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HAIIIOHAJBHHAM BCTYI
OcranHiMEH poKaMu aKTyaJNbHUM NHTaHHAM (QapMaleBTHYHO! Talysi €

CTBOPCHHSI Cy9JaCHUX BaKIMH I IPOMIIAKTUKY iHQEKI[IHHIX 3aXBOPIOBAHb.

Y 3B 5131(}7 3 HaHI[eMICIO (BI/IBHaHO BcecBITHROIO ODF&HlBaI_IlCIO OXODOHI/I

zpopos's (BOO3) 11 6epesnst 2020 p.), 1110 BHHAKIA BHACTIJOK POIOBCIOUKEHHS B
CBiTi KOpOHaBipycHOi xBopoOm - COVID-19, BuHWKNa Ham3BHUaiiHa mpobiiema y

cTBopeHi BakiuH. [Ipuaunoro XBopobu ctas KopoHasipyc SARS-CoV-2, mupKysismist

SIKOTO B JIFOACEKIM momyanii 6yma no rpyaus 2019 poxy HeBizoMoro.

Ha crorommimHifi 7ieHb ETiIOTPOIHHX MpEIapaTiB 3 JIOCTOBIPHOIO Ji€l0 Ha

SARS-CoV-2 e cTBOpeHO, a B CBiTi Ha Pi3HMX €TamaX NMPOBOIATHCS XOCILLKEHHS
noHax 90 BaKIUH 3 METOI0 BUHAXONy CHOCO0IB MPOMINAKTHKH KOPOHABIPYCHOL
iHQexnii COVID-19, o gxux Moxe 3almydatucs H VYkpaiHa. BaxmwmHanis
3IHIIAETHCS BI/ICOKOG(beKTI/IBHI/IM METOJIOM  HIPOGiTaKTHKI ngb_eKuiI‘?IHI/ix
3aXBOPIOBAHb, TOMY pO3pO0KAa BAaKIWMH € IEPCIEKTHBHMM Ta BKpail BayXJIMBHM
HaIpPsIMKOM PO3BUTKY raiysi.

LIs HacTaHOBA CIPHATHME 3aCTOCYBaHHS iHHOBAIIMHAX MeIUYHMX TeXHOJIOTiit
Ta BUKOPHCTaHHS Cy9acHMX MDKHApOJHMX KepiBHWITB B Mpoleci po3pobKw,
JOKIIHIYHOTO BHBYEHHS Ta KIHIYHMX BHIPOGYBaHb HOBHX BHCOKOS(EKTHBHHX Ta
Oe3MmeyuHrX BaKIIUH IS npodinakTHKy iHGeKnifHIX XBOpo6.

Hana HacTaHOBa po3pobiieHa Ha Mi/cTaBi KepiBHUIITBA MOKO KITiHIYHOT OMiHKK
BaKIIVH;

EMEA/CHMP/VWP/164653/05 Rev. 1 «Guideline on clinical evaluation of Vaccinés
- April 2018» (KepisruuTBO Mmoo kiHidHOT OLiHKYE BakuH — KBiTeHs 2018 [6].

Opranisanis, ‘BiANOBifaTbHA 3a IO HACTAHOBY, — MiHiCTEPCTBO OXOPOHH
30pOB’sl YKpaiHm.

HacranoBa MICTUTE NOJNOXEHHS, IO BiATOBIIAIOTh YHHHOMY 3aKOHONABCTBY
Yxpainu: crartsam 7, 8 3akony Ykpaiuu «IIpo mikapceki 3acobm» [1], «ITopsioky
IIPOBEJICHHS KIIHIYHUX BANPOOYBaHb JIKapCHKMX 3aCO0IB Ta eKCIEpTH3H MaTepialis
KIHIYHUX BAIPOOYBaHb i THIIOBOTO MONOXKEHHS PO KOMICii 3 TMTaHb eTHKm» [2] Ta

HacranoBi 3 HanexxHOT KIIiHIYHOT IpakTUKH [3].



CT-HMO3V 42-7.7:2020

Mo uiei HacTaHOBM BHECEHO OKpeMi 3MiHH, 3yMOBJNEHi NpPABOBUMH
TIONIOXKCHHAMM 1 mpuiiHATEME B VYKpalHi rapMOHI30BaHHMH HOPMATHBHHMH
nokyMeHTamu. Jeski pez[éKuiﬁHi 3MiHE 6yJ0 momydeHo Ge3nocepesHbo 40 MyHKTIB,
SKUX BOHHU CTOCYIOTECS.

Jlo HacTaHOBU BHECEHO Taki peflaKiiiiHi 3MiHA Ta JONATKOBY indopmariro:

— Ha3By Ii€] HACTAHOBM HABEIEHO BIAIOBITHO IO IOJOMKEHD JACTY 1.5-2003
«Hanionanerna cragmaptusaris. [lpasuwia moGynoBH, BHUKIIANAHHS, oopmIIeHHs Ta
BHAMOTH JI0 3MiCTy HQpMaTHBHI/IX JIOKyMEHTiB» [4];

— JIOaTKOBO BBEJEHO TaKi CTPYKTYpHIi eJleMEHTH HACTAHOBH, K «HCpéI[MOBa»,
«Harjonanbuit  Betym», «Cdepa 3acrocysanHs», «HopMaTHBHI TTOCHIAHHSY,
«Ilo3Haxu Ta CKOpOYeHHs», a Takox «biGmiorpadis», sxi odopmmeHi srigHo 3
nonoxerHavMu JICTY 1.5-2003 «Hamionansna crangaprusanis. [Ipasuna moGynosw,
BUKIIa/IaHHs, OQOPMIICHHS Ta BUMOTH JIO 3MICTy HOPMATHBHHX TOKYMEHTIBY [4] Ta
JCTY 1.7-2015 «Hanionanpua cranfaprusaiis. Ilpapuma Ta MeTomu NpUMHATTS
MDKHAPOSHMX i perioHansHAX HOPMATUBHEX JOKYMEHTIBY» [5].  «3mict» miel
HaCTaHOBH IIOJJAHO 3 ypaxXyBaHHAM JOJATKOBUX CTPYKTYPHHX €JIEMEHTIB,

— OCHOBHi IOJIOXKEHHS BUKIANEHO Yy PO3MiIi «KepiBHHIITBO mON0 KIiHITHOT
OLIHKK BaKIWH; HPH IBOMY KOXHUM CTPYyKTYPHHIH eIeMEHT y nRaHili HacTaHOBI
BimmoBifae TakoMy y kepiBHMOTBI: EMEA/CHMP/VWP/164653/05 Rev. 1
«Guideline on clinical evaluation of vaccines - April 2018» (KepiBHuTBO momo
KJIHIYHOI OIiHKK BaKIWH — KBiTeHb 2018.

— Yy posanimi «HOpMaTnBﬁi TIOCHJIAHHS» JIONATKOBO HaBeneHo GiOmiorpadiummii
OIKC HOPMAaTUBHHUX JOKYMEHTIB, IO 3TafylOThCs Y JaHill HaCTaHOBI;

—y posgini «biGmiorpadis» momaTkoBo HaBemeHo 6ibmiorpadiuuii ommc
HOPMaTHBHUX IOKYMEHTIB, IOCUIaHHS Ha Ki HaBeJIeHO y JaHil HaCTaHOB;

— NEpeliK CKOpOYeHb, IO BHKOPHCTOBYIOTECA y Iiiff HACTAHOBI, HABEIEHO B
posaini «Ilo3Haky Ta CKOPOYEHHY;

— MOJATKOBO 1o mocwiank Ha kepiBauITBa ICH Ta EMA 3p0671eH0 mocHTaHus

Ha BIJIIOB/HI rapMOHi30BaHi JOKYMEHTH, 3aTBepIKeH] B YKpaiHi.

Vi
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Ll HacTaHOBa 3aCTOCOBYETHCA K METOAWYHI PEKOMEHMAIl IS IPOBEACHHS
K HIYHUX JOCIIDKEHb 100 KIIHIYHOT OI[iHKY BaKITHH.

Opunnuna cuna niel HacTaHOBM BiANOBiNa€ IOpHAWYHIM Ccrimi BimmOBIAHEX
kepiBaunTB y €C Ta iHmmx xpaimax ICH, 3 sxmMu rapmonizosamo po3politeny
HacTaHOBY. Llf0 HACTaHOBY CIIifl PO3TILANATH SK TEXHIYHHMM MOKYyMEHT IS HAIAHHS
KOHCYJIbTAlli} 3a9BHUKAM Ta BIACHUKAM PEECTPALliHUX ITOCBiAIeHB, KOMIIETEHTHIM
YIIOBHOBaYKCHHUM OpraHaM Ta/abo iHIIMM 3aIfikaBleHHM 0co6aM MO0 HaHKpaIoro
Ta HafOUIbIl NpHHHATHOTO crmocoly NOTPMMAaHHS MOJOXEHb, BCTAHOBICHHX
(bapMareBTHYHHUM 3aKOHOJABCTBOM Vkpaiau. Ilg HacTaHOBa 'HOB"ﬂsaHa 31
crieu(iYHAME HAYKOBHMH [THTAaHHAMH INONO JOCHIDKEHHS MoAiGHOCTI MiX
JOCIi/PKyBaHUM GiOJNOTiYHMM JIKApCHKUM 3aC060M Ta pedepeHTHUM [IpenapaToM.
lonoxerHs wiel HacTaHOBH BiZOGPaXXyIOTH rapMoHizoBanuii (y pamkax €C Ta ICH)
IiXi/, BOHM 6a3yFOTHCS HA OCTAHHIX HAYKOBHX JOCSTHEHHSIX y Iii Tamy3i 3HaHb.

Y paMKax YHHHOTO 3aKOHOJABCTBA Il HACTAHOBA HOCHTb PEKOMEHIAIiiHuit
xapakrtep.. JlOTpuMaHHS il IIONOXEHb 3aliKaBICHHAMH CTOPOHAaMH (TakUMH SK
3aBHUKY, BJIACHUKH PEECTPAalifiHUX IIOCBiAYeHb, PO3POGHUKA Ta BHPOGHUKH
JIKAapCBKUX 3ac00iB, GKCIEPTHI Ta PETyNATOpHI OpraH) l'IiJIBI/IIlII/ITI:_ Gesmexy
TIPOBEACHHS KILiHIYHUX BUNPOOYBaHb, CIPHATHME BAOCKOHAICHHIO IPHHIIIIB €THKH
Ta 3MEHIIEHHIO BUKOPHCTAHHA 1a00PaTOPHHX TBAPHH, IPUCKOPEHHIO BIPOBaKEHHS
B MEQIMYHY INPaKTHKY HOBUX JIKapChKUX 3aco0iB. OHaK MOXKYTh GYTH 3acTOCOBaHi
aNbTePHATUBHI MIIXO/M 32 yMOBH X Bi/IIOBIAHOIO HAYKOBOTO OBTPYHTYBAHHSL.

Takuit migxiz 10 MpaBoBOTO CTaTyCy GiNBINOCTI HAYKOBUX HACTAHOB BUKJIANECHO y
moxymenTi €Bporeiicekoro arenrctsa 3 mikie (EMA)  [24]. Bxasammii minxin

Bianosinae nosuuii BTO o0 3acTocyBanHs CTaHIAPTIB

Vil
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COEPA 3ACTOCYBAHHS

[1s HacTaHOBA BH3HAYA€ 3aralbHi MPUHIUNY KIIHIYHIX TOCIIPKEHb BAKIHH 3
METOIO IX ITOJAJIBINOL JepKaBHOI peecTpallii.

Ila HacraHOBa 3aCTOCOBYETBCS O  BaKLUH, IOO  PO3POOISIOTHCS
(CTBOPIOIOTECS), PEECTPYIOTBCSL 1 BHPOGIAIOTBCA B YKpalHi Uit MeIUdHOro
3aCTOCYBAaHHS B YKpaiHi Ta 3 METOIO eKCIIOPTY a0 iMIIOpTYIOTEC B YKpaiHy.

Ils HacTaHOBA NOINMPIOETHCS Ha IUIAHYBAHHSA Ta IIPOBENEHHS KIiHIYHMX
JOCTIiDKeHb e(peKTUBHOCTI, IMyHOTEHHOCTI Ta 6e3eKy BaKI[HH.

Lls HacraHOBa pEKOMEHIYETHCS UL CYO’€KTiB TOCHONAPIOBAHHS, SIKi
3aMMarOTECS PO3POOKOIO, KIIiHIYHMM BHBYCHHSM, IIOJAHHSM 3aSBOK Ha JEpiKaBHY
peecTpamifo BakIMH Ha TepHTOpil VYKpalHHM HE3ale)KHO Bi  BiJOMYOro
OIOPANKYBaHHS Ta (OPMH BIACHOCTI, JUIT  BiJMOBiIHUX 3aBHUKIB Ta
MiAIPHEMCTB-BUPOOHNKIB, IIPOTYKIis SIKHX PEECTPYeThcs Ta IMIIOPTYETHCS B
YKpaiHy, s HayKOBO-eKCIIEPTHHX OpraHisamilf, eKCHepTiB, IO IPOBOITH
eKCIePTH3y IpU JeprKaBHiM peectpalii (mepepeectparrii) mikapchbKHX 3acobiB, a

TaKOJK JUIs 8y TUTOPIB Ta iHCIIEKTOPIB.
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HOPMATUBHI HOCUJIAHHS

Y 1i# HACTaHOBI € TOCUIAHHS Ha TaKi HOPMATHUBHI JOKyMEHTH:

3axoH Ykpainu «[Ipo mikapceki 3ac00m». |

Haxas MimicrepcTpa oxoponn 310pos’s Vipainu Bin 23 sepecus 2009 poky
Ne 690 (3i 3mimamm) «IIpo 3aTBepmkenHs Ilopsaky HpOBENEHHA KIHHIMHEX
BHIIPOOYBaHb .JIiK'apCBKI/IX. 3acoBiB  Ta eKCIepTH3M MaTepialiB  KIiHiYHHX
BUNPOOYBaHb i TUIMOBOro MONOXKEHHS PO KOMICIT 3 IUTaHb ETHKM», 3apeeCTpOBaHHiL

B Minictepcrsi octurii Ykpainu Bix 29 sxosras 2009 poxy 3a Ne 1010/17026.

| Hacranosa CT-H MO3V 42-7.0:2008. — Jlikapchki 3aco6u. Harexua xriniuna
npaxtuka/ B. Mansnes, M. Jlamyros, T. Byxriaposa Ta in. — Kuis, MO3 Vpaiam,
20009.

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) (Jlupextusa 2001/83/€C €sponeiicskoro [apIaMeHTy
Ta Pagum Bix 6 mmcromaza 2001 poxy mpo komeke CIiBTOBapHCTBa BiTHOCHO
JIKApCBKUX IIPENapariB, NPU3HAYEHHWX JUIA CIIOKHBAHHS JIFOIBM. (Odpimitinmii
XypHan nocunanss 311, 28.11.2001).

—~EMEA/CHMP/VWP/164653/05 Rev. 1 «Guideline -on clinical evaluation of

vaccines - April 2018» (KepiBHHIITBO 00 KIiHIYHOT ouiﬁKH BaKI[MH — KBIT€HB

2018.
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IIO3HAKH TA CKOPOYEHHA
AE [ToGiune siBHIIE
AR [Toxazauk ypaxceﬁOCTi
GMC Cepenne reoMeTpriHe 3HAUEHHS KOHIIEHTPAIi1
GMT Cepenne reoMeTpudHe 3HAUCHHS Tmpy
ICP IMyHHWAI KOpenaT 3axucty
SAE .Cepflosﬂe no0iyHe sBUIIIe
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KEPIBHUIITBO W00 KJIHIYHOI OITHKY BAKIIMH
3ATAJIbHI IIOJIOKEHHS

LIz macTaHOBa omuMCye 3arajibHi OPUHIMOM T4 MHiAXOOU 10 aw3aiiny,

OPOBCACHHA Ta OHiHKI/I ,HOCJIiI[)KeHB BaKIH,

1. BCTYII

L1 HacraHoBa cCTOCyeThCs KIHIYHO! OLIHKA BAKIMH, NPHU3HAYCHAX U
npoQinakTuKy iHQEeKNiHHEX 3aXBOpIOBaHb. BOHO BKIIOYAaEe MIpPKyBaHHS MIOO
BAIPOOYBaHb, NPU3HAYEHMX U JOKyMEHTYBAHHS OE3TeKH, iMyHOTEHHOCTI Ta
eqekrrBHOCTi (efficacy) HOBYX BaKIMH-KaHIMIATIB Ta MITPUMKH IIiJ 9aC BHECEHHS
3MiH y indopmanii mono npH3HAYEHHS 3apEECTPOBAHMX BAKIMH. BOHO TAaKOXK
BPaxoBye NUTAHHS IIOTPeOU Ta BUKOPHCTAHHS JOCIIKEHD AieBocTi (effectiveness —
Iell  TepMIH  3yCTpidyaeThCsi y  KOHTEKCTI e(EeKTHBHOCTI  BaKIMHH  Ha
micispeecTpanifiHoMy erami, Tomi sk efficacy — y korTekeri edexTuBHOCTI Ha
nepepeecTpatifHoMy eTarti) BaKI\HH.

3 wmomenTy mpuitHaTT EMEA/CHMP/VWP/164653/2005 6arato HOBHX
BakIuH Oyno cxsaneHo y €C a6o OTpUMau TOUTHBHEI BHCHOBOK BiIIOBiMHO 1O
crarTi 58 Permamenty (€C) Ne 726/2004, Bkmodarouy meximbKa BaKIMH, IO
Ipy3HaYeHi A 3amoGiraHas iH(eKIiHHUX 3aXBOPIOBAHB, HPOTH SIKHX paHinrie He
Oyno BakiuH. Jlesxi 3 IMX BakIH BKJIIOYAIOTH aHTUTCHHI PEYOBHHH BiJl JEKiIBKOX
30y IHUKIB XBopo6ﬁ abo Bix GaraThox IATHUIIB OJHOTO 30ymHpKa. 3asgBU Ha I
BaKIMHA MiJHAIA JEKiTbKa MUTaHb IIO/0 MPOrpaM PO3POOKH BakiHH, sAKi He Oynu
PO3MIIHYTI B TONEPeIHbOMY KepiBHMITBI. KpiM TOro, HamxomsTh 3amuTH Ha
OTPUMAHHA HAYKOBHUX KOHCYJIBTAIlIM 00 IporpaM KIHIYHOI po3poOKH BaKIWH, AKi
BKa3ylOThb Ha HEOOXiJHICTh HaJaHHSA OHOBIEHHX ab0 I[OaTKOBHX peKOMEH 1At
IIOZO NesdKuX muTass. Hanpuknan, 3 nuraHs OpoBeReHHs AOCTIKeHb eheKTUBHOCTI
BaKlWHY, BHABICHHS IMyHHUX KODEJATIB 3aXHCTy, BaKLWH, NPH3HAYCHHX Ui

BUKOPUCTAHHSA B DPI3HUX CXeMaX IEPBHHHOIO IIiCHIICHHS IMyHHOI BimmoBimi Ta

4
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BaKIMH JUIL BAariTHUX JUIS 3aXHCTy IXHIX HEMOBIST IPOTATOM MEpIIMX MiCSIiB

KUTTL.

Y BIINOBIIE Ha TNWTaHHA, IO IOBTODHO BHHMKAIOTH y HAYKOBHX
KOHCYIBTAlsIX T& JAOChE y WiATPHMKY 3asB, I IEPErNIAHYTi peKoMeHmarll
BKJIFO4YAIOTh OOTOBOpeHHs (DakTOpiB, SKi CIiJf BpaxoBYBaTH mpH IIaHyBaHH{ Ta
iHTeprpeTanii pesyIbTaTiB IIOPIBHAIBHAX NOCIIMKEHb iIMyHOTEHHOCTI. Hampuxian,
BaXIIUBICTh BPaxyBaHHS CTYIEHS TSXKKOCTI, CMEPTHOCT] Ta/ab0 PH3UKY MOCTIMHAX
HACIKIB iH(MeKUifHOTO 3aXBOPIOBAHHS, SIKi CIIif HONEPEIUTH, a TaKOXK HAmiHOCTI
aHai3iB I BHU3HAYEHHS iMyHHOI BinmoBimi mpm BuGOpI Me)ic HE MEHIIOT
edexruBHOCTI (non-inferiority) Ta owiHKE KiiHiYHOro BIUIHBY HeBimmOBimHOCTI
TIIONIEPENIHBO BU3HAYCHNM KPUTEPIsIM. Y BUNPOOYBAaHHSX, SIKi IIOPIBHIOIOTE BAKIWHY-
KaHJW/IaTa Ta 328peeCTPOBAHY BaKIWHY, 10 MiCTUTH aHTHTEHH Bif Pi3HOI KLTBKOCT
MiITUIIB OJHOTO i TOTO X OpraHisMy, yBara IpPHALISETHCS iHTepnperanii iMyHHUX
BiNOBie} Ha HecopiaHeni (non-shared) mixTumm.

HacraHoBa TakoX NONIMPIOETRCS HA IMTAaHHS Ju3aifHy BUIPOGYBaHb
e(eKTUBHOCTI BaKI[MHY, BKIIOYAIOYUH BUOIp BINOBIAHHX KOHTPOJHHHX rpyn 3a
pisamx obGcraBuH. Kpim Toro, Gyma ﬁeperH}IHyTa POJIb CIIOHCOPIB Y HaJaHHI JaHUX
Ipo  Ji€BICTh BaKUWMHK B TCHApeecTpamilinuii mepios, mo6 Bizo6bpasuty Toi ¢axr,
110 OIMBIIICTE JOCIIKEHD IPOBOIUTECS OpraHaMy OXOPOHH 3/I0POB'S.

IcHyIOTE jesiki OcOGNHBI MipKyBaHHS IIOJO ONIHKH OE3MEKA BaKIMHM y
KIHIYHIX BHHpOGyBaHHﬂX, BKIIIOYAIOYM  TIapaMeTpH, sKi HOBWHHI OyTH
BaI[AOKYMGHTOBaHi B 0coONMMBHX BiKOBHX miarpymax. KepiBHHUIITBO CTOCYETBCS
3arajlbHAX TWTaHb MO0 po3Mipy Gash mepenpeecTpamiiffHuX AaHuX Hpo’ 6esIexy,
TaKuX SK BaKIMHHA KOHCTPYKUis Ta BUKOPUCTAHHS AHTUTEHIB a0 ai'OBAHTIB, sKi

paHime HC BXOTHJIH A0 CKIady 3apCeCTPOBAaHMX BaKIHH.

2. COEPA JIi

Ilsl HaCTaHOBA 3BEPTA€ yBary Ha KIHIYHY PO3pobKy BaKHI/IH 10 IIpU3HAYEHI

A HpO(i)lJIaKTI/IKH IH(i)EKI_III/IHI/IX 3aXBOPIOBAHb, HE3AJEKHO BI,Z[ TOT'O, YU BOHHU
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BBOJSTHCA 3 HPOMINTAKTHIHOIO METO0 A0 iH(ikyBaHHS abo micns HBOro. BoHa He

CTOCY€ETBCS KIIIHIYHOI pO3pOOKH IMyHOTEPaleBTHIHNX 3aCO0iB.

Pexomenzanii CTOCYIOTBCSL BakiWH, NPU3HAYCHHX JUIA podinaKTHKY
iHpeKUINHAX 3aXBOPIOBAHB, IO CLPHYNHEH] OHUM 36YIHIKOM, BKIIOYAI0TH Ti, 10O
CIIPAMOBaHI Ha JeKijIbKa MiATHUINB OHOTO 30YIHAKA, i Ha BAKIHHY, MO CKIAAAI0THCS
3 JIEKUIbKOX AHTHUTCHHUX KOMIIOHEHTIB, NPU3HAYCHUX [UIS 3amobiraHHi HU3KH
inpexmifHIX 3aXBOPIOBaHb. BOHM CTOCYIOTHCS BaKIMWH, IO MICTATD:

MIKpOOpraHizMu, sKi Gylmu IHAKTHBOBAaHI XiMiuEMME Ta/aGo bizsuuaIMET
3acobaMu;

JKUBI MIKPOOPTaHi3MH, AKi IPUPOLHEO € HEBIPYNEHTHIMHE Y JIOJUHH, 260 axi
Oymu o6pobiieHi a6o rexeTuyno MoxudikoBaHi Wist ocnaGieHHs (arenyamii) ixapOI
BIpYJIEHTHOCTI; B

aHTHICHHI PEYOBHHM, SKi Oynu BuiiieHi i3 36ymHuKIB a6o CEKPETYIOThCS
HUMH, IO MOXYTb OyTH BHKODHCTAHI B CBOEMY IPUPOJHOMY CTaHi, a00 BOHU
MOXYTb OYyTH JETOKCHKOBAHI 3a JIOIOMOTOR XiMiuHOi a60 (ismumoi 00pobKwH,
arperosani a6o IONIMepH30BaHi, KOH'IOTOBAHI 3 HOCIEM Ui TiBHINCHHS IXHBOI
IMyHOTeHHOCTI; ‘

aHTUTeHW, sAKi Oymd BHpOGNEHI 3 BHKOPHUCTAHHIM METOMIB TeHETHIHOIL
imxenepii a6o xiMi9HOTO CHHTE3Y; |

XuBi OakTepiambHi a0o0 BipycHI BEeKTOpHI BakiWHH, sKi €KCIIEPCYIOTh
4y>KOPiNHI aHTUTCHHI PEYOBHHU;

«Tojia» HyKNeiHOBAa KHCJIOTA, BKIIOYAIOYH IUIA3MIIW, CKOHCTPYHOBaHI st
excupecii cneun(biqﬁﬂx aHTHUTEHiB.

HacranoBa posrispae mporpamu KIiHI9HOT pPO3pOGKH WIS MiATPUMKH y
CXBaJIeHH] BaKIWH-KaHAWAATIB (TOOTO He 3apEECTPOBAHNX BAKIWH), aX'FOBAHTHUX
a0 HeaA'IOBAHTHHX, Ta IS MiATPUMKH il Yac BHECEHHS 3MiH 10 BaKIUH y
micnApeecTpanifavit mepion (HampuKIam, 3Minu abo JIOJlaBaHHSI 103, BIKOBOTO
AianasoHy IS 3aCTOCYBAHHS a60 PeKOMeHaNiH o0 OAHOYACHOI BAKIHHALLIT).

Y HacraHoBi' pO3INspafoThCsS NHTAHHA BHIPOOYBaHb s ,HOKWQHTaJILHofo
TMATBEP/DKEHHS Oesmexw, iMyHoreHmHocTi Ta/a6o edexTwBHOCTI BakimH. Boma

BpaxoBye CHTyallli IIOA0 HEOOXiNHOCTI mepeapeecTpamiiHOl JeMOHCTparlil
‘ «
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e()eKTUBHOCTI BaKIWHH, IIONO IM3aiiHy IepenpeecTpamifiHuX BUOpoGYBaHb I

ouiky edexrusHOCTi (efficacy) Baxmmum Ta ouinkm mieBocti (effectiveness)
BaKLUHH Y IiCIIpeecTpamiliHmii mepiom.

Bona Takox po3misimae m@TaHHA OKasiB, SKi 'MOXyTb OyTH OTpUMaHi B
JOKIIHIYHUX JOCHI/KEHHAX IS IOBEJEHHS e(eKTHBHOCTI BakKIMHH, aje He
po3riamae  iHImmi THITH JOKJIIHIYHMX JOCIIIPKEeHb, IO MpeACTaBieHi B iHIIMX
KEepIBHHIITBAaX IOI0 BaKIHH.

Hacranosa He cTocyeTses hapMakoOHArIsMy BaKIMH, OCKUIBKE BiH JOKJIAIHO

PO3rIaHyTHHA B OKpeMoMy KepiBHuirrsi CHMP.

3. IMYHOI'EHHICTH

3.1. Xapaxmepucmuxa imynnoi 6ionoeioi

JTs KOXKHOTO aHTHUTEHHOT'O KOMITOHEHTA y BAaKITHHWU-KAHIHIATA T4 3aIE)KHO
Bif Oymp-skoi HasBHOI iHbopMauii mpo iMymmi BigmoBimi Ha Ti % a6o moxiGHi
AHTHTCHHI KOMIIOHEHTH B 33PEECTPOBAHMX BAKIMHAX, XapaKTePHCTHKA iMyHHOT
BiNIOBiNi B cCHpOBaTKaX, IUIasMi, LiMBHiN Kposi, MOHOHYKJICapHUX KJIITHHAX
neprdepryHoi KpoBi a6o iHmoMy GiONOriYHOMY CepeOBHINI MOYKE BKIFOYATH ekl
3 TaKUX JOCIIIDKEHb: |

OLiHKY (YHKIIOHATBHOTO aHTHTiNa (HAPHKIAZ, HEHTpasisyode aHTHUTIIO,
GaKTepUIMHA aKTHBHICTH 260 OICOHO(AroNMTapHa aKTHBHICTB) Ta/abo 3B’s3yr0ue
aHTUTLUIO (HANPHKIIAL, 3éraJII>H1/II7I BMICT 3B’s3ylodoro imysornoGyniny G (IgG),
HijKiIacy iMyHornoOyminy G);

OIIMC KiHETHKW IMYHHOI BiJIOBixi (HampHIKJIam, 9ac MOCSTHEHHS IIKOBHX
PIBHIiB aHTHTIN i KpUBa PO3MALY AHTHTIIN);

IHTyKIis iMyHHOT ITam’SITi;

JOCT/DKEHHS IMyHONOTiTHIX (aKTOPiB, SIKi MOYXKYTh BIUTHHYTH Ha TyMOPAIIBHY
iMyHHY BiAmOBinG (Hampukiazm, piBHI aHTATLI 70 BaKLKHALII, III0 € pe3yIbTaToOM

TOTePeAHbOI BaKIMHAIlil Ta/ab0 IPUPOTHBOT eKCIIO3HITT);
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OIliHKa IEPEeXPEeCHO PEaKTHBHOTO aHTHTUIA (HANpHKIAL, aHTHTLIA,

BUKJIMKAHOI'O AHTUTEHOM, IO IIEPEXPECHO pearye 3 aHTUreHoM(aMu) OZHOro abo
JEKIPKOX iHIMX BUIIB a00 MiATHIIB Y MeXax BULY);

OLiHKA [ePEXPECHOTO NpaiMyBaHHsA (HAIPHKNIAJ, 30aTHICTH OHOTO AHTUIEHY
BUKJIHKATH IMyHHy IIaM'aTh Ha iHmuii(i) anTuren(n));

OLIHKa KOMIIOHEHTa KJIITHHHO-OIIOCepeaKoBaHoro imMyritery (CMI) imymmHOf
BiIMIOBiAI (HAIpUKIIaJ, NUISXOM KiIBKICHOI OINHKH T-KIiTHH, cneun(bquHX JULST
BaKUMHHOro(ux) aHTUreny(iB) Ta/abo aHTHreHY(iB), OTPEMAHMX BiJ MiKpoOpraxisMis
JUKOTO THILY in Vifro LUIIXOM HpAMOTO MideHHs ab0 Ha OCHOBI BHBiIbHCHHS
LUTOKIHIB);

TOCIIDKEHHsT Koperndrii MixX mpodinaMmu ekcmpecii murokimie abo remis
(Hanpuknan, MiX BPOJUKEHHX IMyHHHX UM IUIA3MATHYHUX KINTHH Ta IMyHHHM
KOpEeJSITOM 3aXHCTy, piBHEM aHTUTIN abo KIHIYHMMM SBHINAME, TaKUMH SK
iMyHHOOIIOCEpEeIKOBaHi M06i4Hi eekTH.

3a MOXIHMBOCTI, 6axkaHo, 106 KOXKeH iMyHHUY mapameTp 6yB aHaJIi30BaHUH B
ONHi NeHTpanbHiM maGoparopii, Ta mob6 ommi 1 T X naboparopii
BUKOPHCTOBYBAJIHCS IPOTATOM yCi€i IporpaMu KIiHIYHOI pospoOku. Skmo me
HEMOXIIUBO, CIIif OIﬁHI/ITI/I MDXXIa00paTopHy BapiaGenbHICTh, a Oyab-IKuil BILIUB Ha
pe3yIIbTaTé Ta BUCHOBKH CJIii OOTOBOPHTH Y PEECTPALiiHOMY JOCHE.

Y MpOTOKONax CJiJ BH3HAYATH Ta HANABaTH IOKIAAHI aHi Mpo TEXHIYHI
XapaKTePHCTUKH aHaNi3iB, sKi OymyTh BHKOPHCTOBYBATHCS IJIi OLUHKH IMYHHHX
peakniii Ha BaKIMHAIN0. AHali3y, II[0 3aCTOCOBYIOTBCA y 6a30BHX BUIIPOOYBaHHIIX,
TIOBMHHI OyTH ITOBHICTIO BajimoBani. SIKIo iCHy€e MiXKHApOJHO BU3HAHUHN €TAIOHHUIM
aHani3, Oynb-Aki Momugikamil y MeTOHONOril eTaIOHHOro aHali3y,: po3po6neﬂi
CIIOHCOPOM, CNif TinTBepmuTé Hoxarkosum (bridging) BEmpoGyBamHIM aHaJIzy.
AHamisu  cmif  kami6pysatd  3rigHO 3 BigmoBimHMM(E)  MixHapomHHM(n)
CTaHJapTOM(MH), KOIU BiH(BOHHM) icHye(t0Th). SIKINO 3MiHM B MeTomoJIOTIi anamisy
BiZI0yBAIOTBCS MiJ 9ac IPOTpaMy KJIiHIYHOI pO3pOGKH, MOBMHHI GYTH MpeAcTaBieri
JaHi, MO JEMOHCTPYIOTh BiJCYTHICTh BIUIMBY HAa pe3yIbTaTH, abo HiATPUMYIOTh

BHKOPHMCTaHHS KOPUTYIOUOTO KoedilieHTa.
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3.2 Imynni Kopenamu 3axucmy

Y niif HacranoBi iMyHHHI Kopenst 3axucty (ICP) BH3Ha4YaeThCS SK THI i
po3Mip iMyHOJIOTiYHOI BiNIOBiNi, sIKa KOPENIOE i3 3aXMCTOM IIPOTH iH(eKIifHOro
3aXBOPIOBAHHS, IO BUKIHKAE BAKIHMHA, i SKa, K BBAKAECTHCS, IPOTHO3YE KIIHIUHY
e(heKTUBHICTE. Hmpoxo npmifHsati Ta nobpe migrsepmxeni ICP icuyrots ms
00MeKEHOr 0 Jiana3oHy iH(EeKIiHHUX 3aXBOPIOBAHb.

Komm nemae xomHoro BcraHoBieHoro ICP mis meBHOro iHGeKIHHOTO
3aXBOPIOBAaHHS, TPOTHOCTHYHE 3HAYEHHS IMYHHOI BIgmoBimi mms  3axmcHOL
e(EeKTUBHOCTI  (KOpOTKOTpHBalol Ta/abo HOBrOTPUBANOI) CNiJ HOCIIIKyBaTd
I0pa3y, KON NpOrpaMy KJIiHiYHOI po3poOKH BAaKIMHH BKJIFOYAIOTH BUNPOOYBAHHS
edexruBHOCT. Hanpuknan, 36ip cupoBaTkm B ycix a6o y BeIMKid mixrpymi
FOCII/DKYBaHUX (y NOCHTIMKyBaHi#f Ta KOHTPONBHIN Ipymax) y MOMEHT 4acy, IO
BioBifae BimibpaHoMy iHTepBamy micis 3aBep1ﬁeHH;1 MIEpBUHHOI BaKIUHALl B
AOCIKyBaHil Tpymi, Ta IOPIiBHAHHA IMyHHHX mNapaMeTpiB y THX, Y KOIO
PO3BUBAETECA Ta TUX Y KOIO HE PO3BHBAEThCA iH(EKIiiHEe 3aXBOPIOBAHHS, SKOMY
3aro0iraroTb. AJNBTEpPHATHBHO ab0 JOMATKOBO JyUId BusHadeHHS ICP JUIS
MOBIOTPHBAJIOTO 3aXKUCTy MOXE BHKOPHCTOBYBATHCS HOBTOPHMIT 36ip CHpOBaTKH Ta
BU3HAYCHHS C(QEeKTUBHOCTI BaKIMHH dYepe3 BU3HAYECHI iHTepBANM (HAIPHKIAL,
IIOPIYHO) MiJ Yac IMOJANBIIOTO CIIOCTEPEKEHH.

Sxmo BHHpOGyBaHHﬁ Ha e()eKTUBHICT BaKIMHE HeMOXIuBe (muB. Posninm 4.1)
abo, AKIO aHaNi3u e()eKTHUBHOCTI BaKI[MHU HE MOXyTh ifeHTudikysaru ICP, ICP
MOXHa OTPHMATH 3 NPOCHEKTHBHOTO JOCIHIKCHHs Mi€BOCTi Bakuuuw (muB. JluB.
posxin 5). Kpim Toro, 3a3HadeHHs1 IMyHHOTO IapaMeTpa Mae HaWGLIbINe 3HAYCHHS
UL 3aXUCTY, a inoxi nonepenHil ICP Moxxe GyTH OTpUMaHHIA 38 JOMOMOIOK0 OHOTO
ab0 IeKiTbKOX JOKTIHIYHAX MOCIIIKEHb e(eKTUBHOCTI, cepo-elriaeMionoriunmx
AOCIiKEHD (TOOTO BUBYEHHS IIPHPOIHOTO 3aXHCTY).

ICP He MOXHa 3aCTOCOBYBATH 11032 BaKIIMHOIO Ta MOMyJIAINEIO, B sKiil BiH 6yB
inenrudixosanmnit. Hanpuknan, ICP mpotu neBHOTO iH(beKITiHHOTO 3axBOpIOBAHHS,
o Gasyerbcs Ha (YHKIIOHANBHIA TIyMopanbHill iMyHHIH Binmosimi, He MosKe
3aCTOCOBYBATHCA MO  BakiMH, TNPU3HAYEHMX [UI1 3arnobiragHs ToMy 3K

3aXBOPIOBAHHIO, aile sKi HAJalo0Th 3aXMCT depe3 iHmIMN iMynmwit Mexamism. Kpim
9



CT-HMO3Y 42-7.7:2020
toro, ICP, oTprmaHuil y mocHipkeHHI e(eKTUBHOCTI Yy HEMOBIST, HE OOOB'SI3KOBO

MOXHA 3aCTOCOBYBaTd y jgopociux; ICP, mo BcTaHOBIEHWMit Uisi OXHOTO INiATHITY
30yaHuKa, MOXe OyTH He IPHHHATHEM JI0 BCiX MATHIIB, a Takox ICP Moxe He GyTu
NPUMHATHAM JI0 BCiX MOKITMBHX TIISIXIB BBEJICHHS THX CaMHX aHTHTEHiB.

Y NOOAMHOKMX BHNAKaX HEMOXNIWBO -igeHtudikysatu ICP, ane pnani
KIIHIYHMX BHIPOOYyBaHh MOXYTh BKa3aTH Ha OPOTOBE 3HAYEHHS NEBHOTO iMYHHOTO
mapaMeTpa, SAKMH MIr OW CiIyryBaTH Ui IOPIiBHSAHHA MiXK BaKIMHAMH abo
OIS AHAMHA rpynamu (HAIIpUKIAA, CTOCOBHO cepotun-cuenudpiunoro IgG, o
YTBOPIOETECS KOH'IOTOBAaHUMH ITHEBMOKOKOBHMH Iojicaxapumamu). IIoporogi
3Ha4YCHHI MOXYTh BHKODHUCTOBYBATHCA SIK OpI€HTHp TIpM  iHTepmpeTanii

iMYHOJIOTIYHHX JaHUX 3 TIORANBIINX BUIIPOOYBAHb IEBHOTO TUITY BaKLIUHHL.
3.3. Ausaiin nopisHansnux eunpooyeans imynozennocmi

Y mpoMy pO3AULI pO3MILINAIOTECS 3arajibHi NPUHIWIN OPiBHSILHHEX

BUIPOOYBaHb IMyHOT€HHOCTI, HE3aJIeXKHO BiJ 1inel BUIpoOyBaHHS.

3.3.1. IlepBuHHI Ta BTOpHHAI KiHIEeBI TOYKH

IlepBuHHi Ta BTOPHHHI KiHI[EBl TOUKH, 5SKi OMHCYIOTECS Y 3BiTaX IOPiBHAILHAX
BHNPOOyBaHb Ha IMyHOTE€HHICTh, MOXKYTE BKIIFOYATH JESKi 3 TAKHX:

9acTKa JOCHIJDKYBaHMX, SKi MalOTh IMyHHY BiJNOBifp Ha BaKIWHAINIO, IO
BHINe BH3HadgeHoro ICP (ToOTO TOKa3HHKa Cepo3ax¥cTy) abo BHUINE MOPOTOBOTO
piBHS;

HacTKa JOCIIPKYBaHUX 3 IONEePeHBO BU3HAYEHHM MPUPOCTOM (HANPHKIA,
OpyuHaliMHI B 4 pasu) KOHLEHTPAUii/TUTPY aHTHTLI 3 JOBaKIMHAINMHOTO 0
MiCIIABAKIMHALITHHOT0 PiBHA (TOOTO MOKA3HKK CEPO3AXUCTY);

YacTKa JOCIIPKYBaHHX, SIKi BU3HAYEH] SIK CEPOHEraTHBHI ab0 cepomo3UTUBHI
IO BakKUHWHALil Ta Mmicis BaKUMHAII BiJOBIJHO OO HKHBEOTO IIOPOTa Hymmsocﬁ

aHallzy;

10
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MICJISBAKIMHALINHEI MOKa3HUKM CEPO3aXUCTy Ta CEPOKOHBEPCIi OKpeMo I

THX, XTO OyB CepOHEraTWBHHM a00 CEPONO3MTHBHHAM HA MOMEHT BKJIOYEHHS IO
JTOCJIII JKEHHS;

cepelHi TeOMETPHYHi 3Ha4eHHs KoHIeHTpamii antutin (GMC) aGo Tutpis
(GMT) Ta po-/micnABaKIMHALINHI CHOIBBIAHONIEHHS  CepelHiX TIeOMeTPHUUHHX
(GMR);

Jio- Ta INICNABaKNWHALiMHA  Kimbkicte abo d9actka Cy0'ekTiB 3
cencubimizopanuMu (To6TO aHTHreH-crienudivnnmu) T-KiiTHHaME (BKIIOYAIOUH
cercubimizopani CD4 + ta CD8 + T-wiiTWHH), OpeicTaBieHi BiAIOBITHO 10
AHTUICHHHUX PEYOBMH, 10 BHKOPHCTOBYIOTHCS ISl CTHMYJIALIl, T4 HUTOKIHIB, IIIO

BUSABIICH] IiJI Hac aHAaJi3y.

Ilepeunna eaxyunayis

Skmio e peneBantHuil ICP a6o moporose 3HauYeHHS, 3BUYANHOIO IIEPBUHHOIO
KiHIIEBOIO TOYKOIO € TiC/IABAKIMHALIMHNY (TOOTO micis 3aCTOCYBaHHA Pa3oBOi JO3HU
abo miCis OCTaHHBOI JO3H IEPBHHHOI cepil) MOKAasHHK CEPO3aXHCTy ab0 BiICOTOK
JOCIi/UKyBaHAX 3 iMyHHOIO BIJNOBIAIO, SKi MaOTh IMyHHY BiIIOBimp Ha
BaKIWHALIO, III0 JOPiBHIOE ab0 BHINE MOPOroBOro 3HaueHHd. SIkmo Hemae ICP aGo
ITIOPOTOBOIO 3HAYEHHs], IEPBHHHOIO KiHIIEBOIO TOYKOIO 3a3BHYali € IOKA3HUK
ceposaxucty. llicnaBakuuHaniiHmii IOKA3HUK CEPOIIO3UTHBHOCT] TAKOXK MOXKe OyTH
iH(pOPMATHBHAM SIK BTOPHHHA KiHIIEBA TOYKA.

IMiciBakmuranitini GMC a6o GMT Ta nmo- ab6o micins BaKiuHAIiiiHe
cruieiHomeHHss GMR 3a3Buvail He € TEPBUHHUMM KIiHIIEBUMH TOYKAMH IIiCIIS
BaKI[MHAII, aie X CIiJi BKIIOYUTH JI0 BTOPMHHMX KiHIIEBUX TOYOK. BHHSITKOBI
Bunanky, xoma GMC abo GMT moxyTh OyTH IEPBHHHOIO KiHIIEBOIO TOYKOIO,
BKJIFOYAIOTh, ajleé HEe OOMEKYIOThCS BHUIPOOYBaHHSIMH MiXcepiiHOl onﬁbpi):[HOCTi

XapaKTepUCTHUK.

Baxyunayis nicna nepeunnoi eaxyunayii (pesaxyunayis)

11
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BaKI¥H, IKi BUKIMKAIOTh IMyHHY IIaM’STh IIiJ{ 9ac IIePBHHHOI BaKIMHALII],
; YHHY m1am’ p

NO3H, AKi BBOJATHCA IICNIA MEPBUHHOI HO3W, NPH3BOIATH IO OyXKe BHCOKHX
IOKa3HUKIB  CEpPO3AXMCTY, CEpPOKOHBEpPCii Ta  CEpPOMO3UTHBHOCTI B  yCix
PaHZOMi30BaHKX Tpymnax. SIKINo OCHOBHOK METO0 JOCIIKECHHS € BUSABIECHHS Gy/Ib-
SKUX BIAMIHHOCTEH MiX BaKIMHAMM, MOXIHBO - aJeKBAaTHAM Oy/ie BCTAHOBUTH
miciaBaknuHaniiai GMC a6o GMT a6o, imoxi, GMR (0 Ta mmicIs BBERCHHS
OycTepHOi /103H) B AKOCTi EPBUHHOI KiHIIEBOI TOYKH, i B IIbOMY BHIIAAKy BTOPHHHI
KiHIIeBi TOYKH IOBHMHHI BKIIOYATH [EPBHHHY KiHLIEBY TOUKY, sKa 6yla obpaHa s
OIIHKY iIMyHHOI BiIIIOBii Ha’nepBHHHy BaKIIAHAIIIO.

JIKImo ‘BaKIMHA HE BHKIMKAE€ IMyHHOI mam’sTi, MepBUHHA KiHIEBA TOYKA
HOBHHHA OyTH TakOl 3K, fK Ta, IO obpaHa s OIIHKA iMyHHOI BimmoBimi Ha

[IEpBUHHY BaKIIMHAIIIIO.

3.3.2. IlepBunni anamizn

Y NOpiBHANBHHX BHIPOOYBaHHSX IMYyHOTEHHOCTi, IIO IIPOBOAATECS Ha
II0YATKY PO3POOKM BaKIMHK-KaHAMIaTa (HALIPHKIIa, U BUSHAYEHHS CKIaLy, 103 Ta
cxeM 3aCTOC}7BaHH$Il IUISL TIOMaJbIIOr0 JOCHIPKEHHS), MOXKHA IUIaHYBATH OIIMCOBI
(neckpunTHBHI) aHamisu. Y BHIOPOOYBAaHHSIX, SKi NPHU3HAYEHI A IepeBipKE
rinoTess, il kepyeaTtucsi pexomengarismuy CHMP mofo CTATHCTHYHHX IHTAHb,
BKIFOYAI04H, 33 HEOOXiMHOCTI, panaoMisanifo (GhakTopiB crparrdikauii Ta MOXKIHBY
HeOOXiTHICTh KOPUT'YBaHHS Ha MHOKHHHICTE IOPIiBHAHB.

Komu ocHoBHa Mera mojsdrae B JAeMOHCTpalil HeMeHIoi edeKTHBHOCTI B
HOCTIDKYBaHiW(uX) rpymi(ax) TOpiBHAHO 3 pedepeHTHOI(MME) IpyHoro(amm)
CTOCOBHO iMyHHUX peakIiiif Ha KO>KeH aHTHIeH a00 BUOpaHuii aHTHUIeH, 10 BUKITUKAE
inTepec, BHMOIp Mexi HeMeHINO! e(eKTHBHOCTI MOBMHEH BpAaxOBYBATH THKKICTH
3aXBOPIOBAHHS, IS 3aII00iraHHs SKOTO PO3POOIILETHCS BaKIMHA, PiBEHb CMEPTHOCTI
Ta PU3UK CepHO3HMX MOCTIHHMX HacuifkiB. Hampukmag, $KIo 3ampomoHOBaHO
BAKIUHY JJISI npO(biJIaKTI/IKI/I Bii iHQEKIifHOro 3aXBOPIOBAHHS 3 BHCOKHM DPiBHEM
CMEPTHOCTI, JONiIBHO, 06 MeXa HeMeHIIoi e(peKTUBHOCTI Oyia GilbII diTKOO
NOPiBHAHO 3 BaKIMHAMH, LPWU3HAYEHWUMH [UIs 3amo0iraHi  iHQeKmifHuX

3aXBOPIOBaHb, K1 6YBaIOTB CMCPTCIIPHAMH y IIOOJWHOKHUX BHIIQAKaX Ta HE
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TPHU3BOJATE 10 CEpHO3HMX MOCTiMHUX HacniakiB. Kpim Toro, Bubip Mexi HeMeHIIo1

e()eKTHBHOCTI MOJKE. BpaXOBYBATH OUIKyBaHY TOUYHICTH BUMIDIOBAHHS Ta TEXHIYHI
XapakTEepUCTUKH  JOCHI/DKYBAaHOTO @Halli3y CTOCOBHO HEPBHHHOIO - IMYHHOIO
napamerpa.

HopiBHSNbHI ~ JOCHI/UKEHHS IMYHOTEHHOCTI MOXYTh MaTH Ha  MeTi
JIEeMOHCTpalilo IepeBard iMyHHOI BigmOBiAi Ha ozmﬁ a0o MeKinnbKka aHTUIEHIB B
JOCIPKyBaHild TIpyni HOPiBHAHO 3 pedepeHTHOIO Tpymor. Hampuknan, Koim
- pedeperTHa Ipyma He OTpEMYye BiamosinHoro(ux) amturena(iB) y BHIT[KY, KOJH
HOPIBHIOIOTHCS NO3H a0 cxeMma(u) (H0o3yBaHH:A) Ti€l K BaKIIMHUA-KAHAUAATA, T4 KOJH
OLiHIOETECSA eeKT JomaBaHHS a'I0BaHTy. SIK BapianT, Te came BUNPOOYBAHHI MOXKE
Oyt pospobnene mis AeMoHCTpanii HeMeHIIol epeKTHBHOCTI, TOGTO Heripmmx
iMyHHUX BiJITOBi/leH Ha HesIKi aHTHI'eHH, Ta MepeBary o0 BiAMOBinei Ha iHmi, abo
BOHO MOXE IUIaHYBAaTHMCA IJId TECTyBAHHA HAa HEMEHINY e(eKTHBHICTb, i, SKIIO
KpuTepili Gyje BHKOHAHO, 3 HACTYIHMM TECTyBaHHAM Ha Iepesary. Hampuxian,
KOJH BaKNWHA-KaHOWOAT MICTUTH AHTHTeHH Big OILmbIIOl KiNBKOCTI IiATHIIIB
30y[HHKa TOPIBHAHO 3 33aPEECTPOBAHOI0 BAaKIMHOIO, METOK MOXe OyTH
AEMOHCTpaIlisd HeMEHINOi eeKTUBHOCTI I coinbHUX (mofinenux shared) migTwmis

Ta IIepeBaru — il HECIUIBHUX (HemoaineHux non-shared) miarumis.

3.4. Cknaod, 003a ma zpaghix

3.4.1. Cxnag Ta no3a

Ml aHTHreHy, sKUi paHilne He OyB y CKIIaji 3apeecTpOBaHo] BaKIMHH, 3B'S130K
MDK 10300 Ta IMYHHOIO BINUOBIAMIO CIif OOCTI/DKYBAaTH y KIIHIYHUX
BANPOOYBAaHHAX, BPaxOBYIOUH, 110 NaHi in Vivo NOKIIHIYHUX TOCTiIPKEHb 3a3BHYAi
He KOPHCHI 1 BUOOPY JTO3M IS JTIOAMHH. SIKIIO HEBiOMO, IO MOXe SBJISTH COBO
3aXdCHA IMyHHA BifIOBiAb, /03y AHTHICHY, IIOHAJ SKOK MHPHPICT B iMyHHil
BIZITIOBiIi He ToMiTHTH (To6TO crocTepiraeThes IIaTo-eeKT), CIif AOCIiIKYBaTH,
SIKIIO HEMA€ IUTaHb M0N0 Oe3NeKH, 10 0OMEeXYIOTh 103y. [ BaKIMH-KaHIUIATIB,
[0 BKJIIOYAIOTH BEKTOPOBAaHI aHTHUICHH, Y BHIIPOOYBAHHSIX, IO BH3HAYAIOTH J103Y,

CIiZ OLIHWTH HOTEHIIMHWI e(eKT SK TapreTHHX, TaK i CIIPUYMHEHUX BaKIIHHOIO
13
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iMyHHEX peakmili Ha BEeKTOp, MO IMyHHHM BiIMOBimIM Ha aHTUT'CHHU, OTPUMaH] Bij

I[IIbOBAX 30YHHUKIB.

JIns BaKIMH-KaHIWATIB, 10 MICTATH ofuH a60 Gibie AQHTHICHIB, SIKi paHiie
HEe [O€JHYBANTMCH B 3apeeCTPOBAHIM BakUuWHWi, iMyHHI BiALIOBiZI MOXYTH
TNIOPIBHIOBATACS 3 THUMHM, IO CIOCTEPIraucs MiCHs PO3ALIGHOTO BBEICHHS. Lien
TiXig Moxe OyTH HermoTpiGHIM a60 HeTOITbHIM, AKITO:

AyXKe BeNUKa KiIbKiCTh aHTHT'€HIB MAIOTh NOEHYBaTHUCA (HATPUKIIAM, AEKIIBKA
I ITHIIIB 30yAHUKA);

JNauuid aHTWreH (u) Oyme JomaBaTucs IO 3apeecTpoBaHOl KOM6iHOBaHCI
BaKIMHHU, i B IBOMY BHIIAJKy BHIPOOYBaHHA MOXeE HODIBHATH KOMGiHOBaHY
BaKkIWHY-KaHIMJaTa 3 OKPEMHMH BBEJCHHAMHU 3apEECTPOBAHOI KOMGIHOBAHOI
BAaKIWHA Ta JOJATKOBOIo(¥X) aHTUreHA(iB);

KOMOIHOBaHa BaKI[MHA-KAaHAWIAT BKIIFOYAE JIALIE QHTUTEHH, 10 BYXXE BKIIIOYCH]
10 CKNaly iHIIMX 3apEECTPOBAHMX BAKIHH, | B [EOMY BHIIAJKY KAaHIUIATA MOXHA
TNOPIBHATH 3 OKPEMHMMH BBEICHHSIMH 3apeeCTPOBAHMX BAKIHMH a00, KO BOHH BIKE
3aTBEPIPKEHI JUISl CITJIBHOTO 3aCTOCYBaHHS, KAaHAHIATA MOXKHA LIOPIBHATH 3
OJTHOYACHHUM BBEJICHHSIM 3apEECTPOBAHMX BAKIIMH. Mo§KyTL Oyt mepenbaveHi i
inmi creHapii, a pimeHHs momo HeoGXimHocTi Ta MaclITaby BHIPOOYBAHb CJﬁn
IIpU¥MaTé B in[HBi;[yanLHbMy HOPSKY.

Henepenbadysanmii BIUTMB Ha iMyHHI BiNMOBifi crocTepiraeThes, KOMM mesxi
KOH'IOraTH ca)iappmiB 3 OiIKOM BKJIFOYEHI 10 KOMOIHOBaHMX BaKUHAH-KaHIUIATIB 3
IEBHAMHU iHIIMMH aHTHUTEHAMU, BKITIOYAIOUH iami kxor'toratu. Hampukiar, iMyHHI
Bi/IIOBili Ha aHTHIeHW, SKi € TAKUMH X, SK OLIOK-HOCIH y KOH'Iorati (Hampukiaz,
IIPAaBUEBUH aHATOKCHH) abo 6iu3pko HOro HaramyroTh (HalpHKIa, TUQTepidHmit
aHATOKCHH Ta Olnok-Hocili mudrepiiiHoro amaroxcmry CRM197), moxe OyTu
nocuneHumu. CIiJl peTeNbHO BHBYMTH HOTEHI[AN MiABHIIEHHS abo SHIDKEHHS
iMyHHHX BiIIIOBifielf Ha KOH'TOTOBAH] aHTHUTeHH Ta Ha KOH'TOTATHBH] GLIKMA..

BriodeHHs an'toBaHTa y BaKIUHY-KaHAWAATa BHEMArac  BiATOBiTHOL
apryMeHTamii, Ika MOXe IPYHTYBATHCS Ha TIOEIHAHHS JOKIIHIYHAX Ta KIIHiYHHX
JaHuX. ANIOBAaHT MOXe OYyTH BHIIPaBJAHWM HA MiACTaBl ITOCHIICHHS IMyHHOI

BIJIMTOBIi HA OMMH a60 NEKiIbKa aHTHTCHHHUX KOMIIOHEHTIB, II0 IPOJEMOHCTPOBAHO
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Y JOCHiDKEHHi, B sIKOMy Oe3IocepeHbo IIOPIBHIOIOTECH CKJIAN 3 aix’IOBAHTOM Ta

CKJajg 0e3 a,z:['IQBaHTa. AnbTepHaTHBHO, 260 0AATKOBO, BKIIFOUEHHS aI'FOBaHTa MOXE
CIIyTyBaTH I 3MEHIICHHA KilbKOCTI aHTHT€HHOTO(MX) KOMIIOHEHTa(iB), OTPi6HOT
AT MOCSTHEHHS WMiNboBoi iMyHHOI Bimmosimi. 1a crpareria Moxe OyTH BaKIMBOIO,
KOJIM iCHYIOTh OOMEXEHHS LIOJ0 MOCTAaYaHHI BAKIMHM, [OB'S3aHi 3 BUPOOHHUIITBOM
AHTHTeHHOTO(UX) KOMHOHeHTa(iB), i ouikyerbcs moTpeGa B 3abe3lCUeHH] BEIHKOL
KIIBKOCTI /103 IIPOTATOM OGMEXEHOTO Mepiofy uacy (Hampukiaz, jusa 6opoTsOu 3
naufemMigauM rpumom). Ilopasy, y Bumagky BKIIOYeHHS a[fOBaHTy, JaHi Ipo
besrieky Ta iMyHOTEHHICTH IIOBMHHI OGIDYHTOBYBATH KUIBKICTh, IO MICTHTHCS B

KOXHIH 1031,
3.4.2. I'padix

Hepeunna eaxyunayis

JaHuX Tpo iMyHOTeHHICTP HOBMHHO OYTH JOCTATHBO IS BU3HAYEHHS
MiHIMaJIbHOI KiTBKOCTI 7103, HEOOXimHOI st OTPMMAHHS iMyHHHX Bi)lﬁdBiz[eﬁ Ha
Bume 3HavYeHHs ICP abo mnoporosoro 3HaueHHs, abo, y BHmanky BimcyTHOCTI
OCTaHHIX, I MaKCUMAJIbLHOTO 301IbIITeHHS iMyHHO{ BifmOBi i, iKYy MOXHa Gezmeuno
JIOCATTH B LNBOBiH MomyIamii a6o cyGHomyamisax (HamprKiias, BiKOBHX HiArpymax),
Binmosinuuit intepsan mosyBaHH g JOCIi/KYBaTH, BPaXOBYIOUH HAsBHi IaHi po
KIHETHKY iMYHHOI BilIOBLIi Ha KOXKHy HACTYIIHY JT03Y 3 IOCIIiTOBHO BBEJEHUX JI03.

Y HeMOBIAT 9acTO BaXINBO BU3HAYMTH rpadik, skuil 3a0e3IednTs 3aXUCHi
iMyHHI BigmoBigi ﬁKOMora panime. Tomy crifi ONiHIOBATH BIUIMB MATEPUHCHKUX
AHTHTII Ha IMyHHY BiIIIOBiIF HEMOBIS, KOMH Hepiy 03y MOXYTh BBOJHUTH y
pisHOMy Bimi. SIKIIO HAsBHICTE MATEPUHCHKOTO AHTHUTINA BMGHLHyC’ BEIINUHHY
iMyHHOT BIiINOBi/Ni y HEMOBNS, KOPHCHO OIUHWTH, UM NpaliMyBaHHS BCe-TaK{
BiIOyBaeThCS, MPHU IBOMY BU3HAYAlOYM HaWOiNbII paHHIM BiK, y AKOMy MOXHa
BBOJUTH IIEPILY J03Y.

He Tpe6a ouimosaty iMyHHi BiAnoBimi Ha BakiuHy-KaHmMAaTA 'Y’ ZeKITBKOX
rpaikax iMyHi3alii HEMOBIS B pyTHHHOMY 3acrocyBaHHi. Hampukian, sximo

3po0IIeHO BHCHOBOK, IO, IMOBIpHO, MOTPiGHI ABI K03M, OMIHKH IMyHHUX peaxiiiif y
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Billi 2 Ta 4 micsuis Gyno 6 JOCTATHBO Y MiATPAMKY BUKOPHUCTaHHA 3a rpadikoM, sSIKui

NOYMHAETBECSA Ta/abo 3aKiHUyeThCss B OLIBII Mi3HBOMY Billi, OCKiIBKE iMyHHI
BiJIIOBi/, K NPaBUJIO, CKOPIiIle BHIN, HDK HIDKYI, OCKITBKHE BIK B MEKax TATSIAX
POKiB Ha 9ac BakIuHanil 36inbmyerscs. Oninka iMyHHUX peakiif y Bimi 2 Ta 4
MICAIiB HE MifIcTaBa Jisk MOYATKy BaKIHHALI] 0 2-MiCSYHOTO BiKy a060 3acTOCYBaHHS
JI034 3 IHTEpBAIOM B 1 Mics1p.

Jlnst pisHMX UiNBOBMX TONYINSNiM (HANPHKIAM, HENOHOLICHI IiTH, JHOIU
TIOXIJIOTO BIKY, XBOPi 3i 3HHXKEHHM IMyHiTeTOM Ta XBOpi Ha reMojianisi) MOXyThb
Oytu motpibHi pisui rpadiku Bakumuanii. OcoGIHBEX rpadikiB TakoX MOXKYTh
IOTPeGyBaTH TOMYMIANil, SIKAM 3 HPaKTHIHHX HPHIHH IOTpiOHA OMHOPA30Ba 7032

abo cruciuit rpadik (HanpUKiIan, MAHAPIiBHAKAM i BariTHUM).

Pesarxyunayis.

3MaTHICTE IEPBUHHOTO KypCy BaKIFHAINT BHKIMKATH IMyHHY TIaM’ATh MOXe
OyTH NPOAEMOHCTPOBaHA IIIIXOM BBEICHHS HACTYNHHX 103 Tiel X BaKIUHA
NpUHAUMHI depes 6-12 MlC}IIIIB INCIIS 3aBEepIICHHS HepBI/IHHOI BaKIMHAII., SIKIo
GMC abo GMT micms BBeleHHS HO3H NEPCBUIIYE 3HAYCHHS ITICHIS BBEICHHS
IEPBUHHOI /103U Ta/abo B Ipymi, IO paHille oTpuMaia IIEPBUHHY BaKITUHAIIIIO,
TIOPiBHAHO 3 BBEJCHHAM OIHOPA30BOI 103U paHillle HeBaKIMHOBAaHiM Bixmosinuiil 3a
BIKOM Ipymi, MOXHa 3POGHTH BHCHOBOK, IO NEpPBHUHHA BAKIMHAILI BUKIAKANA
3aiexHy Bif T-KIiTHH iMyHHy BimmoOBimb, IO HNPU3BOAUTE O AaHAMHECTUYHOL
BIIOBiLi Ha 103y, IO BBOAUTHCS TTicIIs MpaiiMyBaHHs (6yctephny mosy).

SIKII0 BiZOMO, IMO NS iATPUMKH 3aXUCTY 3HAZO0OIATHCS JOMATKOBI JIO3W,
iMyHHY BimUoBims Ha omHY abo Gimbe 7103, IO BBOZSTHCH IicCIA TpaliMyBaHHS
(6ycrepHEX 1103), 3a3BHYail CILX MOCHiUKYBATH IIJ dYac mHepefpeccTpalifamx
BUNpPoOyBaHb. SKIIO Ie He BifOMO, IO MONATKOBi J031 TOTPIOHI Ut I ATpUMKHA
3aXHCTy BiJ| HUTFOBUX 30YAHUKIB, CIiJl HOCTiqUTH HeOOXiTHICTh Ta CTPOKH BBEHEHHS
A0MaTKOBOI(1X) 103(M) MiC/IA MePBHHHOTO KypCy BaKIMHALII. BusHaHo, 110 notpeba
B JONAaTKOBHX M03aX Moxke OyTM BH3HAYCHA IICIA OTPUMAHHS IHIINAIbHOT

peecTparrii.
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JAns medKuX BakOyH, sSKi BUKIMKAIOTE IMyHHy mam'ath v HEPBUHHI T

BaKIMHAaIlii, MOXIIHBO, He IOTPIGHO BBOIUTH TY caMmy Lo3y Juist peBakuuHanii. Tomy
MO>Ke OyTH JOPEIHHM JOCHITUTH Ge3NeKy Ta iMyHOI€HHICTs HIDKYUX 103 aHTUTCHY
JUIs peBAaKLMHAMIl, HDK Ti, II0 BHKOPHCTOBYBAIHCH I IpaiMyBaHHS, a0o s
PeBaKIMHAL{T 32CTOCOBYBATH CKJIAJ, 0 TKOTO He BKIIOUCHHMI aJ1’IOBaHT.

Jx TpaBuiio, He PEKOMEHIYETHCS POOMTH BHCHOBKH ILIONO HeOOXiTHOCTI
3aCTOCYBaHHS OyCTEpHHX JI03 JIMINE HA IICTABi 3HIDKEHHS DIBHS aHTHTLN. Joist
Aeskux 30yIHMKIB 3HIDKEHHS DIBHS aHTHUTLI, BKIIOYAIOUH piBHI HmIXKUe
nepenbadysanoro ICP, He 0GOB'13KOBO BKasye Ha BTpaTy 3axHCTy, SIKIIO Oyna
BIIBIICHA IMyHHA MaMm’ATh (HAaNpPHKIa[, BAKIMHH Bif TelaTHTy B). HaBmaku, nus
AesAKMX 30yAHHKIB, sKi IIBUIKO ypaxaroTh (WIBWKa iHBasis) micis Komomisartii
(wanpuxnan, N. meningitidis), Moxe 6yTu HeOOXixHAM HiITPYMyBaTH TICBHIH piBEHb
WPKYJIOIOYOTO aHTHTINA, MO0 3a0e3MEYNTH 3aXWCT, HABIThH AKIIO IEPBUHHA
BaKIWHAIlif BUKIAKaNa iMyHHy mam'sts. Yepes ui IPUYMHHA PEKOMEHIYETHCS, SIKIO
MOXIIMBO, [I0TPefy Ta CTPOKM BBECHHS IONATKOBHX 03 BA3HAYATH 33 JOTOMOTO0
TPHUBAJOTO CIOCTEPEXKEHHS NOCIIUKYBaHuX, sKi OylM BKIIOYeHi 10 BHIpOGYBaHb
ebexruBrocTi (efficacy) Bakummm, Ta/abo nociimkeHh mi€BOCTI (effectiveness)

BaKIUHY 260 JaHUX CIOCTEPEIKEHHS, IO OTPHMAH] y micispeecTpauiiumii mepioy.

Buxopucmanns pisnux eaxyun écepeduni spaghixis

Joist o6rpyHTyBaHHS 3acTocyBaHHs Ginblue OxHie! BakKUMHM IS TOCTABKH
3aranbHOl KINBKOCTi JI03, W0 HOTPiOHI y MeXaX EepBHHHOTO rpadiky, cimij
IPOAEMOHCTPYBATH, IO IOAIGH] IMyHHI peakii JOCATaloThCS 38 OMOMOTOM0 OiIbIIe
oxuiel BaKIIUHA nopiBH}IHo 3 OZIHOIO BaKIMHOIO, 1100 BUKOHATH Tpadik.

st oGIpyHTYBaHHS 3aCTOCYBaHHA BAKIWHH JUIS  TIOCHJICHHS IMyHHHX
BIAOBiZEH y MOCHIMKYBaHHX, sKi OTPUMANM IEpPBUHHWA Kypc BakmmHaIii i3
3aCTOCYBaHHSIM iHﬁiO'l’ BaKLHH, IOCIHIPKYBaHI IiCis TEPBHHHOI BaKIWHAIT i3
3aCTOCYBAaHHAM OJHOI BAaKIWHM MOXXHA PaHIOMI30BaHO BifibpaTu ms OTPHMAaHHS
OycTepHOI [I03W BaKIWHH, SKOO IM IPOBENH IIEPBHHHY BaKIMHAINI, 460 JUIST
33CTOCYBaHHS 3al[POMOHOBAHOI alBTEPHATHBHOI BAKIMHH 3 METOIO JIEMOHCTDAIi

HETIpIMX iIMyHHUX BinmoBimeii.
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His  OBIpYHTyBaHHA 3acTOCYBaHHS OfHI€] BAaKIHHHO! KOHCTPYKIl mJis

NEPBMHHOI BaKIMHAITI] Ta 1HIIOT — [Is BTOPUHHOI BaKIMHALIT JOCIi Ky BaH7i#H rpadik
MOJKHa IIOPiBHIOBATH 3 IIOBTOPHOIO JI030F0 HepuIol BaKIIMHHOI KOHCTPYKIII 3 METO0O
AeMOHCTpallii IlepeBary iMyHHHX BifToBineit Ta/a6o PO3IIHPEHHs IMyHHOT BiAMOBiAi

(HampHKIIaz, Ha JEeKiTpKa THINB 30yIHUKA).

3.4.3. Illasix Ta/abo cnocié BBexenHs

JU11 HOBOI BaKIMHH-KaHINIATA BUOIp IULIXY BBEIEHHS CIIia BHBYATH, HKIﬁO
Tpe6a, y AOCIi/KEHHAX IEPBUHHOT 03H, JIIKapChKOL popmMu Ta cXeMu BBE/ICHHS.

Jlnst OOIPYHTYBaHHS aNBTEPHATHBHOTO ILLIIXY BBEICHHS 3apeECTPOBAHO]
BaKIUHYU 6e3 3MiHU CKJIajly BaKI[MHH (HampukIIan, 1mo6 HAMATH MOXKIUBICTS BBOJUTH
BaKIUHY, IO 33apEECTPOBaHa I B/M BBEJEHHs, ILAINKIPHO, iHTpaHA3albHO a60 3
BUKOPHCTAaHHSIM HOBOI'O IPHCTPOIO, TAKOTO SIK ILIACTHD 3 MiKporoJikamu), 3 a6o 6e3
3MiHH J103(H) aHTHIeHy, CIiJ POIMTISHYTH HeOOXiTHICTE MPOBEICHHS BHIIPOOYBAHHSI

(fuB. Pozmin 4).

3.5. Oonouacne 3acmocyeanns

OnHoyacHe BBeJEHHS BaKIMH MOXKe IIPHU3BECTH /0 BHINOTO 860 HIDKIOIO
piBHSA iMyHHOI BiJOBi/li Ha TIEBHi AHTHIeHHi KOMIOHEHTH HOPIBHAHO 3 OKPEMMM
BBEJICHHSIM. |

Ha MomenT oTpuMmanms iHinjamsHoro peecrpamiiHOro IIOCBIMYeHHSA Ha
BaKIMHY OaXaHa HasBHICTh MaHWMX PO OAHOYACHE 3aCTOCYBAHHS 3 BaKIIMHAMH, 5IKi,
MBU/INE 33 BCe, OyAyTh BBOAMTHCA OFHOYAcHO. Komm icHye jexinbka
3apeeCTPOBAHUX BaKIMH, 10 3aXUIIAIOTH BiJl Ti€l % XBOPOOHM Ta SKi MOXXHA BBOIUTH
OIHO4AaCHO, BUNPOOYBAHHS Ha MifCTaBi OHOTO HPHKIALY MOXKe OyTH I0CTaTHBO
JUl TOTO, 06 3pOOMTH 3arajbHy 3asBy HPO ONHOYACHE 3aCTOCYBaHHs BaKLIMHY,
Onnax ockineku BapiabenbHe HOCHIIEHHS a60 TOCIA6IeHHS iIMyHHHX BiAmoBimei Ha
KOH'IOTOBaHi CaxapHjH CIIOCTEpIraeThes, KoMK GLIKu-HOCIT mist JIKapchKUX 3ac00iB,
II0 BBOJSATHCS ozszqaCHo, € ONHAKOBUMH 260 Pi3HEMH, TIeBHEH THII KOHIOTaTy,

JaHi mpo SKmH HasBHI, CIifi 333HAYATH Y KOPOTKill XapaKTepHCTHIli NiKapChKOTo

3acoby (SmPC).
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JJis MesKuX BaKIWH, HANPUKIIAL, THX, IO TIPU3HAYEH] I TIEPBUHHOTO KypCy

BaKIUHAIT Yy HEMOBJIAT, MOXe 3HanoOuTHca 3abe3leueHHs OTPUMAHHS BCiMa
AOCIIUKYBAHUMH Yy KIiHIYHOMY BHIpOOYBaHHI ycix HEOGXiIHMX aHTHIeHIB hifo)
AOCATHEHHS TIeBHOTO BiKy. Jlis 32710BoNeHHs Iiiel MOTPeGH, MOXKYTh IIPOBOIHTHCS
BUIPOOYBAaHHS, y SKHX CyIyTHE IPU3HAYECHHS IIOPIBHIOETHCH 3 OKpEMUM
NPU3HAYCHHSM, IPH IBOMY BBEACHHS 3MiHCHIOETBCS HOETAmHO (HANPHKIAN, Ui
TIOPiBHSHHS CYITyTHHOTO BBEAEHHS B 2 Ta 4 MicAIl PYTHHHMX BaKIHH zmﬁ HEMOBJIAT
Ta BaKUMHA-KaHIMIATa, IO BBOAMTBCA y 3 Ta 5 MicsuiB). ¥V cTapmmx BikoBHX
rpynax Oimbml HMOBIpHO 3HAMTH NOMyNAmii, y SKuX .CYIIYTHC BBEJICHHS MOXHA
TIOPIiBHATH 3 OKPEMUM BBEJICHHAM, OCKUIBKH [OCATHEHHS 3aXHUCTY BiJl yCiX aHTUIEHIiB
33 KOPOTKHH IPOMIDXOK 4Yacy Moxe OyTH MeHm KpuThgauM. JUis MesSkuX THIINB
BaKIWHH, TAKKX 5K Ti, IO 3a3BWYali BBOASTHCS IEpe;] MaHJPIBKOIO, TAKOX BaXKIIUBO
OLIHUTH iMyHHy iHTephepeHuito Py 3acTOCYBaHHI HAMGLIBII CTHCIOrO rpadiky 3
THX, 1[0 MOXYTh 3HAJOOUTHCS.

Sxmo Oynp-aKi JOCIiIKEHHS OTHOYACHOTO 3aCTOCYBaHHS BUSIBJISIOTH BAXIUBI
3HIDKGHHS IMyHHOI BifOBiMi, y IOAANBIIMX BHHPOOYBAaHHSX MOMKHA BHBYATH
MiHIMaNbHUH iHTepBaT MIX 103aMH, IO He CIPHUHHSE OyIb-SIKOTO BILTUBY, TaK 100
MOXHA Oyn0 Ha/JaTH BiANOBIIHY DPEKOMEHAAII0 y KOPOTKiii XapaKTePHUCTHIT

JTiKapChKOro 3aco0y.

3.6. Mixccepiiina oonopionicme

BunpoGyBanHs Ha MDKCepiliHy OHOPINHICTh 3a3BHYail He BHMAraeThCs, alne
BOHO MOXE BBAXaTHUCS KOPUCHUM 3a IEBHUX OOCTaBHH, SIKi CIIi po3risiaaT ‘B
KO)KHOMY KOHKPCTHOMY BUMAKy. SIKIIO Take BUIPOGYBaHHS npOBoL[HTLcﬁ, BaXKJIUBO
POSIIAHYTH Ta OOIPYHTYBaTH KiNBKiCTh Cepiif IuIs HOpPIBHAHHS T4 MeTo[ BinOopy
cepiii (Hampmkian, Ti, LLto IOCITIIOBHO BUTOTOBIEHI, 460 Ti, II0 obpani mMeTomOM
paHzoMisanii). OcobnuBy yBary CIiJi NpUIiNMTH IepBUHHIN KiHIeBiH Toqri iMyHHOT
Bi/IIOBIIi T IOTIEPeTHHO BU3HAYEHUM KPUTEPisM IPHHHATHOCTI.

Iin ac nporpamu KiriHI9HOT po3poGKHE PeKOMEHAYETHCS IIEPEBIPUTH JIeKiTbLKa
cepill BaKIMHU-KaHIUIATA i3 CKIAZOM, IO MOqiOHmit CKJIaJy KiHI[eBOTO MPOIYKTY,

NPHU3HAYCHOI'0 IJIA MPOJAXYy. }IKHIO ¢ HEMOXIIUBO 4€pe3 3MiHI/I, IO BBOAMJIMCA HA
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Mi3HiA cTaxii BEPOOHHUITBA, CIIOHCOp IOBUHEH OOIPYHTYBAaTH PENEBaHTHICTh MAaHHUX

KIHIYHOTO BHIpPOOYBAaHHS Ui Cepilf, NpH3HAYeHMX s IIpofaxy, Ha Iizcrasi

IIOKa3HHKIB AKOCTi Ta/ab0 IpOBeCTH KIIiHiUHe MOPIBHIHHS Mi CEPLIMH.

4. EPEKTUBHICTD

4.1. Bumozu 0o sunpoGyeanns epexmugnocmi

BumnpoOysanss eheKTHBHOCTI BaKUMHM He BHMATAIOTBHCS, SKIIO Oynp-sika 3
TaKHX YMOB BHKOHYETHCSL:

€ MOXJIHBICTS iHTEPIIPETYBATH iIMyHHY BiIIOBiNG HA BCi AHTHIE€HH y BakIMHI-
KaHIUIaTi, 3acTOCOByioud joOpe puBueni ICP. VYV IEOMY BHIAIKy HEMAaE
HeoOXimHoCTI Y néMOHCTpaui'i HEeMCHINOI  e()eKTHBHOCTI  HOpIBHAHO 3
3apPeECTPOBAHOI0 BAaKIHHOIO TSl IMyHHHX BiTIOBiZeH Ha KOXEH aHTHTeH. THM He
MEHLI, PeKOMEH/TYEThCS, 100 y BUIPOOYBAHHSX 3aCTOCOBYBATY METOA PaHAOMI3aIlil
IIO Bi/[HOWIEHHIO JIO BiJNOBIAHOI 3apeecTpOBaHO] BAKIMHK, IO JO3BOINTE OMHCOBE
NOpiBHsAHHA Tpodimis  Gesmexn. BusHaderHs iMyHHHEX peakuif Ha mpenapar
TIOPIBHAHHS MOKe OYTH KOPHCHHM IS PO3TIILLY PE3yNBTaTIB y CYKYIHOCTI, KON
TIOKA3HUKHU CEPOJNOTiYHOr0 3aXUCTy Y TPYIIi, IO 3aCTOCOBYBANa BAKIIHHY-KaH/IMIATA,
HECIIOAIBaHO HU3bKi 200 BHUCOKI (HANpUKIas, depes XapaKTEePUCTHKH HOCIIIKYBaHOT
TIOIYJIANii Ta/ab0 MUTaHHS, OB’ 13aHi 3 aHATI30M).

IcHye ux Hemae Oynp-sxoro ICP, ame moxHa 3po6HTH BHCHOBOK IIPO
CQEKTHBHICTS BaKIMHH, JAEMOHCTPYIOYH HeripIimii piBeHb IMYHHUX peaKIliif
(HeMeHmy edeKTHBHICTB) MiX BAaKIMHOIO-KAHIHIATOM Ta 3apEECTPOBAHOIO
BAaKIUHOIO, JUIS SKOi OLiHEHa e(heKTUBHICTH a0o mieBicTh. SKimo came Tof BaKIWHH,
AT Kol Oyna BU3HAYeHA e(eKTUBHICTE a00 Ji€BiCTh, GilbIIe He icHy€, TOpiBHIHHS
MOXHA POOHMTH 3 3apeeCTPOBAHOI0 BAKIWHOWO, SKa Gyla cama CXBANEHA MLITXOM
3aCTOCYBaHH CTpaTerii iMyHO3’exHaHHS (immunobridging). lomarkosi (3’enHyr04i)
TOCIKEHHS], 10 CIIPOEKTOBAHI IJIA TOro, mob IPOJIEMOHCTPYBATH E€KBiBaJICHTHY
IMYHOTEHHICTS, 0670 BUKIIOUNTH KITiHIYHO 3HAYYILy Pi3HWINO iMyHHO! Bixmosimi

MK TONMYJSIi€r0, B SKifi BHIBJIEHO e(EeKTHBHICTD, 1 HOMYJALIEI0, Ha SKy
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EKCTPAIONIFOIOTECS 11 Pe3yNbTaTH, WO BKA3yIOTh Ha eeKTUBHICTE), Ta sKa 6,

6axxaHo, AI.I_II/IpOKO BUKOPHUCTOBYBaIacs 0€3 JKOMHUX ITUTaHb IOHO 3aXHUCTY.

IMyHHi peakii Ha BCi aHTHTEHM Y BAKITMHA-KAHIHIATA MOXKHA iHTepIpeTyBaTh
38 OIIOMOTOI0 MOE/IHAHHS BHINE3a3HAYEHIX TIiIXO0/iB.

SIKimo iMyHONIOrivHI JaHi He MOXHA 3aCTOCOBYBATH IS BUOOPY HO3H, CKIay
Ta rpadiky, fKi, K MOXXHA NepenGavnTH, 3a6e3meuars 3aMOBLIBHEM 3aXHCT Big
inQeKnilfHIX 3aXBOPIOBaHB, SAKUM 3aIIO6IrarOTh, BUIPOOYBaHHA e()eKTHBHOCTI
BakKIMHYU CHiJl HPOBOMUTH, KONH IIe IOINJIBHO. MipkyBauHs 1010 JOLLIBHOCTI
IPOBENIEHHS BUNPOOYBAHHS [10/I0 €(DEKTHBHOCTI BaKIIMHH BKIFOYAIOTE TaKe:

iHpekuiliHe  3aXBOPIOBAaHHA, AKOMYy 3aIIOGIraioTh, He 3ycﬁ?piqaeTLcsl
(Hanpuknan, Bicma) aGo BHHHKAE 3 YacTOTOIO, SIKA HA/ATO HU3BKA IS IIPOBEICHHS
JOCII/DKEHHS TPOTATOM MpPHMHATHOIO IIepioxy 4yacy (Hampukiax, cubipchbka
BHpasKa, GpyLenso3, muxoManka Ky);

indekuiliHe 3aXBOPIOBAaHHs, SKOMy 3amOGIrarOTh, BUHHKAE y  ¢dopmi
Henlepe0auyBaHuX Ta KOPOTKOYACHUX CIIANAXIB, SIKi, HABITH IIPH BEJHKIH KiTBKOETI
YPaKeHUX, HEe HaIaroTh NOCTATHHO 4Yacy OIS HAKONHMYEHHS NOCTATHBLOI KiTBKOCTI
BHNAJKIB JUIS OUIHKH e(heKTHBHOCTI BAKIWHM (Hampukimazm, meski  BipycHi
TeMOpari4Hi JIMXOMaHKH).

Konu nemoncTpatis eheKTUBHOCTI BaKIMHK BBAKAETHCS HEeOOX1IHOIO 1 BOHA €
IOLIIBHOIO, MOXe OyTHM NpHIHATHEM OfHe 6asoBe BUIIPOOYBaHHS e()EeKTUBHOCTI
BaKIMHY, OCOOJMBO y BHIQAKY HU3BKOT 3aXBOPIOBAHOCTI Ha iHbeKitine
3aXBOPIOBAHH, AKOMy 3a1obiratoTs. OTxe, HOTPiGHE IyKe BelUKe BHIPOGYBAHHS
AJSL HAKOIMYCHHS MJOCTATHLOI KINBKOCTI BHNAAKIB JUIST OITIHKH e(eKTUBHOCTI
BaKI[WHH.

st 30ynHmKiB, SKi MalOTh JEKilbKa IiATHIIB, MOJKIIMBO, II0 BHIIQAKH, SIKi
TPAIUIIOTECS B ﬂocﬁimKeHHi ebexTUBHOCTI, MOXYTh GyTH 06yMOBICH] onHAM 260
NUIe  NEKiMbKOMa IATHIAMM 30YIHHKA. Cooncopu Mornmu 6 pO31"J’I}IHy1"I/I
MOXIHBICTE IpPOBeeHHS 6a30BOr0 OCIIKeHHS e(heKTHBHOCTI y perioHax,
BiIiOpaHuX Ui 36iNbIIeHHS WMOBIPHOCTI TOrO, IO Bnﬁa/:[KH, Kl CIPUYMHEH]
IMUPOKAM Jliara3oHoM IiATHIIIB, X04a He clix 6yi1o 6 OYiKYBATH, 1110 BUIIPOOYBAHHS

NpU3HAdeHe VIS OLIHKK e(eKTHBHOCTI, crmermudiunoi s meBHOro HiATHITY,
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AJIbTE€pHATUBHO, CIIOHCOPH MOXYTb PO3IITHYTH MOKIIHBICTE IPOBENCHHS IKIIBKOX

JIOCIIi/KeHb e()eKTUBHOCTI BaKIMHA B pi3HEX perioHax, je, K Bimomo, IIEPEBAKAIOTE
IEeBHI ITiITUIH. 3aJIEXKHO BiI KOHCTPYKIIi BaKIMHH, JOKIiHITHI Ta/a00 iHmm Kmikitmi
JiaHi Tako3kK MOXYTb GyTH BUKODHCTaHi Iist T ATBEPIKEHH: ¥MOBIPHOI 0HOPIAHOCTI
e()eKTUBHOCTI 110 BCIM MifTHIIaM.

st neﬂKHX iH(eKIiHAEX 3aXBOPIOBaHb MOXYTH icHyBaTH Baromi HaykoBi
IPUYMHY Tepef0avnTy, IO 3aXHCHY e(eKTHBHICTE, IO IIPOIEMOHCTPOBAHA 'y
GazoBoMy JOCHiIKeHHI eeKTHBHOCTI il OmHiei TOIYJANI] y [EBHOMY BiKOBOMY
Jiala3oHi, HE MOXKHA CKCTPAIlOJIIOBATH Ha IHIN MOMYJISIii 3 THM CaMHM BiKOBHM
miamaszoHoM. Hampukian, Yy JHeSKHX perioHax Moxe OyTH AeKiibka CYIIyTHIX
indpexnif B momymamisx Ta/abo Moxe CIIOCTEPIraTUCs 3HAYHE CTHMYJIOBAHHS
iMyHHOI BiJIOBIZI 4Yepes NPHPONHY €KCIIO3HITIO, M0 MOXE MATH HO3UTHBHULN i
HETaTWBHUK BIUIMB HA OLIHKY e(EeKTHBHOCTI BAaKIWMHH. Y WX BHIIANKAX MOJKE
3HANIOOMTHCS TPOBENEHHS Ga30BOr0 BUIPOOYBAHHSA, 1O SKOFO BKIIOYAIOTE
PCTIPE3CHTATHBHI 3pasKd 3 DPi3HHX NONyNAmitt a60 IpOBeReHHS JEKiIbKOX

BUIIPOOYBaHb B OKPEMHUX MOIYIISIIsIX.

4.2. Jusaiinu eunpotGysans epexmuerocmi

AOcomoTHa 3axuMCHA e(eKTUBHICTb BaKIMH 333BHMYall  BH3HAYAETHOS
NOPIBHSHHAM 3MEHIICHHS KUIBKOCTI BHNAAKIB JAHOTO 3aXBOPIOBaHHSI  ITiCIIsI
BaKIMHALlIl TTOPiBHIHO 3 3aXBOPIOBAHICTIO CePe HEBAKITHHOBAHIX Y IPOCHEKTUBHUX
PaHIOMi30BaHHX Ta HOABIHHUX CITINKX BUIPOGYBaHHSIX.

JIKmo He iCHye 3apeecTpoBaHOI BAKIMHH Bix 3aXBOPIOBAHHSA, SKOMY CIIif
3a100irTy, 260 HeMae 3apeecTpOBAaHOI BAKIMHM, SKa IAPOKO PEKOMEHIYETHCS IS
BUKOPHCTAHHS Yy WUIBOBiM IOmMymsuii, NpHHHATHEM MOXKe OyTH 3acTOCyBaHHS
mianedo y KOHTponbHiM rpymi. CHOpamKHE IUame60 HE MOXEe BBAKATHCS
NPUMHATHAM, SKIIO JUIS LBOTO 3HAIOOJATHCS iH’ €Kil I HesIKUX BIKOBUX TPYIL.
Sxmo mrane6o KOHTpOJIB BBXAETHCS HENOLUILHAM, KOHTPONBHIH TIpymi MOKHA
BBOZUTH 3apeeCTpOBAHY BaKIHHY, IO HeMae Aii MPOTH 3aXBOPIOBAHHSA, SKOMY CITi/

3ar00IrTH 33 JOIIOMOTOI0 BaKI[MHU-KAH [AIATA.
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OnepM i3 BapiaHTIB € [geMOHCTpamis TOro, MmO 3aXKCHA e(pEeKTUBHICTE

BaKIMHU-KaHAUIATa € HETIPIIOO, HiX Y 3apeecTpoBaHoi BakIuHY. 1{eil nu3aiin Moxe
OyTv HeOOXifHMM, SKIIO YTPMMyBAaTHCS Bif BaKIMHAI|T y Tpymi KOHTPOJIIO
HEMOXKJIMBO, i € NIOHAalMeHIle OfHA UIMPOKO PECKOMEHJIOBAaHA 3apeecCTpOBaHa
BakuuHa. Kpim Toro, Ko BakImHa-KaHAMAAT Gyiia po3poGiIeHa s B;[ockbﬂaneHHﬂ
oxHi€l abo MEKiTbKOX 3apeecTpOBAHMX BaKIWH, JIOILILHO MIPOJEMOHCTPYBATH, IO
e()eKTUBHICTh BaKIMHH-KaHAWJATA MepeBepIlye e(eKTUBHICTD 3apeecTpoBaHoO]
BaKIWHH.

I jmsaliny BENPOOYBaHb Ha e(EKTMBHICTh BKIIOYAKOTH OCIIKCHHS
IIOKa3HUKa BTOPHHHOI YPaXX€HOCTI, AKi iHOJi BHKOPUCTOBYIOTECS, KOJIH BiOMO a60
OYiKyeThCS, IO iH(eKIis, AKiii cmin 3amobirTH, MoB'a3aHa 3 BITHOCHO BHCOKOIO
JacTOTOK0 BTOPHHHUX BHIIG/KIB 3aXBOPIOBAHHSI. Y [MX BHMPOOYBAHHSIX POGHTHCS
NPUITYIIEHHS  TOIO, IO BAaKIWHOBaHI Ta HEBAKIMHOBAHI MAarOTh piBHi IaHCH
OTpHMATH iH(EKUiro Bix mkepena indexuiiinoro saxsoprosamss (index case).

Kpamm pusaiinom Gyme parmomiszamis NpsIMHUX KOHTAKTIB, a I1HOm i
BTOPHHHUX KOHTAKTiB, Y BHIAKy 3 BHKOPUCTAHHAM iHMBiMyaIbHOTO HiX0ay 0
NUTaHHT OTPUMAHHS YU HEOTPMMAHHS BaKIMHH-KaHAWAAaTa. AIBTepHATHBHO, JIONM
MOXYTb OyTH paHIOMIi30BaHI M Herainoi a6o BIJITEPMIHOBAaHOI BaKIMHAIIIT,
MoxumBAM JONATKOBEM Au3aiflHOM MOke OYTH paHIOMi30oBaHHiL BiIOIp WIEHIB
KOXHOTO pyKaBa [0 Ti€l % rpymm, To6TO KIacTepHui paHAoMi30BaHmi mixi, SKuit
CIIiJL BanOB}"BaTI/I B aHaJIisi.

Y  paHnoMi30BaHOMY CTYIIHY4CTOMYy JOCIiIKEHHI BaKHI/IHyjKaH,ZII/II[aTa
BBOZATH IIOCIIZIOBHO IIOIEPENHBO BH3HAYEHMM IPyIIaM Tak, IO KOXKHA rpyma €
ONMHMIEI0 paHfoMisalii. I'pym: MoxyTh BusHauaTHcs akTopaMy xassiHa,
MICIIE3HAXOKEHHSIM ab0 iHImMMHA tbaxropamu. Ileit nusaifH Moxe OyTH 0coOIUBO
MOPEYHNM, KONH € JIOTICTHYHI IPHYWHH, [0 BUKIIOYAIOTh BAKIMHALIIO BEIHKOL
KiNBKOCTI Cy0'eKTiB BAKIIMHOO-KAHAUIATOM 33 KOPOTKHI IPOMIXKOK 4acy.

Inmi uzaliHe DOCHiIKEHb MOXYTH OyTH NOpPEYHMMH 3a MEBHUX 0OGCTABHH.
PexoMeHyeTbCs 3BepTaTHCA 3a HAYKOBOKO KOHCYNBTALUIEI0 1O KOMIIETEHTHHX

opratis €C y KOXHOMY KOHKPETHOMY BHIIaJKY.
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4.3. Busnauenns eunaoxie

BusHageHHs BHNAKIB, AKi CIliJi BAKOPHCTOBYBATH s HNEPBUHHOIO aHami3y,
Ta Oyab-Ki aIbTePHATUBHI BU3HAYCHHS BUMAJKY AJS1 BTOPUHHUX aHaJi3iB 3a3BUYail
BKITFOYAIOTh KILHIYHi O3HaKu Ta/abo CHMITOMH, XapakTepH! Ans iHdekuiliHOrO
3aXBOPIOBAaHHS  Pa3soM 3 JlabOpaTopHUM IiATBEpKEHHAM eTionorii. Imomi
BUSHAYEHHA BHIIAAKIB 11 MEPBHHHOIO a0 BTOPHUHHOTO aHalizy MOXYTh
IPYHTYBATHCA JIMIIS Ha KIIHITHUX 03HAKax abo JIaGopaTopHUX JOCI KEHHSX.

SIKIO MIiKpOOPraHi3M BHKIHMKAE 33aXBOPIOBAHHS pisHOl TsKKOCTI 860 HH3KY
KIiHI9HAX TpPOSBIB (HALPUKIA, 3aTPOXKYIOUl KHUTTIO iHBA3IMHI indexmii, a Takox
JoKanizoBani iH(exwuil), KIiHiuHI 0cOGMMBOCTI BU3HAYCHHS BUIIAJIKY CIIiN BuOHparn
'BIJNOBIZHO /10 3aIPONOHOBAHUX MOKA3aHb. Y IUX BHIAIKAX MoxcyTB 3Ha00UTHCS
OKpeMi JOCIHiDKeHHs e(eKTHBHOCTI 3 BUKOPHCTAHHIM Pi3HUX BH3HAYEHb BHUIIA/IKiB.
KpiM TOro, mis Neskux Bakume Moxe GYTH BaKIHMBUAM HOPIBHSHHS CTYIIEHIO
TOKKOCTI BHNANKIB PO3BHTKY 3aXBOPIOBAHHS Y BaKIMHOBAHHX i3 BHIIaIKaMH, SKi
TPANUIAIOTECS. B KOHTPOIBHIM Ipymi, mo6 BH3HAYUTH, q TIOTIEpETHS BaKIMHALIS
IOKpaItye ab0, MOXKIIUBO, TiBHIIYE CTYIIIHb TAKKOCTI 3aXBOPIOBAHHS.

JIabopatopre. HiATBEpIKEHHS BHIANKY MOXKE OasyBaTHCs Ha OmHOMY aGo
JIEKITBKOX IMyHONOMIYHIX TeCTax, KyJIbTHBYBaHHI 30y/IHUKa, BYSBICHHI 36yIHMAKA
HEKyIpTypalbHUMU MeTofaMu ab0 3a JOHNOMOIOK TiCTONOTIYHUX — JAHHX.
JlaGopaTopHi MeTomu, IO BHKOPHCTOBYIOTBCS IS MiATBEPIKEHHS J(arHO3y B
MICHEBHUX MOCTIJHMX iNEHHUIIIX (cafitax) Ta/a6o B IEHTpaNBHHX nabopaTopisx,
IOBHHHI OyTH noﬁepeILHBo BU3HAYeHI Ta OOIpyHTOBaHi. SIKImO € KoMepriiiino
ROCTYmHi TecTH, BHOIp 1a6OpaTOPHHX METOMB Mae OasyBaTHCAd Ha 3asABICHHX
eKCITyaTalliiHIX XapaKTepHCTHKaxX (TOOTO UyTIMBOCTI Ta CIeIU(IYHOCTI aHaTi3y Ta
YU BBA)XKA€ThCS BIH MPUAATHAM IS AOCIIIKyBaHO! TOIYJIALiL). Y HesKMX BHIaIKax
MOX€ BHHHKHYTH IHTEpEC X0 BHOOPY aHANi3y, AKHi MoXe BHSBHTH JNOJIaTKOBI
30YIHUKH, SKi MOXYTH iH(IKyBaTH OXHOYACHO i3 IILTBOBIM 30yIJHUKOM i, MOJKIIMBO,
BIUIMBATH Ha TSDKKICTH abo mepeGir 3axBoproBanHs. Takox MoKe ‘3Hé.i[061/1TI/IC5[
3aCTOCYBaHHS NOAATKOBHX aHANI3IB I BUIBICHHS TAKHIX MiKPOOPraHi3MiB, SKIIO Iie

BBRXAETHCS BAKIMBUM JULA iHTEpIpETanii pe3y IbTaTiB BHIPOGYBAHE.
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Inoni, Hampukian, Komm Hemae KOMEPLIHHO JNOCTYIIHHX TeCTiB i3

33JIOBUIBHUME  eKCIUTyaTaliffHIMKA  XapaKTepHCTHKAMH, MOMIIMBO,  JIOLIJBHO
BHUKOPHCTOBYBATH éKcnepnMeHTaﬂLHi nabopaTopHi MeTONM M7 BCTAHOBJICHHS
HasBHOCTI iHdekuii. V Takux BHIaAKax Ciif AOKIIaIaTH MaKCUMyM 3YCHIIb IIiJ| 9ac
nporpaMe  KIiHI9HOT pO3poOK:  IyIs OI_IiHKI/I‘ | IyTIUBOCTI, cuenugiuysocTi Ta
BIJTBOPIOBAHOCTI METOXB, INO 3aCTOCOBYIOTBCA. SIKIO BH3HAYCHHS " BUIIAJKY
0asyeTbcs Ha TiCTONOMIYHMX pe3yibTarax, KpUTepil Uil BU3HAYEHHS CTajii Ta
IIPOTPECYBAaHHS CIIiJ| 3a3/aJIeTiib BU3HAYUTH B IIPOTOKOII, TAKOXK PEKOMEHy€ThCS
HASBHICTH CHCTEMH KOHTPOJIIO SIKOCTi Ta/a60 BTOpHHHE BUYHTYBAaHHS PE3YJIbLTATIB B

eKCIIePTHIN NeHTpanbHiit 1aGoparopii.

4.4. Bcmanoenenna eunaokie

3asBudail iCHye aKTHBHE BCTAHOBJIGHHS BHIAAKIB NPHHAHMHI 10 MOMEHTY
IPOBEACHHS IEPBUHHOTO aHaisy. SIkio Gy/ie HOTpiGHAM HoqabTe CIIOCTEPEIKEHHS
MCJS TMIEPBUHHOTO aHANI3y, PilleHHS Ipo IePexifi M0 NACHBHOTO IIiITBEpIKEHHS
BUIAJKy IOBHHHI BPaxXOBYBAaTH BaXIIMBICTh OTPHUMAHHS JOCTOBIPHUX OIIIHOK
e(QEeKTHBHOCTI BAKLWHU y JOBIOCTPOKOBIif nepcHeKTuBi Ta iHpopMalio Tpo
XapaKTepPUCTHKY BHIIAJKiB, SKi 3 4acOM BHHHKAIOTH y paHiIle BAKITMHOBAHWX Ta
HEBaKIMHOBAHUX JIOCTI[)KYBAHHX.

Ko mepBuHHOIO KiHITEBOIO TOYKOIO € MaGopaTopHO HiATBEpIUKEHe KIIiHIuHe
3aXBOPIOBAHHS, IMPOTOKOII IIOBHHEH MiCTHTH Mmepeik KIHIYHMX  03HAaK Ta/abo
CHMIITOMIB, IO BHKJIHKAIOTE KOHTAKT MiX JOCTiDKYBaHUMH oco0aMu  Ta
CIIBPOGITHHKAME JOCIIAHOI ycTaHOBM 260 MpH3HAYEHHMI 3aKIaJaMH OXOpOHH
30pOB’s, sKi OepyTh yd4acTh y BUIpoOyBaHHI, W06 MOXHA Oynmo mpoBecTH
BIIOBI AHI na6opafopHi JOCTI/PKEHHS JUIS TiATBEPKSHHS BUIIQJIKy. Perynsapruii
NpAMHUE 9H HENpsSMH KOHTAKT 3 MEPCOHANOM JIOCHIIDKEHHS TaKOXK Mox{e
BUKOPHCTOBYBATHCS JJIA BH3HAYEHHs, YW CHOCTepiraimwcs Oyab-iKi HemonapHi
KIiHI9HI O3Haku aGo CHMITOMH, W0 MAaroTh IDOTEHLiHY 3HAYUMICTb, Ta IS
BUSHAYEHHA TOrO, Yd Oyn¥ BUNAJKH He BUsBieHi. SIKIMO Gymb-AKi BUMAIKM He
BIWBIIAIOTECA 3aKIIAZAMH  OXOPOHH 3/10pPOB’S, NPH3HAYECHAMM [ IIPOBEIEHHS

JOCIDKEHHA, a GIKCyloThCd B IHINHX 3aKIagax OXOPOHH 3/I0pPOB’S, MOXHa
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CHpOOYBaTH OTPHMATH JOCTYII O TAKUX JAHUX, SKAMH MOXKHA Oyno 6 cxopucTaThCcs

AT BCTAHOBIICHHS, YH OyJla BiAOBIAHICTh BUSHAYEHHIO BUMIAIKA.

SIkimo nepBUHHA KiHIIEBa TOUKA HE € KIiHIYHA ManidecTanis indexiii, BisuTu B
MeXax MOCIHI[KEHHS ITOBHHHI OYTH NOCHTH YacCTHMH UL OTPUMAHHS BaXKJIHBUX
naboparoprux maEuX. CIA JOKIAcTH BCiX 3yCHib, mo6 MIiHIMI3yBaTH KiTbKiCTB
BTpadeHoi iHpopManil I IOAANBIIOro CIOCTEPEKEHHS Ta IIPOBEICHHS BI3UTIB B

MeEXKax I[OCJIi,Z[)KeHHH Y BHU3HAYCHHUX IIPOTOKOJIOM HpOMi)KKaX Hacy.

4.5. Ilepiod cnocmepesicennn epexmugnocmi

IlepBununii ananis eeKTHBHOCTI 3a3BHMYal IPOBONUTECS, KOIM HOTIEPETHEHO
BU3HAYCHA KiBKICTB yCiX BHITa/IKiB 3aXBOPIOBAHHA Binbymacs. V Jeskux BHIIA/IKaX,
KOIM BHXIJHUM DiBEHh 3aXBOPIOBAHOCTI M0Ope 3aI0KYMEHTOBAHMI, HEepBUHHMH
aHaNi3 MOxe GyTH IIPOBeIeHMI, KOMH Hepen0adacThes, Mo MOXKHA OYiKyBaTH IEBHY
KiIbKicTh Bumaakis. Jlus. Pozmin 4.6.2. |

Oninka TpEBaNoCTi 3aXMCTY, IO TPUBAE JIOBIIE YaCy IPOBEICHHS TIePBHHHOTO
aHaJi3y, BaXKIIMBa, KOJIX HEMA€ HOIePeHbOL intopmanii mpo BakIMHY Bix HiTEOBOrO
iHQEeKIIHHOTO 3aXBOPIOBAHHs, ale He OUIKYEThCH, IO TaKa indopmanis Gyzne
JOCTYIIHOIO Ha MOMEHT CXBAJCHHS. HaHi mpo NOBroTpHBamuil 3aXHCT MOXYTE
HaJXONUTA B MEXKax ‘pOSI.T.II/IpeHH}I MOKa3iB IepeapecCTpalifiHuX —KIHHIYHEX
IOCTi/DKEHs Ta /ab0 TOKIamaTHCA Ha JaHi, 1o 3ibpani 3 pi3HEX mKepen y
HiCIsApeeCTpaliftmii mepio.

Hanpukian, nosrotpusana eQeKTHBHICTD BAKIMHA Ta BU3HAYCHHS noTpebu Tta
CTPOKIB BBEJICHHS JOAATKOBHUX 103 MOXYTDH OL[IHIOBATHCS IIISXOM CIIOCTEPEIKEHHS
38 JOCIDKYBaHUMH IICII [POBEACHHS IIEPBUHHOTO aHai3zy. CHOCTepé}IceHHH 38
JOCHI/DKYBAHAMH B paMKaxX JOCIHIMKEHHS e(eKTHBHOCTI MOXKe TaKOK Oyt
BXIMBUM IS TIOBHOTO TOKYMEHTYBAHHS CTYIIEHs TSDKKOCTI Ta €TioNorii BHIaiKis,
SKi PO3BHBAIOTECS y MOCIJDKYBAaHIX, fKi OTPHMANK a0o He OTPHMAIHM BaKIIUHY-
kaHpunara. 1li maHi MOXXHa BHKOPHCTOBYBATH IJIS OIUHKH MOXIMBOCTI TOTO, IIO
BaKIMHALIs 3MEHIIye a00 TMOCHIIOE CTYMiHb TSHKKOCTI 3aXBOPIOBAHHS y BHIAIKaX
PO3BUTKY 3aXBOPIOBAHHS y BakuuHOBaHMX. KpiM Toro, HaBiTh $KIMO BakmuHaiis

SHIDKYE PUSUK BHHMKHCHHS KJIHIYHOTO 3aXBOPIOBAHHS, HOKYMEHTYBAaHHS €TiONOTii
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OyIb-KMX BHNAAKiB, IO TPAILITIOTECS, MOXKE BKasyBaTH Ha 3MiHY eTioJorii

(HanpuKiIan, BUMNAAKA PO3BHUTKY 3aXBOPIOBAaHHA Yy BaKIUHOBAHHUX MOXYTh
00MeXyBaTHCs M1 ATHIIAMHA 30yIHUKa, 1[0 He BKIIOYEH] 710 BaKIIMHH).

3HaueHHA Ta JIOLUIBHICT OTPUMAHHS L€l inpopmanii B yMopax
IIPOJIOHTOBAHOTO PAHOMI30BAHOTO JOCIi/DKEHHS HEOOXIHO 3BaXyBATH TIOPIBHSIHO 3
AIbTCPHATUBHAMA METOJAaMH, TaKMMH SK IIiCIApeecTpaliiHi MOCIimKeHHs mii
BAKIWHA Ta PYTHHHHI HATJAJ 3a 3aXBOPIOBaHHSIMH. KpiM Toro, sKio HEepBUHHUI
aHaji3 BKasye Ha Te€, IO BaKIMHA-KAHIUIAT € nyxe edexTuBHOIO, MOXKe GyTH
HEJOLIBHAM BHKOPHCTOBYBATH HE3aXUINEHY KOHTPONBHY Ipyly. TuMm He MeHII, €
MOXIUBICTh CIIOCTEPITaTH BaKIHHOBAHHX JOCHI/DKYBaHUX IS  OL{HKH, YH
CIIOCTEpITaeThCs 3MEHIICHHS e(QeKTHBHOCTI 3 gacoM, IIOPIBHIOIOYM  KiJBKiCTB

BUIIQ/IKiB, IJ0 BUHUKAIOTH IOPIiYHO.
4.6. Ananizu epexmusnocmi (efficacy)

4.6.1. IlepBuHHa KiHeBa TOYKa

IlepBuHna KiHIIEBa TOYKA, UK HPABHIIO, IPYHTYETBCS Ha BCiX BHIIAAKax
iadexniiiHOro 3aXBOPIOBAHHS, IO BiIOBIIac BU3HAYCHHIO BHTIAJIKY, 1[0 3a3HAUEHE Y
IPOTOKOJI, aje BOHO MOXe IPYHTYBAaTHCS Ha 1a00paTOpPHUX SBUIMAX 0Oe3
Oe3nocepeTHix KniHqu_I/Ix O3HAK Ta CHMIITOMIB.

SIKII0 BaKIMHA-KaHIUIAT MICTUTh aHTUTCHH, OTPYMaHI 3 KiJIBKOX, ajle He BCiX
BIIOMUX TATHIIB 30yXHHKA, MOXe OYTH NMPHUHHSITHAM, 06 IIEpBUHHA KiHIEBA
Touka Oa3yBajacsi Ha BHUIIAIKax 3aXBOPIOBAHHS, IO CHPUYHMHCHI OyIb-IKHM
HiATHIIOM, IO BXOAWTH MO Ckiany BakIuHU. Iledl minxin BUMarae MOXIUBOCTI
xnacuixysaru 30yIHUKIB XBOpoOW 3a mimgrhmamu Ta/abo OXapaKTepHU3yBaTH IX
IHIIAM YHHOM JUIS BH3HAYEHHS CTYIIEHs BiJMOBIMHOCTI BAKIMHHUM AHTHTCHAM.
Sximo poxniHivHI abo momepenHi KIiHIYHI HaHi cBimuaTh IpO T€, IO -BaKI[HA MOXKE
3a0e3MeYNTH MEPEeXPECHAN 3aXHCT IIPOTH IMiATHINB 36YIHAKY, KW He BKITFOUSHHMI y
BakIMHY, NEPBUHHOIO KiHIIEBOIO TOUKOIO MOXYTE OyTU BHIAIKH 3aXBOPIOBAHHSL, 110

CIIPHYUHEH] Oy b-IKUM MiATHIIOM 30y JHUKA.
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4.6.2. IlepBunnuii anaJis »

IMepBuHHWI aHaNi3 MOXXe OYTH BUKOHAHMIT, KOJIH:

MMHYB II€BHUW Yac IiCJIA BaKIHUHAIL[I OCTAHHBOI'O JOCTiZKyBaHOTO, 1106 6YB
BKITIOYCHHH JI0 NOCILIDXeHHs, 200 BiH OyB paHille BUKTIOUEHHH 3 JOCITiKEH S, Len
maxix Moxe OyTH BHKODHCTAaHWH, KONM BHXImHHN piBeHb 3aXBOPIOBAHOCT]
HACTiIbKH J0Ope ONMCaHuH, 10 iCHye BIEBHEHICTh INONO KiTbKOCTi BHUNAJKIB, IO,
MOXUIHBO, OyZne crmocTepiraTucss y KOHTPONBHIM TIpymi HpoTArom HOIIepe THBO
BH3HAYECHOI'O iHTepB‘aJIy TTLCTIST BAKI{MHALLT;

HAKONMYEeHA HeOOXilHa KiNBKICTh sBHIN (TOGTO BunaakiB). Heit minxin, mo
OpicHTOBaHWII Ha BHNAJKH, MOXe OYTH HaHGIIHII JIOTIIEHAM, KOJM TIOKa3HHK
HAKOIIMYEHHS BUMA/KIB € MEHIII BU3HAYCHUM.

IlepBuHHUY anHaki3 MOBHHEH BiANOBimaTH Y3TOJDKEHIN il OWiHKK (BEIMYMHI,
IO OI[IHIOETHCS), 0 BH3HAYAECTHCS METOIO BUNpoOyBaHHs. [IpuKIagy NUTaHb, SKi
CIliJ| BpaxOBYBaTH IPH BU3HAYEHHI LTI OITIHKH, BKIIOYAIOTH LIBOBY TIOMYJIAIIIIO,
MON0 #KOT CIiff 3POGHTH MiATBEPXYIOUi BHCHOBKM, Ta NOTPHMAHHS rpadika
NiKyBaHHSs. 3aTeXHO BiJf KOHKPETHOI cHTyaIii MoyyTh GyTH i iHIIi, BKIIOYAI09H TaKi
ABHUINA, K CMEPTh, IO TEPEIIKOKAE CIOCTEPEKEHHIO 3MIiHHOI BENMYMHM, IO
JIOCTiIKY €THCAL.

3aexHO Bif iHQEKUIHHOrO 3axBOPIOBAHHI, SIKOMY  CITiJT ‘3ano6irTH,
BKIFOYAlO4M Taki (akTopu, fK OYiKyBaHa 4dacTKa MJOCTIIKYBAHHX, SKI BIKE
IPUPOJHAM IIIAXOM 3axHWINeHi [0 MPOBEJeHHA BaKIUHALIl, MOXYTh OyTH
MPUMHATHAME DisHI IiAXONH MO KOHCTPYKIii BENWYMHHU, IO OI[HIOETHCS, Ta
TIOB'SI3aHOTO 3 HEIO TEPBHHHOTO aHaNi3y. Y KOXHOMY BHINAJKY CHOHCOp [IOBHHEH
IOBHICTIO OOIPYHTYBAaTH OCHOBHY MeTy BHIpPOOYBAHHS, sK4 BH3HAYATHAME
TONyJIIII0 Ul TEPBHHHOTO aHaNi3y, IO IpPeACTaBisie 3HAUHWUE iHTepec. Jlix
AeSKUX BakIMH Ta iHQEKIIHHIX 3aXBOPIOBAHE TaKOX Moke GyTH IPHHHATHIM, 06
NepBUHHUK  aHami3  OOMexyBaBcA THMH — JOCHDKYBaHWMH, sKi  OynIH
cepoHeraruBHUMH a0o He Oynu iHQikoBaHi NiTHOBHM 36YI[HI/IKOM‘ Ha eTali
BKJIIOYCHHS y BUIIPOOYBaHHA (Ha BUXifHOMY piBHi). Jleski MipKyBaHHS BKITIOUYAIOTE

TaKe:
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Komn waii6inemmii inrepec momarae B ouinmi e(eKTUBHOCTI BaKUMHH, SKYy

MOXHA OYIKYBaTH HpH PYTHHHOMY 3aCTOCYBAHHI, NEPBHHHMN aHAi3 MOXKHA
IIPOBOJMTH y BCIX PaHIOMi30BaHHX JOCIIPKYBAHHUX, Ki OTPUMYIOTE IOHANMEHIIE
OJIHY 103y MPHU3HAYEHOTO JTiKYBAHHS.

Konu waifbineumit imtepec monsrac B OTpUMAHHI oOMiHKE HaWKpaIoro
BUIla[Ka €(QEeKTHBHOCTI BAKUWHY, HEPBHHHUI aHATI3 MOKe OyTH IpoBeleHHUN y
JOCHI/UKYBaHUX, SKi OTPUMANM BCi TNPH3HAYEHI 103M B MEKax npnepe,uHBo
BU3HAYEHMX JaCOBUX iHTepBanaX. Jlyis JEsKUX BAKIMH Ta iHOEKIiiHIx 3aXBOPIOBAHb
TAKOX MOYKe OyTv NpUHHATHUM, W06 NEepBHHHMN aHai3 o0MeXyBaBCsS THMHA
ROCTI/PKyBaHUMH, SIKi 6yJIH CEpOHEraTUBHUMH abo He Oymu iHdikoBaHi IiNEOBHM
30y/{HMKOM Ha eTalli BKIIOUEHHS y BUTIPOOYBAHHS (Ha BUXimHOMY piBHI).

lepBurnnii ananis epeKTHBHOCTI MOXe IPYHTYBAaTHCS Ha BCIiX BHIIa[IKaX, II0
Bi/[IOBIAIOTE BH3HAYCHHIO [EPBUHHOIO BHIAAKY, 1IN0 BHHUKAIOTH 3 MOMEHTY
parmoMizanii, abo MoxyTs GyTu OOMeXeHi BHIanKamm, sKi TPAIUIAIOTECS Yepes
Ginpioy, HiX BU3HAYEHA, KiNBKICTh IHIB Micis 3aCTOCYBAaHHS OCTaHHLOI 03U
BaKIuHH. [HTepBai Mi 3aCTOCYBAHHAM IO3W Ta nepes MiAPaxyHKOM BHIIAAKIB CJﬁzL
BUSHAYMTH Ha IifcTasi indopmanil mpo ximetmky iMyHHOI Bimmomimi. Skmo
3aCTOCOBYBATH OCTaHHIN IIAXifZ, CNiJ MPOBOAUTH BTOPHMHHI aHaNi3¥ BCIX BHIIAJKIB,
IO BUHHUKAIOTh 3 MOMEHTY paHAOMi3alii, Ta BCiX BHIAIKIiB, IO BHHUKAIOTE ITiCIS

BBEJICHHA Pi3HOI KiJIBKOCTI H03.

4.6.3. Inwi nuTanHs mMoao inTepnperanii epeKTHBHOCTI BAKIHHK

EdexruBnicTs BakuHy Moxe GyTH MpOJeMOHCTPOBAHA JIHIIE B perioHax, jie €
JIOCTaTHIN piBeHb séXBopIOBaHOCTi, 00 MOXHa OyI0 IPOBECTH NOCIIKEHHS y
BCTAHOBNEHI 9acoBi pamku. ToMy, 3acTOCYBaHHS BaKIMHH IS IpoiTaKTHKK
3aXBOPIOBaHHS, K€ y MOOJMHOKHX BHIIQJIKaX TPaIIIeThCs B Kpainax €C, 6yne
IPYHTYBAaTUCA BHKIFOYHO Ha KIHIYHMX JaHUX, OTPUMAHHX y BHUCOKOEHIEMIYHHUX
perioHax.

Sxmo 06azoBe mocHimkeHHS KIIHIYHOL edexkTHBHOCTI IpoBOAMIOCT B
CHIEMIYHUX peTioHax mosza Mexamu €C, e Mana Micme 3HAYHA OPUPOTHS

iMyHi3anis mepe BaKITHHAITIEIO Ta/a60o IEepeXpecHa IMyHi3allis micas BaKIUHAINT Bin
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CIOpiTHEeHHX 30YAHMKIB, mami, IO OTPUMaHI Bifl JOCHIKYBaHHMX, sKi He

IIJABANIACSA  BIUIEBY — BiAMOBiZHOTO(HX) 30yaHuka(iB) Ha BuximHOMY piBHI
JOCTIiKEeHHS, MOXYTb MaTd HahOinplIe 3Ha49eHHs MIT Memkanmis €C. YV ITHX
BUNIaIkaX CIIOHCOPY IIOBMHHI BPaxOBYBAaTH, YM IOBHHHA OLIHKA KOPHCTI I
vemkanmis €C  GyTH HiAKpilleHa —ITOpiBHSIHHSM iMyHHMX BigmoOBize#t mHa
BaK[[UHAIII0 MiX CEpOHETATUBHHUMH CY6'€KTaMH, sKi IIPOKUBAIOTh B €HAEMIYHUX
paiioHax i 3 BiAOBiAHUMU 32 BikoM MernkaHsmy €C.

HacrynHe mnuTaHES MoOXe BHHUKHYTH, SKIIO BakKIWHA BUSBAIL CBOIO
edexTuBHICTD ¥ periOHi, e UUPKYIIO0Yl MiATUIHN 36y AHUKA CyTTEBO BiApISHAIHCS
Bif THX, siKi HaMGIIBII nommpeni B €C, Ta HasgBHI naHi BKa3yIOTh, 110 ITEPEXPECHUN
3aXWCT Bifl BCIX MiATHUMIB HempuiiHaTHMI. B TaKOMY BHUIIaJKy MOKe OyTH KOPHCHHM
OLIHWTH CTYNiHb IEPEXPECHOTO 3aXHCTY, KMl MOXe MATH Micue in vitro mus
MiATBEPHKEHHS O9iKyBaHOi e()eKTUBHOCTI BAaKIIMHHU B pi3HEX perionax. Hampukmap,
B 3aJIXKHOCTI BiJf 30ynHMKa, QyHKIIOHANBH] iIMYHH] BiANOBIi, BHKIMKAHI iaéKuHHoro,
MOXYTb OYTH OLiHEHi 3 BMKOPHCTAHHAM MEBHHX IEPKYIIOIYHX IITAMIB IUKOTO

TUIY, BU/UICHHX 3 BAIIAIKIB, 10 Tpamwiucs B €C.

4.7. Inwi nioxoou 0o ouinku eghexmusnocmi saxyunu

Jlist fesikux inQeKnifHIX 3aXBOPIOBaHE MOXKYTh GyTH BifacytHiMu: i) ICP abo
IIOpOroBe 3HAYEHHS, siKe MOXHa Oyno 6 3acrocysard s iHTepnpéTaui'l' IMyHHIX
BiATIOBiAEH, ii) MOXIHBiCTH MOPIBHSAHHS IMyHHHX BiJTIOBimefl MiX BaKIHHOO-
KaHIHIATOM Ta 33PEECTPOBAHOIO BAKIMHOKO, IIS SIKOI JOKYMEHTAIBHO HiATBEpKEeHA
eextuBHICTh abo mieBicTh, Ta iil) MOXUIMBICTD IIPOBENEHHA -OCIiMKEHHS
€()eKTHBHOCTI BakiMHHM. Y TaKWX BHIIAMKAX icCHyIOTH iHII MiAXOAM IO OINHKH
eeKTUBHOCTI BakKIMHM. SIKUI0 MoXe G6yTH BH3HAYeHWH BiAHOBLIHMIH MmTam JUTS
IIPOBOKAITIHHOT np66H Ta, SKINO L€ HEeOoOXimHO IS Oe3mnexu IOCHiKYBaHOTO,
JOCTyIHE e)eKTHBHE JIIKYBaHHS MOXIIABO OTPHMATH OIiHKY e(EeKTUBHOCTI BaKIIMHU
MiJ 9ac MPOBEJEHHS JOCII/DKCHHS 3aCTOCYBAHHS IIPOBOKALIHHOTO npobu. OpHak,
iCHYIOTh BH3HAaHI OOMEXEHHA OIHKE e(heKTHBHOCTI BaKIWHW, OTPUMAaHOi B
pesynbTati JOCTiKEHHS HPOBOKAINHOI NPOOH y IOIMHM, I IIPOTHO3YBAHHS

3aXHCTy Bif 30yJHHKIB AMKOTO THIY (OCKINbKH MOXe OyTH TOTPiGHO
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BUKOPUCTOBYBATH OCNa0leHi OpraHi3Mu) Ta 703 3apaKeHHs IPUPOJHUM MIITXOM

(OCKINIBKH uacTo 3aCTOCOBYETHCsl MiHIMAlbHA 1033 IS BHABICHHS BmipfoBaHI/ix
O3HaK ab0 CHMNTOMIB, a THWIOBHH iHOKYIIOM Yy TOpHPORHIX iHbEKNisXx [acTo
HEBioMuit).

Inoni enwHMM BapiaHTOM OLIHKH e(beKTﬁBHOCTi BaKIMH-KaHIAIATIB MOXKe
OyTH BUKOPHCTaHHS BiJITOBIIHHX Momeleil iHeKUii HA TBapuHAX, SKi MOXKYTb
BKIFOYATH MOCTBAKIUHANBHI DOCHIKEHHS Ta HOCIHIIKEHHS IIaCHBHOL iMyHi3amii i3
BHKOPHUCTaHHSAM CHPOBAaTOK abo T-kiIiTMH Bix BakuwHOBaHMX abo 3apaKEeHUX
IIPHAPOJIHIM IUIAXOM TBapHH Ta/abo moneil. Bubip Mozeni(eif) BuMarae petensHOro
o0IpyHTYBaHHA. EXCTpanomsmis eeKTHBHOCTI BakmwHM, gka CIIOCTEPIraeThCs Yy
TBAPHH, Ha JIOACH NOTpebye PO3yMiHHS IMyHHAX IApaMeTpiB, sKi HAMGinbI BRKTHBI
IS 320€3IeUSHHS 3aXUCTY.

Komu peectpamis IpyHTyeThCs Ha TakuX JaHHX, BaXITHBO, INOG Ha uac
CXBaJleHHS OyaM po3poOieHi IUIaHM IS OLIHKH €(EKTUBHOCTI BaKIWHH Ta/abo

J1€BOCTI BaKI[MHK HA BUMANOK, SKIIO 3'SIBUTHCS TaKa MOJK/IMBICTE.

S. AIEBICTD (effectiveness)

OuiHKY i€BOCTI BaKIHHHU BiAOOPaXKAOTh MPsMuii (CTIpHYMHEHWI BaKLMHOKO)
Ta HENpsSMU# (MOMyJIAMiKHNN) 3aXKUCT I1iJ] Yac PyTHHHOTO BHKOpHcTaHHA. JlieBicTh
BakIMHM MOXe OyTH OWiHeHa y JOCHLDKEHHSX, INO OIKCYIOTh | PO3BUTOK
3aXBOPIOBAHH, AKOMY CIIiJ{ 3aI100irTH, y BaKIMHOBAHIM IiTBOBIH ITOMyJISIIi] 3 9acoM.
Hanpuxnaz, ne Moxyrs GyTH cIOCTEpeXHi KOroprHi JOCIIIKEHHS, JHOCIIKEHHS
BHIIaJIOK~-KOHTPOIIb é6q TOCIDKEHHs BHIAJOK-KoropTa. KpiM Toro, mieBicts Moxe
OyTH oILiiHeHa 3a L[aHI/IMI/I; 310paHAMHU T Yac IOETAITHOTO BBEICHHS (manmpukian, y
TNOCIIIOBHAX BiKOBUX TpyIlaX 4¥ TPYyHi PH3MKY) BaKUWHH ITLTHOBii ITOIMyJIAL] Ta
iHO/i, BUKOPUCTOBYIOUH iHII U3aifHu HOCIiKeHHST 260 peecTpu XBopoo.

JlocmiKeH s, NieBOCTI BaKIMHM He 3aBXKIOH HOTPiOHI, ame MOXyTh OyTH
0COONHMBO KOPUCHHMHU B AEIKUX CHUTyallisX Ta/abo AJs BUPiDICHHS NICBHUX IIUTaHb,

BKIIXOYAaro4du, ajie He OGMC}K}’IOIII/ICB TaKHMH:
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peecTpailis IPyHTyBajacsi Ha OKTIHIYHMX aHWX Ipo eQeKTHBHICTE Ta

HOpiBHAHHI IMyHHHUX BimmoBinmeit Y 3aXWINCHUX TBapHH Ta BaKIWHOBAHWX JFONIEH
T8/a60 B mporieci BUIpoGyBaHHS IPOBOKAIIHHOT IpoOu y MOIuHY;

HEBIZIOMO, K JOBrO TPHBATHME 3aXHCT MiCIIS IIepBUHHOI cepii Ta/abo micmd
OycTepHOI(1X) n03(n);

IIPOIIOHYETHCS BI/IKOPI/ICTOByBaTH AaHi, mo 3i6pani s pO3TIANY mUTAHHS
AOBrOTPUBANIOTO 3aXUCTY y MIATPUMKY imenTudikanii ICP;

HasiBHI HEBHPIlIeHi IMTAHHS MO0 eeKTHBHOCTI BaKIHHM IIPOTH IIAPOKOIO
Niama3oHy HiATHUINB 30yIHIKA, | |

€ HAYKOBi IIJCTaBW IMiJO3PIOBATH, IO OIHKA e(EeKTUBHOCTI BaKIWHH, IIO
3a/IOKyMCHTOBaHa y MePeNpeeCTpalifioMy BUIPOOYBaHHI, HE MOXe IIHPOKO
3aCTOCOBYBAaTHCS JI0 IHINMX NOMyJIAMiH (HAPHAKIaz, 10 Cy0'eKTiB, sIKi € MEeIIKaHIIIMU
B PI3HHX eHIEMIYHHX 260 HeeHIEMIUHNX perioHax);

Y PISHEX KpaiHaX UM perioHax 3aCTOCOBYIOTHCS pisHi  crparterii
3alpPOBA/DKCHHS BaKIHHM, IO MOXYTh BINIMHYTH H4 OINIHKY ZIi€BOCTI BaKI[MHH
(HanpWKIaj,  3aIPOBAUKEHHA  PYTHHHOTO 3aCTOCYBaHHA Y  HEMOBIST
CYIPOBOJDKYETHCS KaMIaHiAMH JJIT iMyHi3allii paHille Hememienux abo HEIOBHICTIO
IETICHUX CTapInX Cy0’eKTiB (AiTelf) Ta BepxHs BikoBa Mexa Iy HaJOIYXEHHS
iMynizanil). V mMX BHmagKax OMHKH edeKTHUBHOCTI BaKI[WUHU, OTpPHMaHi 3
BUKOPHCTAHHAM Di3HHX CTpaTerTiff, MOXyTb iHhOpPMyBaTH Ipo OLTHMAJIEHY
CTPATETiio IS IOCATHEHHS ITBUIKOTO Ta €(PEKTHBHOTO KOHTPOJIIO HaJl XBOPOGOIO;

€ TMiJICTABM MiNO3PIOBATH, IO IMHMPOKE BHKOPHCTAHHS BAKIMHH MOJKE
CIPUYIMHATA 3MiHY HiATHTIB 30y/JHMKA, O BUKITUKAE 3aXBOPIOBAHHS, TOPIBHSHO 3
€II0XO0I0 IIepe]T BaKIIMHAIII €IO.

JochipkeHHsT:  MI€BOCTI BaKIWMHH BHMAraioTh CTBOPEHHS  BiJIIOBIIHOL
IHQPACTPYKTypU I BCTAHOBNEHHS BHIAIKIB 3aXBOPIOBAHHS Ta Hi]l’l‘B@plI)K@HHSI
BUIIAJKIB BIIIOBIAHO 10 KIHIYHMX Ta 1a6OPATOPHHX KpuTepiiB.  OTpuMaHHS
JOCTOBIpHMX JaHHX y BCIX KpaiHaX M perioHaX MOXKe BHSBHUTHCS HEMOJKIHBIM.
Kpim Toro, s z[eaKﬁX indeknifHuX 3aXBOPIOBaHb OIUHKA Ni€BOCTI BAaKIIUHU
MOXTHMBA JIMIIEC y BHIAAKY NPUPOAHOI emimeMii ab0 HABMHCHOTO BHBLILHEHHS

30y/iHUKa B yMOBax GioTepopusMy. KpiM TOro, IpOBeeHHS JOCIiKSHHS ZlieBOCTI
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BaKIMHKM BHMAara€ NPUHHATTS IONITHYHOTO PIlIEHHS OO0 BaKIIAHAIII JOCTATHHO

BEJUKOI O] y MIATPEMKY aHamizy.

JIKIMO € CIpHAHATTA, WO WiHHY iH(OPMAIii0 MOXKHA OTpUMATH HiA dYac
IPOBENICHHS OCIiKEHHs eheKTUBHOCTI BaKI[MHY, BRYKIIHUBO po3pobuTH mianw, mob
3abesnednT #oro iHII[iIOBaHHA, KOJIM BUHHKHE BiANOBiZHA MOXJIMBICTE B
HicnspeecTpaniiiamii mepios.

Pomp BnacHWKa peecTpamifHOrO MOCBiTYEHHS Yy po3polIi mociimKeHb
e(eKTUBHOCT BaKIIMHH, CTBOPEHH] HPOTOKOJIB T2, 300pi Ta aHaNi3i gaHuX HOTpebye
PO3ITIANY B KOXHOMY KOHKPETHOMY BHUIAAKYy. Y OiNbIIOCTI BHIAAKIB, SIKINO TiIbKH
HEMa€ JyKe BHCOKOI 3aXBOPIOBAHOCTI Ha iHMeEKIiliHe 3aXBOPIOBAaHHS B NESKHUX
perioHax, i TOMy MOX/IMBE IIODiBHSHO HEBETHKE i HETPHBAJIE JTOCIIIKEHL,
TOCHIJKEHHS, sIKe (DiHAHCYETHCS BIACHHKOM PeecTparifHoro TMOCBiqYeHHS, He €
IPaKTHYHAM 3aBIAHHAM. €IUHUM MOXIMBHM CHOCOGOM OLIHHTH [Ji€BICTh BaKITHHE
9acTo € ,HOCJIiIDKGHHH_, II0 3ampOBAa/DKYIOTh OPraHH OXOPOHH  370pOB'S, KOJH
IHIMIIOXOT,  MacmTabHi nporpaMu  BakmmHanii. TuM He MeHIN, BIacHMK
PeECTpaliifHOTro MOCBiAYeHHs Hece BiAOBi TabHICTD 3a 3a6e3meue s HAIXOIKEHHS
BIZIOBIIHUX NaHMX, IO OTPUMAHI y JOCIIIKEHHSX, SKi IHIiHOBaH] He CIIOHCOPOM,
Ho xommeTeHTHHX opraHiB €C Ta onornenus SPC, SIKIO pe3yIbTaTdt MaroTh HiTKe
SHAYCHHS JJIs HalaHuX 1opaj (HAMPHUKIaM, OO MOTPEOH y TONATKOBHX H03aX I
HiNTPUMKHA 3axuCTy). TOMy, KOmM OIiHKA Ai€BOCTI BAKIMHE BBAKAETLCS ITyKe
KOPHCHOIO, BIIACHUKH PEECTPALifHIX ITOCBI[UYeHb [TOBUHH] B3aEMOIIITH 3 OopraHaMH
OXOpOHM 37I0pOB'st ab0 3 OpraHi3amisaMu, sSKi MOXyTh 6paTH Y4acTh y KOHTPOJI Hajl

eMLIeMIisIME JI1 BUBYEHHS JOMLILHOCTI MPOBEJECHHS] JOCIIKEHb Ji€BOCTI BAKITHHH.

6. E3IIEKA

6.1. Oyinka be3nexu 6 KIiHIMHUX 6UNPOGYBAHHAX

OCHOBHI INTAHHS IIONO OIHKY Oe3IeKH Y BUNPOOYBaHHSX BaKIMH TaKi XK, SIK
i g iHDMX BUAIB JiKapchKEX 3acobiB. Cring JIOTPUMYBaTHCS BCIX HAasBHUX
BiAmoBimHUX pexoMmenaanitt CHMP. Hixue omucani JIesKl JOOaTKOBI MU TaHHA II0JI0

OL{HKY Ge3MeKH BaKIMHA B KIIHITHAX BUIPOOYBAHHSX.
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OCKiNBKY OUIBNICTE TOOIUHUX peakuiff Ha BaKIMHHM BHHUKAIOTH IIPOTATOM

IEpIIUX JCKIIBKOX JHIB ICIsS KOXHOI JO3M, 3BHYAHHOIO IPaKTHKOIO € 306ip
indopmanii npo 3amUTYBaHi JOKATBHI Ta CHCTEMHI CHMITOMM IIPOTATOM PHUOIN3HO
5-7 IHIB TMCIA KOXKHOI TO3W Ta MONEpeHe BU3HAYCHHS Yy IPOTOKOJIaX B‘ii[HOBi,Z[HO'l'
CHCTeMH KiacHQiKarlii (IIKaaM) I OIiHIOBAHHS TSKKOCTI. JoBmmii micisano30Buii
nepioz; 360py 3aMMTYBAHHX CUMIITOMIB MOXe GYTH NPUAHATHAM JUTS KMBUX BaKITHH,
IO MICTATH PENTiKaTMBHO-KOMIIETEHTHHH KOMIIOHEHT, a TPHBAJIICTh BUBIIBHEHHS
30yOHMKA CIiJ OIIHIOBATH 3 BPaXyBaHHAM Oynb-IKOTO MOTEHMIHHOTrO PHU3UKY IS
THX, XTO KOHTAKTy€ 3 BaKIIMHOBAHOIO JIFOIITHOIO.

Hoxsmamui BimoMocTi mpo Bei immi (To6To HE3allMTyBaHi) MOGIUHI IBHINA TTiCIIT
BBEACHHS JIO3M CIIil OTPUMYBATH IIifi 9ac Bi3UTIB B MexkKax JIOCHIIKEeHHs Ta/abo 3a
JIOIIOMOTOI0 BiIaNeHOro KOHTaKTy. I1ix 9ac myxe TpuBanoro CIIOCTEPEKESHHS MOXKE
Oy npuiiHATHEM GiKcalis muime cepio3HIX MOGIIHIX SBHI T4 TTOGiHHIX SIBHIII,
1[0 BUKJIAKAIOTEL OCOOJIUBHIA iHTEpEC.

Tpusanicts cocTepesxeHHs 3a Ge3MEKOO MiCI BBEIEHHS OCTAHHEOL 03H CIiJL
OOIPYHTYBAaTH Ha IiJCTaBi KOHCTPYKI(ii BaKI[MHU-KAHAMUNATA, BKIOYEHHS HOBOTO
aqIOBaHTa Ta MONEPEIHiX JaHWX, IO CTOCYIOTBCS OYyIb-IKOIO 3 KOMITOHEHTIB
BaKIIMHH.

SIKIO  IinbOBA TIOMyJNIAIiS BAKIMHW-KAHIWIATA BKIIOYAE eAiaTPUIHHX
Cy6'eKTiB, HEOOXiAHICTh MPOrPAMU 3 ITOCIIJOBHAM 3HIDKCHHSIM BiKy JOCII/KYBaHHX
(Hanpukian, o6 Geamexy cnoanKy OL[IHIOBAIM y IIiJJITKIB nepen THM, K
NIEPEXO/IUTH N0 OLIHIOBAHHS y miTeif 6-12 pokis, 2-5 pokiB, 1-2 pokis i miTe#t Menre
OIHOTO POKY) CNiJ PO3IIANATH y KOXHOMY KOHKDETHOMY BHIIQJIKy 3aJIeKHO Bif
BIKOBOIO Mialla3oHy LilbOBOI MOMYNANil Ta peleBAHTHOCTI NAHHX mpo Oesmexy,
3i0paHux y CTapmH)i TiANOMY IAIiAX, T MOMOMIMX i AHOMYJISIIIH.

Hanpuxknaz, mociainoBHe 3HMKEHHS BiKy MOXe OyTH HEOOXiJHHUM, OCKIILKH
O4iKy€ThCS, IO Pi3HI CKIAAM BAKOWHH MOXYTh OYTH HOTPIOHUMU JUIA  Pi3HMX
BIKOBHX IIArPyM. B oMy BHIanKy AaHi mpo Ge3mexy Ta iMyHOT€HHICTh, OTPUMaHi B
OJIHIM BIKOBilf HiArpyIi aHAII3YIOTECS Tepe]; HePeXOIOM [0 HacTynHol rpynu. Kpim

TOrO, SIKIIO aHTHIreH(H) Ta/abo a'toBaHT y BaKIMHI BiIpi3HAETECA Bif aHTUTEHIB
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Ta/ab0  aJ'TOBaHTIB y 3apeecTpOBAHHX BaKIMHAaX, MOXe OyTH .JOpevHHM

o0OepeKHIIIAM ITinXi.

locninoBHe 3HMKEHHS BiKy MOXe He 3HaXOOUTHCS, SKIIO BaKI[MHA~KaHAUIAT
MICTHTb JIMINe aHTHTeH(¥) * aj’foBaHT, MO BXXe BKIIOYEH 10 3apeecTpoBaHOi(HX)
BaKIKH(H), i B IbOMY BHIIaIKy MOXHA OGTOBOPUTH HasiBHY PeIeBaHTHY iHGOpMALio
mpo Gesnexy. Kpim Toro, He MoxHa OdikyBaTu KOpHCTH a60 HE3HAYHY KOPHCTH Bin
S4CTOCYBaHHA JEAKMX BAKIMH y IEBHAX IMe[iaTPUYHEX IIATPyNax, MO MOXKe
IPU3BECTH IO IIeBHOI MipH HeGakaHHs BKIFOYATH TaKuWX IiTeil 0 KIIHIYHHUX
BUIIPOOYBaHb. v BUNAJKy, SKIIO BiH MiITPUMYEThCS NOKIHHIYHAME TaHEMI Ta
iHpopmariiefo, 1O OTpMMaHa |y  JOCTIDKEHHSX 3a YYaCTIO ‘HOPOCIIHX,
MoavGbiKOBaHMH MiAXiM 10 MOCTiTOBHOIO 3HIKEHHS BiKy Moxe GyTH JOLiNbHUM 3a
neBHUX obcraBuH. Hanmpukiaz, Moxe 6yTH BHIpaBIaHAM Iepexif] BiJi JOPOCIHX IO
MaiOKiB, SKi TOYANHM XONHTH, 3a YMOBH OGEPEKHOro migxXoxy Io BubGOpy
TI0YAaTKOBMX /{03 Ta IIOBHOI OLIIHKH BCi JaHWX, IO OTPAMaHi y HEBEMKHMX KOTOPTaXx,

IIEPLI HiXK BKIIOYATH HACTYITHY KOTOPTY.

6.2. Posmip 6a3u oanux npo 6esnexy

Posmip 6asu nammx npo OesreKy y mepelpeecTpaliiHui Tepiof NOBMHEH
BH3HAYaTHUCS Y KOKHOMY KOHKPETHOMY BHIIAJKY.

SIKIo BaKIMHA-KaHAUNAT MICTHTh KOMIIOHEHTH, K paHilie He OyJu BKITIOUEH]
/10 3apeeCTPOBAHUX BAKIMH, SK IPABHIIO, CIIJ IIIAHYBaTH 6a3y NaHWX Hpo GesIexy,
MOCTATHIO IIs OLiHIOBAHHS YaCTOTH HEMONIMPEHHUX ITOOITHIX SBHII (1110 BUHHKAIOTH
y Bix 1/100 mo 1/1000 BakmuHOBAHMX oci6). Tum He MeHIm, e He cItif posrisigaTy sk
3arallbHONPUHHATHIT OPIEHTHD, OCKITBKE MOXYTh BUHMKHYTH OCOOIHABI [IUTAHHS, st
BUPIIIEHHS SKHX MOXe GyTH noTpi6Ha 3HAYHO Giiblia 6233 TaHUX.
Hampuknan, KO BHHUKAIOTE HpoGIeMH, HOB'S3ami 3 TOKTIHITHIMH JTAaHUMH,
ICTOpPHYHIM z[OCBizth 3aCTOCYBaHHs IOAI0HOI BaKIMHK 3 HASBHUME IaHHMH Ipo
KIiHiYHy Oe3lexy, Moxe 6yTH HeoOXimmwuM, o6 nepeapeecTpailiiina Gasa IaHuX
po GesmeKy Oyna JOCTaTHBOIO ISl 3a6e3IeueH s BIHOCHO TOUHOT OIIHKY PH3UKY

HeMOIMpeHuX ab0 HaBiTh MOOJMHOKHX ITOGIYHMX SBHIL. Kpim Toro, moxe
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3Ha/I00uTHCS, MO6 6a3a faHuX 1po Gesmeky Gyia [OCTATHROrO PO3MIpY VTS OLiHKA

PHU3UKY BUHHKHCHHS IICBHOT'O IIOOIYHOTO SBHIIA ITiCJIs BAKIWHAIL].
Takox mMoxe OyTH HpUMHATHOIO MeHIIA 6a3a NaHmX po Oe3IeKy, SKIIO BaKIMHA-
KaH//AT TIOEHY€E aHTUTEHH + a)I’OBAHT, SIKi yci BKIOYEH] y CKIIaJ| 3aPeeCTPOBAHIX
BaKIUH, a00 MiCTUTh JJONATKOBI aHTUTe€HH TIOPIiBHSIHO 3 3apEeECTPOBAHOI0 BAKI[MHOIO,
alle BCi BOHM OTPHMaHi BiJ 0HOTO 30Y/IHMKA Ta BUTOTOBIEH] B aHATOTIIHA CIIOCIG.
Ik mpaBwmiio, BHIIe3a3HaYeHI MIPKYBaHHS CTOCYIOTHCS 3aTalbHOT 6asu naHux
mpo GesrieKy, TO6TO HE3alIexXHO Bi KiIBKOCTI aGo KilbKiCHOTO CITiBBiHOIIEHHS Y
BIKOBHX YM iHIIMX HOMYJSUifHWX MiArpymax. 3amexHo Bix BaKLWHHU Ta LiILOBOL
TIOyJIALi], SIK MPABHIO, MOXKHA OYiKYBaTH, IO HMPHHANMHI feski namHi mpo Oe3mexy
OTPHMaHi y BCiX IBOBHX TIpyHax Il HAHO! BAKIMHE (HAIpHKIan, BiKOBHX
HiArpymnax), i B IeSKUX BUNAAKaX MOXe 3HaTOOUTHCS, o6 3aransha Gaza JOaHUX TIPO
Oesnexy BKMOJaNTa MiHIMANbHY KUTBKICTh CyG’€KTiB y IieBHOMy BIKOBOMY fiamna3oHi

ab0 3 IeBHUMH XapakTepUCTHKAME HOCISL.

7. OCOBJIVBI TOITY JISIIIT

7.1. BazimHi acinku

He Bci BakIMHU TpUAATHI JUIS BBEICHHS BATITHIM. Ie#t po3nin nepenbauac,
10 BaKIMHKU-KaHIUAATH, 3alIPOIIOHOBAHI I BBEIICHHS IIiJl Yac BaTiTHOCTI, OynyTh
OI[IHIOBAaTHCS Yy BIiAMNOBIAHUX MOKIIHIYHEX TOCIDKEHHAX 1 BKIIOYaTHMYTH
aHTHreH(y) + aJ ' I0BaHT, AKi, IK BiJOMO, HE CTAHOBJISATh PH3UK BariTHiH abo Iwioxmy.

Bakimnanis miz gac BariTHOCTI MoYe MaTH OIHY YH JEKIIbKa 3 TAKUX IiIei: 1)
3aXMCT BaTiTHOI; ii) 3aXMCT IUIOAY Bif BHYTPIiMIHEOYTPOGHOT indexmii; iii) 3axwmcr
JUTHUHA JIO THX nip, NOKM 3aXHCHI PiBHi MaTePHHCHKAX AHTHTIN 36epiraroThcs B
HiCIANONOroBoMy — mepioni. SIKmMO  BAaKIMHA-KAHAWAAT He JO3BOIEHA bi (o)
BUKOPUCTAHHS y HEBAariTHUX AOPOCIHX, JaHi Ipo Ge3rmeKy Ta iMyHOTeHHICTh CIif
OTPHUMYBATH BiJl HEBATiTHHUX XXiHOK, SIKi [epeGyBaroTh y IITOPOIHOMY Billi, IEPII HiXK
posmounHaTH BHUNPOOYBaHHA Ha BariTHHX. Y  JOCHDKEHHS Ge3meKkd  Ta
IMyHOTEHHOCTI IUI1 NiATPMMKHM BHOOPY CXeM JO3yBaHHA CIiA 3aIy4aTH

TOCIiKyBaHUX Ha CTail BariTHOCTI, IO BiAMOBimae OCHOBHI MeTi, ToOTO SKOMOTa
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paHille i yac BariTHOCTI s 3aXHCTy Matepi Ta/abo Moy, a Ii3Hilte - Imix yac

BAriTHOCTi, MO0 MAaKCHMAJbHO 3OLIBIIATH piBHI MaTEpMHCBKHX aHTUTIN y
HOBOHAapO/[’KEHOTO.

SIKII0 OCHOBHOIO METOMO BaKIMHAIIT IMijl Yac BATiTHOCTI € 3aXHCT HEMOBIISTH B
IEpII MICAI[ MXHUTT4, Bano6yBaHH>I JUIsL BCTAHOBJICHHS JIO3W TIOBHMHHI- BKITFOYATH
BUMIPIOBaHHs PiBHIB aHTHTIN y 3pa3kax IIyIIOBHHHOT KpOBI, 110 Gyim B3ATi Iim gac
nonoris. Jlanux Mae GYTH JOCTATHEO, 06 336e3MeTnTH OLHKY MiXiHIWBITyanbHOT
BapiabenbHOCTI Ta OIIHKH BILIMBY iHTepBalLy 9acy MiXK BaKI[MHAIIEI0 Ta HONOTaMU
[0 PiBHAM MaTePUHCBKUX aHTUTLI y HeMoBIAT. CIf ONIHHTH IIepCHCTEHIiIo
BUABJICHOTO MAT€PHHCHKOI'O AHTHUTLNA y HEMOBJAT MPOTH IiILOBOTO OpraHisMy sK
aCTUHY NIPOLECY NMOUIYKy NO3U. SIKIIO 3araibHa CTpaTeris mependadae BaKIMHALLIO
BariTHHX, ICIIA SIKO] IPOBOMTECS aKTHBHA BAKIAHALIS TXHIX HEMOBJISIT IIPOTH TOTO
(THX) % aHTUreHY(iB), KPMBA 3HMKEHHS PiBHS aHTHTII Y HEMOBJIAT MOKE HalaBaTH
IOIICPE/IHIO BKa3iBKy Ha Jac BBEAECHH MEPIIOT 03K HEMOBIIATI.

Sxmo ICP Bcranosieno ms iH(eKIifHOr0 3aXxBOPIOBAHH, SIKOMY  CITiJT
3amo0irTy, Ta 3aIeXHO Bifi OCHOBHOT MeTH Ta mpodino Oesmexu, cxeMa BaKIMHAII]
MaTepi MOBMHHA MaKCHMAIBHO 3GIIBIINTH BiICOTOK BALiTHHX S>KIHOK abo 3paskis
ITyTIOBMHHOI KPOBi 3 aHTHTIIOM, mdnepeBI/Imye ICP. SIxmo memae ICP i me icHye
3apeECTPOBAHOI BaKIMHA BifoMOI e(eKTHBHOCTI, 3 KOK MOXHa 6yio 6 IIOPiBHATH
BaKIMHY-KaHmaTa (To6To BUKOPHCTOBY0uH (immunobridging) mis BHCHOBKY TIPO
e(eKTHBHICTB), SIK IIPABUIIO, HOTPIOHE NOCITi IKEHHS e(EeKTUBHOCTI BAKI[MHY.

V Bcix BI/IHpOGYBaHHSIX, IO MPOBOJATECS 38 YYACTIO BariTHHX, IIOBHHHI OyTH
BCTAHOBJICHI BiJNOBiNHI MeXaHI3MH JUIS JOKYMeHTYBaHHS pesyabTary BATITHOCTI.
Hanpuxitan, cnix s6upatn indopmanio npo TpHBANICTH recTamii, CTaH HEMOBISTH
IIPY HAPOJDKEHHI Ta OyAb-sKi BpOIKEH] CTaHH.

BaxniBo, o6 BaKIWHM, 3aIpONIOHOBAH] 70 3aCTOCYBAHHS IIi/T YaC BariTHOCTI,
Mamyd  Jy)e CHPHUATIUBHHA Npodinh GeslmeKkd, BKIIOYAIOTH HH3BKY CHCTEMHY
peaKkToreHHicT. SIKImMo npodine Gesnmekw y HeBariTHUX JIOCHIJKyBaHUX CTaBUTh
Oynb-siXi mATaHHS Ge3IeKH, MOXIMBO, Oyae MOTPiIGHO IIPOBECTH OinbIn MacirraGHi
JOCIIPKEHHS JUTS i€l MOMyJIAIii 3 MeTO KiJIbKiCHOT OIHKY PU3MKY TIepe]] THM, SK

BH BaIHa 14 CJI11 11 CXOOUTH 10 BariTHAX AOCIJUKyBaHUX
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7.2. locnioacyeani nimmuvozo 6ixy

BinbwiicTs BakumuH cupuumHse y IitHIX ROCIIUKYBAaHUX HIDKYI peakiii Ha
BAaKIVHAIIO TOPIBHAHO 3 MOJOAIIMMH JOCTIPKYBAaHAMH, IO MOJKE BimoOpaxatn
iMyHOCEHeCTIeHIIl0  («CTapimHS  iMyHHOI CHCTeMH») Ta/ab0  IOMMpEHiCTh
CIeHU(IYHNX OCHOBHHX 3aXBOPIOBAaHb a00 IIKiB, $IKi HEraTHBHO BIUIABAIOTH Ha
iMmyrHy cucremy. IHoni piBeHB iMyHHUX BimmoBimell Moxe OyTu Bume y imopei
TIOXHIIOTO BIiKY, AKIIO BOHH 3 GLNBINOK HMOBIpHICTIO, HIX MOTOMIIL zopocii Oymu
npaiimMoBaHi (iMyHi30BaHi) npnpo;:[HiM IUISIXOM 860 TOHepeHb0K BaKIMHAILEIO.
ToMy BaX<TMBO IPOBONMTH aJeKBATHI NOCHIKEHHS 3 BU3HAYEHHS 03K I BaKI[UH,
IO 3alPOIIOHOBAHI JI0 3aCTOCYBaHHS y JHTHIX JEojed, i mo6 JOCHIKYBaTUCS Bei
BIKOBI IiATPpyIH (Hampukiam, 65-74 poxu, 75-84 poku Ta 85 pokiB abo Ginbiie) mys
BU3HAYCHHS, UM Pi3Hi 103M Ta/abo CXeMH J03yBaHHS ITOTPiGHI 3i 36iMbIIeHHIM BIKY.
Axmo BHNpoGyBaHHA Ha e)eKTUBHICTE MOBMHHI IIPOBOMTHCEH y Joed MOXHUIOoro
BiKy, peKOMEH/y€ThCA crparrdikanis 3a BikoBuMu migrpynamm. Kpim Toro, mix uac
KIIHIYHAX BHIPOOYBaHb CIiN JOCIHiIKYBATH BILTHB OyIb-SIKHX OCHOBHHX CTaHiB.
(xB0opoG) abo TiKapcEKUX 3acOBiB, IO, IK BigoMO, a60 HMOBIPHO 3MIHIOIOTE iMyHHI
peakuii. besmexy Bakmme y miTtHiX oci6 cmin 3a0OKYMEHTYBAaTH y MiATpymax 3
IICBHUMH OCHOBHHMM CTaHaMH (XBOpo0aMu) Ta pIiBHAMM ypa3iHBOCTI, 106

BUSHAYUTH, Y4 IIPOQLTE Ge3MeKH € NPHHATHAM y MIIPOKOMY CEHC.

7.3. Imynoodeghivummni cy6'exmu

Hepes mmpokuil cmekTp BHAIB iMyHOmediImTYy, IO Moxe OyTd HacligkoMm
BpOIKEHUX abo Hé6yTHX crafiB ab0 HACTIAKOM STPOreHHOTO BTPYYAHHS, JIATIE
IesiKi 3 SKMX MOXKYTh BIUIMBATH Ha iMyHHY BiAIIOBiIb Ha IeBHMH THII BaKIIMHU, HE
PEKOMEH/IYIOTECS  BHIPOOYBaHHS, fAKi OIIHIOIOTH Ge3MeKy, iMyHOIeHHICTH a6o
e(DeKTUBHICTE B 3aTallbHii iMyHOTE DilUTHIH MOMyIISLi].

A BunpoOyBans, NPH3HAYSHAX IS MATPUMKH PEKOMEHIAIH Moo 7031
mis  IMyHONeIUMTHMX — JOCTIIKYBAHHX, CIiJ ILIaHYBaTH 3QIyYSHHS YiTKO
BU3HAYCHHUX MiATPYN NOCIMKYBAHAX 3 IMyHONeQilUTHUMM CTaHAMHE, SKi Oy

Bi/i6pani Ha OCHOBI THX, SKi HaliMOBipHime BINTMBATUMYTH Ha iMYHHY BiZIIOBiZb Ha
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IEBHY BakIMHY. 3a BUHATKOM BMIIAIKiB, KOJM HASBHUIL obpe BCTaHOBIEHUH ICP,

AKUA MOXe OyTu 3aCTOCOBAaHMH 710 NAHWX, 3BMYANHOIO METOI TAKIX BUIIPOOYBaHb
Oyne BUSBICHHS TaKuX 103, MO KOCATAIOTH IMYHHHUX peaKiiiif, HOpiBHAHHMX 3 THMH,
IO CTIOCTEPIraloOThCs Y iIMyHOKOMITCTEHTHHAX JOCTIiJPKYBaHUX.

He ouikyerbcs, mo 6yge MOXIHBO BHBYMTH BCi iMyHOMEhinuTHI I ATTOTTY SIS,
Pimenns mpo Te, HacKimpkw TOIYJIANis, VIS SIKOi OyIb-Ka OIHA 71038 MOYKE OyTH
PCKOMEH/IOBaHa, MOXeE€ BiApi3HATHCS Bin Tiel TIOMYJIALil, B sIKilf BOHA BHBYAIACs,
HeoOXiHO IpHiMaTH Ha HifcTaBi TOTO, MO BigoMoO PO BiTHOCHY BaXKJIMBICTh Pi3HUX

IMyHOJIOTiYHHX [apamMeTpiB 3aXUCTY.
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KepipHHNIITBA OO HAIEKHOTO YUPaBIiHHA [JaHAMH TPO KIHHIYHY Oe3mexy:
BUSHAYCHHS Ta CTaHAAPTH UL IPHCKOPEHOI HOjadi IIOBIZOMIEHh — JePBEHB
1995). |

15.CPMP/ICH/381/95 «ICH: Q 2 (R1): Validation of analytical proceduré's:. Text and
methodology - June 1995» (Bamimaris amamiThaHIX IIpOLEeTyp: TEKCT Ta
METOZIOJIOTiS — YepBeHb 1995). |

16. CPMP/ICH/5716/03 «Note for guidance on Planning Pharmacovigilance
Activities - June 2005» (ITpumiTka 1o KepiBaurrsa momo TIJIAHYBAaHHS JisUTEHOCTI
3 (hapMaKoHarmsIny — gepsens 2005).

17.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) (Jlmpextusa 2001/83/€C €quneﬁCLKoro

napnamMeHTy Ta Pamu Bix 6 mucromaza 2001 poky Ipo Komexc CriBroBapucTBa
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BiZTHOCHO JIlKapCBKI/IX NpenapariB, NPU3HAYEHUX IS CTIO’KHBAHHA JTEOJTEMA.

(Odinifanit xypran nocuanus 311, 28.11.2001).

18.EMA/CHMP/ICH/604661/2009 «ICH topic E7 Studies in Support of Special
Populations: Geriatrics Questions and Answers - July 2010» (ﬂécﬂiz{meHHﬂ Ha
MiATPUMKY OCOGIHBHX HOmMysmii: I'epiatpis - [Tutamms Ta BIJINIOBIJIi — JINIIEHB
2010).

19. EMA/CHMP/VWP/141697/2009 Guideline on quality, non-clinical and clinical
aspects of live recombinant viral vectored vaccines - June 2010 (KepiBauITBO
IOA0 SIKOCTI, HOKJIIHIYHIX Ta KIHIYHMX aCIeKTiB >KUBHX BaKIHUH, IO MICTITh
pexoMOiHaHTHHM BipyCHUIt BEKTOp — YepBEeHb 2010). |

20. EMA/CHMP/VWP/457259/2014 «Guideline on Influenza Vaccines Non-clinical
and Clinical Module - July 2016» (KepiBHHIITBO MO0 BaKIHH IPOTH TPHILY;
Hexniniuani Ta knini9auit Moxyis ~ muness 2016).

21.EMA/CPMP/ICH/2711/1999 «ICH E11(R1) guideline on clinical investigation of
medicinal products in the pediatric population - September 2017» (Kniriune
ROCITKEHHS JIIKAPCHKHX 3aCO0IB y MUTSil TOMmy sl — BepeceHs 2017).

22. EMEA/CHMP/VWP/164653/05 Rev. 1 «Guideline on clinical evaluation of
vaccines —April 2018» (KepiBHHUTBO 10710 KIiHIYHO! OIHKY BAKIMH — KBiTeHb
2018). '

23. EMEA/CPMP/EWP/2158/99 Guideline on the choice of the non-inferiority
margin - July 2005 (KepiBHu1rrso momo Bubopy Mexi HEMEHINO] e(eKTHBHOCTI —

yrness 2005).

24. EMEA/P24143/2004 «Procedure for European Union guidelines and related
documents within the pharmaceutical legislative framework, 2005» (IIpouenypa
MO0 KePiBHMITB Ta CYNYyTHIX TOKyMeHTiB €Bpomelichkoro COro3y B pamKax

(apmaneBTHYHOTO 3aKOHOAABCTBa, 2005).
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KiiouoBi cioBa: Bakmuna, ryMOpajbHa IMyHHa BifIOBiAb, KIITHHHA iMyHHa

BiJIIOBib, Ipadik BaKIMHALIT, [OCITimKeHHES iMyHOreHHOCTI, 3axucHa eheKTHBHICTS,

Ji€BIiCTh, Oe3meka, IMyHH] KOpemsTy 3aXucTy
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