB.

BuBueHHs BCiX IMyHOAE(DIIUTHUX CYONOIMYIISIIN HE € MOXKIIMBHUM. SIKOO MIpOIO
MO>KHA PEKOMEHAYBATH Ty YH 1HITY MO30JIOTIIO 32 MEXaMH KOHKPETHOI MOIYJISIi, B
K1 BOHA Oyyia AOCIIKEHA, MOTPIOHO BU3HAYATH HA OCHOBI TOTO, IO BiJIOMO MPO

BIJIHOCHY B&)KJIUBICTh PI3HUX IMYHOJIOTIYHHUX MapaMeTpPiB JJIA 3aXUCTY.
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