Ckian

Influenza, inactivated, split virus;

CKJIa[ BaKIIMHU BaKCinI/IH® TeTpa BignmoBigae pekomeHpalisgsm BOO3 i pimieHHIO
€BpornericbKoro Cow3y CTOCOBHO CKJIaAy BaKIMH IPOTHU rpuiy ce3ony 2024/2025 gnsa
[TiBHIYHOI ITiBKYTi;

1 imyHi3yio4da go3a BakuuHu (0,5 MJI) MiCTUTB:
Oitoui peuoBuHuU:
iHaKTHBOBaHMU CIUIIT-BipyC I'PHUILy TaKUX MITaMiB*:

A/Victoria/4897/2022 (HIN1)pdmO09 - momiouuut (A/Victoria/4897/2022, IVR-238) 15
MKT ["A**

A/Thailand/8/2022 (H3N2) - nomiouui (A/California/122/2022, SAN-022) 15 Mkr FA**
B/Phuket/3073/2013 - nomiouuii (B/Phuket/3073/2013, gukuii tum) 15 Mxr 'A**

B/Austria/1359417/2021 - nopi6uuut (B/Michigan/01/2021, pukuit tum) 15 Mxr TA**

* KyITbTUBOBaHI Ha Kypss4yux eMOpioHax 3MOPOBUX Kypen
** reMarnaOTHHIH
OONOMIJHICHI peYOBUHU:

OydepHU po3unH (HaTPito xyopund; HaTpito rimpodocdaT, ourimpar; Kamiio
ourigpodocdart; Kasio XJI0pud Ta Boga O iH eKIIin).

JIikapcbKa ¢opma

CycneHasisa oy iH' eKIiu.

OCHOBHI (Pi3UKO-XIMIUHI 81aCMUBOCMI: MICJIA JIETKOT0 CTPYIIyBaHHS Ma€ BUTIIAL
06e30apBHOI1 OITaJIeCIIeHTHOl PiAWHMU.

®dapMaKoTepalneBTHYHA Irpyna

BipycHi Bakiiuau. Bakiiuau npoTtu rpuny. Bipyc rpuny, iHaKTUBOBaHUU, PO3LIEIJIEHUN
Bipyc abo nmoBepxHeBui anTures. Kom ATX JO7B B02



®apMaKoOJIOridyHi BJIaCTHBOCTI

ImyHo102iuHi i Oion102iuHi 8 1aCMUBOCMI.
dapmakoduHamika.

Mexani3Mm nmil. BakiuHa BaKCil"pI/IH® TeTpa 3abe3meuye aKTUBHY iMyHi3allilo ITPOTH
YOTUPHOX LITaMiB BipyCy rpuny (OBOX ImigTuUMiB A Ta ABOX TUIIiB B), 1110 B Hil
MICTSATBCH.

BakuuHa BaKcirpHn® TeTpa iIHOAYKYE NPOAYKYBaHHS I'yMOPaJIbHUX aHTUTLI IIPOTHA
reMarjlTUHIHIB BOPOOOBXK 2-3 TUXKHIB. Lli aHTUTI/Ia HEUTPAaJi3yIOTh BipyCHU I'PUILY.

PiBHi TUTpiB cienindivHUX aHTUTIJI, U0 iHTiIOYIOTh TeMariIloTHHAIliI0, MiC/Isg BaKIMHAaIlil
IHAKTUBOBaHMMHU BaKIIMHAMU IIPOTHU BipyCy I'PUIY HE KOPEJIIOIOTH i3 PiBHEM 3aXUCTY
BiZl 3aXBOPIOBaHHS Ha I'PUII, IIPOTE TUTPU aHTUTIN, 1[0 iHTiOyIOTh TeMarIloTUHALIIIO,
BUKOPUCTOBYIOTHCS [J11 BUMIpIOBaAHHS aKTUBHOCTI BaKIIUHU. B meaKWX IPOBOKAL[IMHUX
OOCIiAXKEHHIX 3a y4acTIO JIIofed TUTPU aHTUTIJ, 110 iHri0yI0Th reMariaioTHUHallilo, Ha
piBHI = 1:40 acolrifoBaIKCh i3 3aXMCTOM Bin 3axBoproBaHHS Ha rpum o 50 % ocib.

OCKinbKM BipyCH IpuUNy IIOCTiMHO 3MiHIOIOTHCS, IIITAMU BipycCy, 110 BimOUpPaiOThCS OJIs
BaKIIUHMU, MIOPiYHO nepernsamarTecsa BOO3.

[MlopiuHa peBakIMHAISA BaKIIUHOIO BaKcirpHH® TeTpa He mocnigXxyBanack. Ha
micTaBi KJTIHIYHOTO JOCBiAy 3aCTOCYyBaHHS TPHUBaJIEHTHOL BAKIIUHUA PEKOMEHOYETHCS
3[IMCHIOBATHU LIOPIYHY BaKIKHAIIil0 IIPOTHU I'PUIY, BPaXOBYIOUYU TPUBAJIICTh IMYHITETY,
1110 3a0e31eYyeThC BaKIIMHOIO, Ta IUPKYJIIOI0Yi IITaMU BipyCy I'PHUITY, 10 3MiHIOIOTHCS
3 POKY B pIK.

EgdexkmusHicmb 8akyuHu Baxciapun® Tempa
[MTonynsuis negiaTPUYHUX ITAILlIEHTIB
e JliTH BiKOM Bif 6 mo 35 MicsIIiB.

PanpgomizoBane 1aiie00-KOHTPOIbOBaHe MOCHIIXKEeHHS ITPOBOAUIIN B 4 perioHax
(Adpuka, Asisg, JlatuHChKa AMepuKa Ta €Bpora) IpoTarom 4 Ce30HiB I'PUITY 3a
y4dacTio OinbIl Hixk 5400 miTel BikoM Bim 6 mo 35 MicAIliB, IKi OTpUMYyBaJIX 1O OABi M0O3U
(0,5 M) BaKIIMHU BaKcirpHH® TeTtpa (N = 2722) a6o nnanebo (N = 2717) 3
iHTepBasioM 28 OHIB MiXK J03aMM; OOCHIAXKEHHS IIPOBOAUIIN 3 METOIO OLIHKHU
e(DeKTUBHOCTI BaKLIMHU BaKcirpHH® Tetpa nns 3anobiranHsa 1abopaTOPHO
IMiATBEPOXKEHOMY 3aXBOPIOBAHHIO Ha T'PUI, III0 BUKJIMKAETHCS Oyab-IKUM IIITaMOM A
Ta/abo B ab0 BaKIIMHOMMOAIOHUMH IITaMaMH (3a pe3yabTaTaMi CEKBEHYBaHHS).



JlabopaTOpHO IMiATBEpAXKEHE 3aXBOPIOBAHHS Ha T'PUII BU3HAYAIOCS SIK T'PUIIONONIOHE
3axsopoBaHH4A (['TI3) [migBuieHHS TeMepaTypHu Tina = 38 °C (d9Ke yTpUMY€EThHCS
IPOTSATOM He MeHIe 24 TOOuH) OOJHOYaCHO 3 IPMHAUMHI OOHUM i3 TAKUX CUMIITOMIB:
KallleJib, 3aKJIafeHiCTh Hoca, puHopes, ¢apuHriT, oTUT, O1t0BaHHS abo miapes], ke
OyJio mabopaTOpHO MiATBEPOXKEHE K BUMNAOK I'PUITY OOCHiIXKEHHSIMH METOOOM
IMoJTiMepas3Hoi JIaHIIOTOBOI peakiIrii 3i 3BOpoTHOIO TpaHCcKpumnTasoi (3T-ITJIP) ta/abo
KyJIbTUBYBaHHS BipycCy.

Tabnuisa 1

YacToTa BUNAAKiB rpuny Ta e(PeKTUBHICTh BaKIIUHA BaKCil"pI/IH® TeTpa npotu
s1abopaToOpHO IMiATBEPAKEHOI 0 3aXBOPIOBAaHHS Ha I'PUM Y AiTeM BiKoM Big 6 mo 35

MicsIIiB
BakiiiHa
H_ ® ITname6o
Bakcirpun ~ Tetpa EdeKTHBHICTS
N = 2591
(N = 2584) ( )
JlaGopaTopHO minTBEpPIXKEHEe
3aXBOPIOBAHHS Ha I'PHII,
BUKITMKAHE: YacToTa YacToTa % (2-Giurmit
BHUIIAOKIB BHUIIAOKIB
95% 1)
n rpuny N Irpuny
(%) (%)
B } 52,03 (40,24;
® DYAb-AKHUM IITAMOM 122 14,72 255 9,84 (
Bipycy rpurmy A a6o B 61,66)
e BipyCHUMHU IIITaMaMH,
py . 69,33 (51,93;
HOOiOHMMM OO THUX, IKi |26 1,01 85 3,28 81.03)
MiCTSITBbCSI Y BAKLMHI ’

N - KinbKicTb giTed, JaHi SKUX aHaJi3yBaaucs (IMOBHUM HaAOIp maHUX).
e KiJIBKICTBh YYACHUKIB [OCIIIIXKEHHS, AKUX CTOCYETHCS 3a3HaUYeHUU [TOKa3HUK.
I - moBipuu# iHTEepBasl.

[TomepegHbO 3aljiaHOBaHe OOIIOMiXKHE OOCIHIiAXKEHHS ITPOAEeMOHCTPYBAIo, 110 BaKIIMHa
BaKcirpHH® TeTtpa 3amobirmna 56,6 % (95 % OI: 37,0; 70,5) BUNaaKiB TSXKKOTO,
71ab0paTOPHO ITiATBEPHAXKEHOI'0 3aXBOPIOBAHHS Ha I'PUI, BUKJIMKAHOT'O OYIb-IKUM



mtamoM, i 71,7 % (95 % [I1: 43,7; 86,9) BumaaKiB TSKKOT0, JIJaOOPaTOPHO
MMiOTBEPAKEHOT0 3aXBOPIOBAHHSA Ha I'PUII, BUKJIMKAHOTO BAKIIMHOIOOIOHUMY IIITaMaMMu.
Takox y miTeu, siKi OTpUMyBaJld BaKIIVHY BaKcirpHn® TeTpa, 6yna Ha 59,2 % (95 %
II: 44,4; 70,4) HUKYa UMOBIPHICTh 3aXBOPIOBAHHS Ha I'PUII, 1110 TOTPeOy€e 3BEepHEHHS
3a MeOUYHOIO JOTIOMOT010, HiXK y [iTel, sIKi oTpuMyBau maiebo.

TsxKe 1ab0paTOPHO IMiATBEPHOXKEHEe 3aXBOPIOBAHHS Ha I'PUI BU3Haudasocs K ['TI3,
sike O0ys10 1abopaTOPHO IMiATBepOXKeHe SIK BUIMIAIOK I'PUNY OOCITiIXKEeHHSIMH MEeTOO0M
3T-TIJIP Ta/ab0 Ky/nbTUBYBaHHS BipyCy Ta XapaKTepu3yBaJioCs MIPUHAWMHI OOHUM i3
TaKWUX SBUILL:

e MiABUINEHHS TeMIlepaTypH Tina > 39,5 °C mns giteu BikoM < 24 micsiliB abo =
39,0 °C gna gitel BikoM = 24 MicslliB

e Ta/abo IpUHAUMHI OOUH 3HaUyIIUi cuMmnToM ['TI3, aKuil mopyIrye 3BUUanHy
aKTHUBHICTb (KallleNlb, 3aKjIafeHiCTh HOoca, puHoOpesi, GapuUHTIT, OTUT, OJIIOBaHHS,
niapest),

e Ta/ab0 OgHE 3 TAKUX SIBUII: TOCTPUMN CepenHili OTUT, rocTpa iHGeKITis HuXKHiX
OUXaJIbHUX HIIAXiB (IHEBMOHIsI, OPOHXiOJiT, OPOHXIT, KPYII), TOCIIiTami3allis.

e JliTu BikoM Big 3 0o 8 poOKiB.

3 ornsay Ha iMyHHY BiIIIOBiZb, siKa CIIOCTepirasjaacs y giTed BiKoM Bif 3 0o 8 POKis,
OYiIKY€ETHCS, 1110 €(PEKTUBHICTh BaKIIUHUA BaKcirpHn® Tetpa y it monynsiiii 6yne
MMpUHaNMHI momioHo0 Mo e(eKTUBHOCTI, siKa BigMiuanacs y miTel BikoM Bixg 6 go 35
MicALiB (ouB. migpo3minu «[lity BiKkoM Bif 6 go 35 Micsa1iB» Ta «IMyHOT€HHICTh
BakIIMHUA BaKcirpHH® TeTpa»).

e HemoBmsiTa BikOoM 1o 6 Mics1iiB, MaTepi skux OyJiu IIeIyIeHi mif 4yac BariTHOCTI
(macuBHUHM 3aXUCT).

HewmosBnsiTa BikOM 10 6 Mics1liB HajleXkaTh OO0 I'PYIIU MIiIBUIIEHOT0 PUSUKY
3aXBOPIOBaAHHS Ha I'PUII, 1[0 ITOKa3y€ MifgBUINleHa YacToTa rocmiTamisalii. OgHak
BaKIIMHU O TPo@ilaKTUKM TPUIY OJI ITi€l BIKOBO1 KaTeropil He mMoKa3aHi.

EdekTuBHICTE BaKIIUHU BaKcirpHH® TeTpa [Oj11 HEMOBJIAT, MaTePi AKUX OTpUMaAIIA
enuHy 0o3y 0,5 MJI BakKIMHU ITif Yac Apyroro abo TpeThOro TPUMECTPY BariTHOCTI, He
BuBYasacsd. [Ipu nboMy epeKTUBHICTh iIHAKTUBOBAHOI TPUBAJIEHTHOl BaKIIMHU 14
npodinakTuku rpuny (Bakcirpun) Ojiss HEMOBIAT, MaTepi AKUX OTPUMAaJId €EOUHY O03Yy
0,5 M1 BaKIIMHU TIif Yac Apyroro abo TpeThOro TPUMECTPY BariTHOCTI, Oyia
IMPOAEMOHCTPOBaHa Mifl Yac KIiHIYHUX JOCIigXKeHb i MoXKe OyTH eKCTpalojlboBaHa Ha
BakKIIMHY BaKcirpHH® TeTpa.

EdekTuBHICTh iHAKTHBOBAHOI TPHUBAJIEHTHOI BaKIIMHU OJISI MTPO(iTaKTUKN TPULY
(Bakcirpur) st HEMOBJISIT, MaTepi SKUX Oysu IensieHi mif Yac mepiioro TpPUMeCTPY



BariTHOCTI, He BUBYAaJlacAd IIifl 4YaC [UX OOCIIAXKeEeHb. AKINO IIeIJIEeHHS IIPOTU IPUIY
BBaXKa€ThCSI HEOOXiMHUM IIi[] Yac MepIIoro TPUMECTPY BariTHOCTI, MOT0 He CIIif
BimKiapgaTu (OMB. PO3[iNl «3aCTOCYBaHHS y mepiof BariTHOCTiI ab0 rogyBaHHSI
TPyOOio»).

ITig yac paHOoOMi30BaHUX i KOHTPOJIbOBAHUX KITIHIYHUX gocaigxKeHb IV ¢a3wu, saKi
npoBopunucs B Mani, Henani i I[TAP, npu6musso 5000 BariTHUX XKiHOK OTPUMYBaJlu
Bakcirpun (TpuBasieHTHY BaKUUHY [A1s npodinaktuku rpuny) i mpudnusao 5000
BariTHUX KiHOK OTPHUMYBaJH Ij1alie00 Y1 KOHTPOJIbOBaHY BaKIIUHY (YOTUPUBAJIEHTHY
KOH'I0OTOBaHy BaKIIMHY IIPOTU MEHIHTOKOKY) Mifl 4ac Apyroro abo TpeTboro TPUMECTPY
BariTHOCTi. EQeKTUBHICTS IIerieHHs Ot MPodiTakKTUKK 0i0JIOTiYHO IMigdTBEPAXKEHOT 0
TPUNY y BariTHUX KIiHOK OLiHIOBAJlacsd K OPYTOPAOHUUN KPUTEPIN y TPHOX
BHUIlle3a3HAaUYE€HUX OOCIIIIXKEeHHAX.

HocmimxxeHHs1, 110 Oynu npoBeneHi y Maii i [TAP, noka3anu eeKTUBHICTh BaKIIMHU
Bakcirpun g npodinakKTUKUA TPUILY ¥ BariTHUX KIHOK ITiCJIA 1X IIeNJIeHHS MHif 9ac
opyroro abo TpeThboro TPUMECTPIB BariTHOCTI (AuB. Tabmuilto 2). Y mocmigKeHHi,
npoBegeHomy y Henari, He Oyna mpogeMOHCTpOBaHa e(PeKTUBHICTh BaKIIMHU
Baxkcirpun gns npodinakKTUKM TPUIY y BariTHUX KIHOK MiCIIs 1X IIEeIJIEHHS i Jac
opyroro abo TpeThOro TPUMECTPIB BariTHOCTI.

Tabnuisa 2

YacToTa 3aXBOPIOBAHOCTI Ha Ipull i e(peKTUBHICTh BaKIIUHU BaKCirpum mmpoTu
0ioOTiYHO MiATBEPAXKEHOTO T'PUNY Y BaTiTHUX KiHOK

YacToTa 3aXBOPIOBAHOCTI Ha T'PUIL EdekTuBHICTh BaKIIUHU Bakcirpun

(He3amexHO Big Tumny, A 4u B) % (n/N) % (95 % IOI)

Bakcirpun KonTponbHa BakyHa*

Mani|0,5 (11/2108) 1,9 (40/2085) 70,3 (42,2; 85,8)
Bakcirpun [Tnaue6o

ITAP (1,8 (19/1062) 3,6 (38/1054) 50,4 (14,5; 71,2)

* BakiyHa IIpOTU MEHIHTOKOKY.



N - KinbKiCTh BariTHUX XKiHOK, BKJIIOUEHUX B aHaJIi3.
e KinbKiCTBh Cy0’€KTIB, Y SKUX € Oi0JIOTiUHO MiATBEPOXKEHUN T'PUIL.
III - moBipuyu# iHTEepBal.

ITig yac BuIllle3a3HaY€HUX PAaHOOMI30BaHUX 1 KOHTPOJIbOBAHUX KIIIHIYHUX OOCIIIAXKEHb
IV ¢a3u, ski npoBogunucs B Mai, Hemnami i ITAP, 4530 3 4898 (92 %) HEMOBIAIT,
MaTepi SKUX oTpuMyBanu Bakcirpun (TpuBaJIeHTHY BaKLMHY IIPOTHU I'PUILY) i Yac
opyroro abo TPeThboro TPUMECTPY BariTHOCTI, i 4532 3 4868 (93 %) HeMOBJIAT, MaTepi
SIKUX OTPUMYBaIH mianedo abo KOHTPOIbOBAHY BaKIIMHY (YOTUPUBATIEHTHY
KOH'I0OTOBaHy BaKIIMHY IIPOTU MEHIHTOKOKY) Mifl 4ac Apyroro abo TpeTboro TPUMECTPY
BariTHOCTI (OuB. TaOMUIO 3), 3HAXOOUINCS HAa KOHTPOJI IPUOIN3HO 00 6 MicSIIiB.

Lli mocmigKeHHS NigTBepANIU e(heKTUBHICTh BaKIIMHU Bakcirpun g npodilakTUKU
TPUIY ¥ HEMOBIIST, MaTepi SKUX Oynu IIEeNnseHi Mg yac apyroro abo TpeThoro
TPUMECTPIB BariTHOCTI, 3 OHS HAPOOXKEHHS i MpubIu3Ho no 6 MicsiiB. 2KiHKY y
IepIIoOMYy TPUMECTPi BariTHOCTI B IIi MOCIiI>XXeHHS BKITIOUeHi He Oysu, a OTXKe,
e(eKTUBHICTb BaKIIMHY Bakcirpun ajist HEMOBIIAT, MaTepi SKUX OyJIU IIeIJIeHi ITig yac
MEepPIIOT0 TPUMECTPY BariTHOCTI, He MOXKHa OyJI0 OLiHUTH.

Tabmnuisa 3

YacToTa 3aXBOPIOBAHOCTI Ha I'PUM i epeKTUBHICTh BaKIIUHU Bakcirpun nportu
0i0JIOTiYHO MiATBEPAXKEHOr 0 TPUNY ¥ HEMOBJIAT, MaTepi AKuX Oy IIensieHi mig yac
BariTHOCTI

YacToTa 3aXBOPHOBaHOCTI Ha IpUl EdekTuBHICTE BaKIIuHU Bakcirpun

(He3amnexHo Big Tuny, A 4u B) % (n/N) % (95 % IOI)

Bakcirpun KouTposnbHa BakiimHa*
Mani |2,4 (45/1866) 3,8 (71/1869) 37,3 (7,6; 57,8)
Bakcirpum [Tnaue6o

Henamn|4,1 (74/1820) 5,8 (105/1826) 30,0 (5; 48)




ITAP 1,9 (19/1026) 3,6 (37/1023) 48,8 (11,6; 70,4)

* BakuyHa IIpOTU MEHIHTOKOKY.
N - KIJIBKICTh HEMOBJIST, BKJIIIOYEHHUX B aHAJII3.

e KiJTbKICTBH Cy0’€KTIB, ¥ SKUX € 0i0JIOTiYHO MiATBEPAXKEHUMN TPUIL.
I - poBip4yuu1 iHTEepBa.

[aHi o0 epeKTUBHOCTI MOKa3yI0Th 3HUKEHHS PiBHSA 3aXUCTY 3 4aCOM IIiCJIisg
HapO[KeHHS HEMOBJIAT, MaTepi AKUX OyJiu IellJIeHi i Yac BariTHOCTI.

Y xopmi KnmiHIYHOTO OOCHimKeHH, 110 npoBoausnocs y I[TAP, epeKTUBHICTh BaKIIUHA
OyJia BUILOIO Y HEMOBIST BiKOM A0 8 THMXKHIB BK/ITIOUHO (85,8 % [95 % OI: 38,3; 98,4]) i
3HMXKYyBajlacs 3 4acoM; epeKTUBHICTb BaKIIuHU Oyna 25,5 % (95 % OI: -67,9; 67,8) y
HeMOBIAT BikoM Bixg 8 mo 16 tuxkHiB i 30,4 % (95 % [1: -154,9; 82,6) y HEMOBJIST BiKOM
Big 16 mo 24 Tu>KHIiB.

Y xomi KnmiHIYHOTO OOCHiaXKeHHs, 110 ITPOBOANIOCS B Maiti, e(eKTHUBHICTh
iHaKTMBOBAHOI TPMBAJIEHTHOI BaKLIMHU [J1 TPOQiTaKTUKY T'PUITY TAKOXK Oyjia BUIIIOIO
IOJIs1 HEMOBJIAT BIPOAOBXK MEPIINX YOTUPHOX MICHIIB MiC/Is HapPOOXKEHHS, IPUYOMY B
X0mi 5-ro Micsa1s epeKTUBHICTD Oyia ciabIoo, a mif yac 6-ro Micslis CriocTepiranocs
IIOMiTHe 3HUKEHHS, KOJIM 3aXHUCT mepecTaBaB OyTU OYEBUIHUM.

3amnobiranHs 3apakeHHIO TPUIIOM MOKHa O4iKyBaTH, JIUIIIE SIKIIIO HEMOBIISITA
iH(piKOBaHI IITaMaM¥, BKIIIOYEHUMHU O0 BaKIIUHH, III0 BBOOUJIACS MaTepi.

IMyHO2eHHICMb BAKUUHU Bal-cciepun® Tempa

B KIiHIYHUX OOCIIOXKEHHAX, B SKUX B35JIM y4aCTh OOPOCIi BikoM Big 18 go 60 pokis,
ocobu miTHBOTO BiKY (rmoHap 60 pokiB) Ta miTu BikoM Bixm 3 mo 8 pokiB i BikoM Bim 6 mo
35 MicAl1iB, OlliHIOBasiaCh iMyHHAa BiAIIOBiOb Ha BAKILUHY BaKcirpHH® TeTpa 3a
IMOKa3HUKaAMHU CepPeqHbOr0 TeOMETPUYHOI0 3HAYEHHS TUTPIB aHTUTIN, 110 iHTiOYIOTH
reMaraloTHHAIIIo, Ha OeHb 21 (mi1sa gopocnux) Ta meHb 28 (ons miTel), IIOKa3HUKA
CEPOKOHBepCil 3 iHTiOyBaHHSAM reMariloTHHallil (30iIbIIeHHS B 4 pa3u PEUIIPOKHOTO
TUTPY ab0 3MiHa TUTPY Bif TOTO, 110 He BU3HAYA€eThCA (< 1:10), IO peIMIPOKHOTO =
1:40) Ta cuiBBigHOIIIEHHS CEPEOHbOTO T€OMETPUYHOI0 3HaYEeHHS TUTPIB @HTUTIJI, 110
iHri6y1oTh remMarmoTHHAL0 (TUTPU Iiciisg/Iepen BaKIIMHAIII€0).

B ogrOMY KIIiHIYHOMY OOCJIAXKEHHI, IIPOBEJEHOMY 3a y4aCTIO0 JOPOCIuX BiKOM Bifg 18
oo 60 pokiB Ta giTeu BikoM Bifm 9 mo 17 poKiB, oIMCaHO iMyHHY BiAIIOBiAb Ha BBEOEHHS
BakKIIMHU BaKCil"pI/IH® TeTpa 3a MOKa3HUKOM CEPEOHBOr0 T€eOMETPUYHOI0 3HaUYEHHS



TUTPIiB @HTHUTIM, 1110 iHTiIOyIOTh TeMarjloTUHalIlilo, Ha AeHb 21. B iHIIoMYy KiiHiYHOMY
OOCJIiAXKEeHHi, IPOBEJEeHOMY 3a y4acTO OiTeu BikoM Bif 9 mo 17 pokiB, onucaHa iMyHHa
BiAIIOBIOb HA BBEOEHHS BaKIIMHU BaKcirpHn® Tetpa.

3a JaHUMU OOHOTO KJIIHIYHOTO OOCJIAKEeHHS, IIPOBEAEHOI0 3a Y4aCTIO BariTHUX
JKIHOK, OIIMCaHO IMyHHY BIIIOBiAL HA BaKIIUHY BaKCirpHH® TeTpa y BUTTISAMOl peakiiil
3aTpuMKM reMmarmnioTuHalil (P3I'A) i3 BUBegeHHSIM CepPEeOHbBOT0 T€OMETPUYHOT O TUTPY
(CT'T) Ha 21 meHs, iHOekCy cepokoHBepcil P3I'A Ta cepegHbOT0 T€EOMETPUYHOTO
3Ha4ueHH4 BimHomeHb iHguBigyanbHUX TUTPIB (CCI'T) P3T'A micnis BBegeHHS OOHIEL
oo3u y opyroMmy abo TpeTbOMYy TPUMECTPi BariTHOCTi. ¥ IbOMY OOCHiIXKeHHi
TpaHCIJIalleHTapHYy Iepefayy olliHioBanu, BUKopucTtoByioun P3I'A CI'T maTepuHCHKO1L
KPOBI, IYIIOBUHHY KPOB Ta CIIIBBiAHOIIEHHS KPOBi 3 IIYIIOBUHU Ta KPOBl1 MaTepi Ipu
roJiorax.

Baknuna BaKcirpHn® TeTpa iHAYyKyBajla 3HaUylly iMyHHY BiITIOBigbL IPOTYU 4 IITaMiB
BipyCy I'pHUIly, 110 MIiCTATbCS Yy BaKIWHI.

Ilopocri Ta ocobu JIITHLOTO BiKYy

IMyHHa BiATIOBiOb MiC/Ist BBEJEeHHS OOHI€l JO3U BaKLIMHUA BaKcirpHH® Tetpa Oyna
olliHeHa 3aranom y 832 mopocnux BikoM Bif 18 mo 60 pokiB Ta y 831 ocobu miTHROTO
BiKy (moHapm 60 pokKiB).

Pe3ynbTaTé 3a nOKa3HUKaMU iMyHOT€HHOCTi HaBefieHO y Tabnuti 4.
Tabnus 4

Pe3ynbTaTu OLIIHKY iMyHOT€HHOCTI Yy mopocnux BikoM Bixg 18 mo 60 pokiB Ta ocib
JIITHBOT'O BiKY (r1oHan 60 poKiB)

Oco0u BikoM Big 18 no |Oco0Ou BikoM moHa
60 pokiB 60 pokiB

AHTHUT€eHHHH HITaM

N = 832 N =831

CI'T (95 % OI)

é/)(%le)l)llfornla/7/2009 (H1N1) 608 (563; 657) 219 (199; 241)




A/Texas/50/2012 (H3N2)

498 (459; 541)

359 (329; 391)

B (Victoria)

708 (661; 760)

287 (265; 311)

B (Yamagata)

1715 (1607; 1830)

655 (611; 701)

CK % (95 % [i1) (©

A/California/7/2009 (H1N1)
(@)(b)

64,1 (60,7; 67,4)

45,6 (42,1; 49,0)

A/Texas/50/2012 (H3N2)

66,2 (62,9; 69,4)

47,5 (44,1; 51,0)

B (Victoria)

70,9 (67,7; 74,0)

45,2 (41,8; 48,7)

B (Yamagata)

63,7 (60,3; 67,0)

42,7 (39,3; 46,2)

CCI'T (95 % 1) (D

A/California/7/2009 (H1N1)
(@)(b)

9,77 (8,69; 11,0)

4,94 (4,46; 5,47)

A/Texas/50/2012 (H3N2)

10,3 (9,15; 11,5)

5,60 (5,02; 6,24)

B (Victoria)

11,6 (10,4; 12,9)

4,61 (4,18; 5,09)

B (Yamagata)

7,35 (6,66; 8,12)

4,11 (3,73; 4,52)

N - KifTbKiCTh YY4aCHUKIB, IIOJ0 AKUX € HOCTYIIHI JaHi CTOCOBHO BiAIIOBigHOI KiHII€BO1

To4yKkY; CI'T - cepenHe reoMeTpruyHe 3HaUYEHHSA TUTPIB aHTUTL; I - moBipuuu

IHTepBaIl.

(@) N = 832 mns BikoBoOi rpynu 18-60 pOKiB.




(b) N = 831 OJis1 BIKOBO1 rpynu moHap 60 pokKis.
©) cK - CEPOKOHBepcCiss, abo 3HauyIe 30iIbIIIeHHS TUTPIB @aHTUTIN:

e [IJI yYaCHHUKIB 3 TUTPOM aHTHUTIJ nepepn BakuuHamiewo < 1:10 (1/dil) - vacTka
Y4YaCHUKIB 3 TUTPOM aHTHUTIN ITicis BakumHalil = 1:40 (1/dil);

e MIJIS1 YYaCHUKIB 3 TUTPOM aHTHUTIN Iepeq BakiuHaliew = 1:10 (1/dil) - vacTka
YYaCHUKIB 3i 30i/TbIIIEHHSIM TUTPY @aHTUTIN ITiC/IsT BaKIIMHAIIL ITOPiBHSIHO 3 TUTPOM
aHTUTIN TIepen BaKIMHAaIli€ B 4 Ta Oinbie pasis.

d ccrr - cepefHeE reoOMeTpUYHe 3HAaUYEeHHS BiOHOLIEHDb IHOAUBIAYaIbHUX TUTPIB
(BimHOIIIEHHS «TUTPHU ITiCJIsSI BaKIIMHAIIl / TUTPU Hepe[ BaKIMHAIII€I0»).

BaezimHi oCiHKU ma mpaHcnaaueHmapHa nepedaydd

Bcroro 230 BariTHUX XKiHOK OTpUMaJid BaKIIMHY BaKcirpHH® TeTpa IpoTAroM OpPyroro
ab0 TPeThOro TPUMECTPY BariTHOCTI (3 20-r0 1Mo 32-1 TUXEeHb BariTHOCTI).

Pe3ynbTaTé iMyHOT€HHOCTI MEeTOOOM iHTiOyBaHHSA reMarjloTHHAaIlil y BariTHUX KiHOK
yepe3 21 meHb miciisg BBEAEHHS BaKLIMHU BaKcirpHn® TeTpa npencTraBiaeHo B TaOJIUII
5.

Tabmnuisa 5

Pe3ynbTaTé iMyHOT€HHOCTI MeTOIOM iHTiOyBaHHS reMarjioTHHAll y BariTHUX KiHOK
yepe3 21 meHs Iiciig BBeOeHHS BaKIIUHU BaKcirpHH® Tetpa

AHTHUTeHHHH mTaM BakuuHa BaKcirme® Terpa N = 216

CIT (95 % 1OI)

A (HIN1)* 525 (466; 592)
A (H3N2)* 341 (286; 407)
B1 (Victoria)* 568 (496; 651)

B2 (Yamagata)* 993 (870; 1134)




AHTHUTeHHHH ImTaM BakuuHa BaKcirme® Terpa N = 216

= 4-KpaTHe nigBuimeHHs n (%) (@)

A (HIN1)* 38,0 (31,5; 44,8)
A (H3N2)* 59,3 (562,4; 65,9)
B1 (Victoria)* 61,1 (54,3; 67,7)

B2 (Yamagata)* 59,7 (52,9; 66,3)

CCIT (95 % 1I1) ®

A (HIN1)* 3,81 (3,11; 4,66)
A (H3N2)* 8,63 (6,85; 10,9)
B1 (Victoria)* 8,48 (6,81; 10,6)

B2 (Yamagata)* 6,26 (5,12; 7,65)

* A/HIN1: A/Michigan/45/2015 (H1N1) pdm09-nnogi6uui Bipyc. A/H3N2: A/Hong
Kong/4801/2014 (H3N2)-tmogibHu Bipyc.

B1: B/Brisbane/60/2008-tmoniouuit Bipyc (B/Victoria nminist nudepeHIiitoBaHHs).
B2: B/Phuket/3073/2013-ntomi6uuit Bipyc (B/Yamagata niHist nudepeHIiitoBaHHS).
@) cx - CEPOKOHBepCis, abo 3HauyIe 30iIbIlIeHHS TUTPIB aHTUTIN:

e MIJIS1 YYACHUKIB 3 TUTPOM aHTHUTIN Iepeq BakiuHaliew < 1:10 (1/dil) - vacTka
YYaCHHUKIB 3 TUTPOM @aHTUTIN micisa BakmuHail = 1:40 (1/dil);

e [IJIS yYaCHUKIB 3 TUTPOM aHTHUTIJI ITepeq BakuuHaliew = 1:10 (1/dil) - vacTka
YYaCHUKIB 3i 30i/TbIIIeHHSIM TUTPY @HTUTIJ ITic/IsT BaKIIMHAIII ITOPiBHAHO 3 TUTPOM
QHTUTIN mepeq BaKIMHalli€lo B 4 Ta OiibIllie pa3iB.



(b) ccrr - cepefHE reOMeTpUYHe 3HaYEeHHS BifHOIIEHb IHOVWBINyaTbHUX TUTPIB
(BimHOIIEHHS «TUTPU IIiCIS BaKIIMHAIIl / TUTPH IIepe[ BaKIIMHAIIIEI0»).

CKOpPO4YEeHHS:

N - KinbKiCTb y4YaCHUKIB, IIIO0 IKUX € MOCTYIIHI MaHi CTOCOBHO BiAIIOBiAHOI KiHIIEBO1
TOYKH.

CI'T - cepenHe reoMeTpUYHE 3HAYEHHS TUTPIB aHTUTIJI.
I - noBipyuu iHTepBa.

OmnucoBa OIliHKa iMyHOT€HHOCTiI MeTOIOM iHTiOyBaHHS reMarjloTHUHAIlil IPU II0JIorax y
3pa3Ky KpoBi maTepi (BLO3M) Ta 3pa3ky nynoBuHHOI KpoBi (BLO3B), a Takoxk
TpaHcIIalleHTapHol nepengaydi (BLO3B/BLO3M) npencTaBneHa B Tabnutli 6.

Tabmnuis 6

Omnucosa oO1liHKa iIMyHOT€HHOCTI BaKIIUHU BaKcirpHn® TeTpa MmeTomoM iHTiOyBaHHS
reMarJIloTHHAIlll TP I10JIorax

AHTHTeHHHH mTaM |BaknmuHa BaKcirpHn® Terpa N =178

BLO3M (xpoB Mmatepi) CI'T (95 % 1II)

A (HIN1)* 304 (265; 349)
A (H3N2)* 178 (146; 218)
B1 (Victoria)* 290 (247; 341)
B2 (Yamagata)* 547 (463; 646)

BLO3B (mynmnoBHHHa KpPOB)

CI'T (95 % 1OI)

A (HIN1)* 576 (492; 675)




AHTUIeHHHH LITaM

Baknuna BaKcirppm® Terpa N =178

A (H3N2)*

305 (246; 379)

B1 (Victoria)*

444 (372; 530)

B2 (Yamagata)*

921 (772; 1099)

TpaHcITanmeHTapHa nepegada: BLO3B/BLO3MS§ CI'T (95 % 1)

A (HIN1)* 1,89 (1,72; 2,08)

A (H3N2)* 1,71 (1,56; 1,87)

B1 (Victoria)* 1,53 (1,37;1,71)

B2 (Yamagata)* 1,69 (1,54; 1,85)

N - KifIbKiCTh YYaCHUKIB, OO0 AKUX € OOCTYIIHI JaHi CTOCOBHO BiAIIOBIgHOI KiHII€BO1
TOYKU: XKIHKU, AKl OTPpUMaJId BaKIUHY BaKcirpHn® TeTpa, HapoOUIU IIOHaUMEHIIIE
yepe3 2 TUXKHI micss iH’ eK1Iii, a mpu nojorax 0yJyio JOCTaTHHO MYIIOBUHHOI KPOBi Ta
KpOB1 MaTepi.

* A/HIN1: A/Michigan/45/2015 (H1N1) pdm09-nogiouui Bipyc. A/H3N2: A/Hong
Kong/4801/2014 (H3N2)-nmomi6uui Bipyc. Bl: B/Brisbane/60/2008-nmogiouuii Bipyc
(B/Victoria ninist nudepentitoBanHsi). B2: B/Phuket/3073/2013-nmoni6Huii Bipyc
(B/Yamagata miHig gudepeHIIitoBaHHS).

§ fAK110 MaTU HapoauiIa X HEMOBJISAT, 3HAUEHHS 11 TUTPiB BPaXOBYIOTHCS X pa3iB.

[Tpu momorax OinbIll BUCOKUY PiBEeHb aHTUTIN ¥ 3pa3Ky IIyIIOBUHHOI KPOBi y MOPiBHSAHHI
31 3pa3kKoM KpOBi MaTepi BiAIOBiae TpaHCIIalleHTapHiU nepenayi aHTUTII Big MaTepi
IO IIJIOfa MiCJid BBeOeHHS KiHKaM BaKLIMHU BaKcirpHH® Tetpa y opyromy a6o
TPETbOMY TPUMECTPI BariTHOCTI.

Lli gaHi OigTBEpAXKYIOTh BiHOMOCTI IPO ITaCUBHUU 3aXUCT, IPOAEMOHCTPOBAHUU ¥
HEMOBJIAT Bifl HApPOOXKEHHS A0 MPUOIM3HO 6-MiCSIYHOTO BiKYy HiC/Isi BBEJ€HHS XKiHKaM Y



opyroMmy abo TPeThbOMY TPUMECTPi BariTHOCTI BaKIIMHYU Bakcirpurt, 3a pe3yabTaTaMu
OOCIigXKeHb, TpoBedeHux y Mai, Hemnami ta IliBgeHHin Adpuili (ouB. migpo3min
«E(peKTuBHICTh BAKIIUHA BaKcirpHn® TeTpa»).

[Tonynsauisa negiaTpUYHUX IALIEHTIB
e JliTu BikoM Bim 9 mo 17 pokiB.

3aranom y 429 pgiteu BikoM Bifg 9 mo 17 pokKiB, 1110 OTpUMaIu OOHY 403y BaKILMHU
BaKcirpHH® TeTpa, iMyHHa BifnoBigb poTHU 4 IITaMiB, 110 MiCTATHCSA Y BaKIUHi, Oy1a
moni6HO0 Mo iMyHHOI BIifITIOBifi, IIT0 cmocTepiranzack y mopociaux BikoM Bim 18 go 60
POKIiB.

e JliTu BiKOM Bif 6 MicsIiiB 1O 8 poKiB.

3aranoMm 863 guTuHU BiKOM Big 3 70 8 poKiB oTpuManu ogHy abo ABi 03U BaKIIUHU
Bakcirpun® TeTpa 3amexHo Bif iXHBOr0o aHAMHEe3y I[OJ0 BaKLUHALI IPOTH IPHILY.

Y piteii, mo oTpuManu ogHy abo ABi 403U BaKLIMHU BaKcirpHn® TeTtpa,
criocTepirasnack nofiOHa iMyHHa BiAIIOBib IMiCIsT OCTAHHBLOI MO3M KOXKHOI CXEMHU
BaKITMHAIIII.

OkpiM e(peKTUBHOCTI BaKIIUHU BaKcirpHH® Tetpa, y 341 gutuHM BiKOM Bif 6 7o 35
MicsLIB OLIiHIOBasiacsd iMyHOT€HHICTh ABOX 103 110 0,5 MJI BaKLIUHU BaKCinI/IH® Tetpa
yepe3 28 OHIB IIiC/IsT OCTAaHHBOTO BBEIEHHS BaKIIUHU BaKcirpHn® Tetpa 3a meTomOM
BU3HAYEHHS aHTUTIJI, 110 iHTiOyI0Th reMariIloTUHALIIiO.

Pe3ynbTaTé 3a nOKa3HUKaMU iMyHOT€HHOCTI HaBeleHO y Tabnumi 7.
Tabmnuisa 7

Pe3ynbTaTyé OL[iIHKY iIMyHOT€HHOCTI y OiTel BIKOM Bif 6 MicsIiB 10 8 pOKiB

OiTu BikoM Big 6 mo 35 Oiru BixoM Big 3 mo 8
MicsAaIiB POKiB

AHTHUTeHHHH LITaM
N = 341 N = 863

CI'T (95% OI)




A/California/7/2009
(H1N1)

641 (547; 752)

971 (896; 1052)

A/Texas/50/2012 (H3N2)

1071 (925; 1241)

1568 (1451; 1695)

B (Victoria)

623 (550; 706)

1050 (956; 1154)

B (Yamagata) @

1010 (885; 1153)

1173 (1078; 1276)

CK % (95% 1) ®

A/California/7/2009
(H1IN1)

90,3 (86,7; 93,2)

65,7 (62,4; 68,9)

A/Texas/50/2012 (H3N2)

90,3 (86,7; 93,2)

64,8 (61,5; 68,0)

B (Victoria)

98,8 (97,0; 99,7)

84,8 (82,3; 87,2)

B (Yamagata) @

96,8 (94,3; 98,4)

88,5 (86,2; 90,6)

CCI'T (95% mI) (©)

A/California/7/2009
(H1N1)

36,6 (30,8; 43,6)

6,86 (6,24; 7,53)

A/Texas/50/2012 (H3N2)

42,6 (35,1; 51,7)

7,49 (6,72; 8,35)

B (Victoria)

100 (88,9; 114)

17,1 (15,5; 18,8)

B (Yamagata) (@)

93,9 (79,5; 111)

25,3 (22,8; 28,2)

N - KinbKicTb 0Ci0, I1I0O0 IKUX € OOCTYITHI TaHi CTOCOBHO BiAIIOBiIHOI KiHIIEBOl TOYKU;




CI'T - cepegHe reoMeTpUYHe 3HAYEHHSA TUTPIB aHTUTLL; I - moBipuui iHTEepBaJl.
(@) N = 863 s BikoBOi rpymu 3-8 POKIB.
b) cx - CEepPOKOHBepCis, abo 3HauyIe 30iIbIlIeHHS TUTPIB aHTUTIN:

e [IJI yYaCHUKIB 3 TUTPOM aHTHUTIN nnepepn BakuuHamiew < 1:10 (1/dil) - vacTka
y4aCHUKIB 3 TUTPOM aHTHUTIJ ITicys BakumHamil = 1:40 (1/dil);

e [IJIS yYaCHUKIB 3 TUTPOM aHTHUTIJI Imepeq BakuuHaliewo = 1:10 (1/dil) - vacTka
y4aCHUKIB 3i 30i/bIIIEHHAM TUTPY @HTUTIJI ITiC/Is BaKIMHAIlil IOPiBHSAHO 3 TUTPOM
QHTUTIN mepeq BaKIUHaIli€lo B 4 Ta OinbIlle pa3iB.

©) ccrr - CepefHeE reoMeTpUYHE 3HAUYEHHS BIJHOIIEHb IHAUBIAYaJIbHUX TUTPIB
(BimHOIIIEHHS «TUTPU ITiCJIS BaKIIMHAIIl / TUTPU epeq BaKIIMHAIII€I0»).

Lli maHi 3 iMyHOT€HHOCTi Hafjal0Th JOKa30BY iH(popMalIlifo JOJaTKOBO A0 JaHUX 3
e(eKTUBHOCTI BaKLIMHY, OOCTYIIHUX AJIA Ii€l monysanil (quB. nigpo3nin «EpeKkTuBHICTD
BaKIIMHU BaKCirpHH® TeTtpa»).

dapmakoKiHemukKa.

He mocnipzxyBanacs.
IToka3aHHA

Baknuna BaKcirpHn® TeTpa nmokalaHa g IPoQiTakKTUKU TPUNY, CIPUUYUHEHOT O
OBOMa [ifTUNIaMU BipyCy I'pUlly A Ta OBOMa TUIIaMU Bipycy rpuny B, fKi MiCTATbECS B
ITiM1 BaKIIMHI, OJIs:

e AKTHBHOI iMyHi3allil JOPOCINUX, Y TOMY YHCJIi BariTHUX XKiHOK, a TaKOX OiTel
BiKOM Bif 6 MiCsIIiB;

e TACUBHOI'O 3aXHCTy HEMOBIIST BiKOM 40 6 Mics1iB, MaTepi sKuxX Oy IeIIeHi min
Yyac BariTHOCTI (AuB. po3ginu «OcobGIUBOCTI 3aCTOCyBaHHSA», «3aCTOCYBaHHS Y
nepiop BariTHOCTi abo rogyBaHHS rpyanio» i «IMyHonoriysi i 6ionoriuxi
BJIQCTUBOCTI»).

BaKcirpHH® TeTpa ciig BUKOPUCTOBYBATH BidIOBIAHO [0 OQilliMHNUX PEKOMEHIallil.

[Tpu mpoBefeHHi iMyHi3allil Ha TepUTOpPil YKpalHu CTOCOBHO CXeM iMyHi3aliil,
MIPOTUIIOKAa3aHb Ta B3aEMOIl 3 iHIIUMU MEeONYHUMHU IIperapaTaMu CJIil KeEPyBaTUCS
mirounMHu HakasamMu MO3 YkpalHu.

IIporunnoka3aHHs



linmepuyTnuBicTh M0 OyOb-sIKOI Aif0Y0l PEeYOBUHU Ta OOIOMIiXKHOI PeYOBUHH (OUB.
po3zxin «Ckimang») abo mo OyOb-IKOTro KOMIIOHEHTA BaKIMHY, 1110 MOXKe OyTH IPUCYTHIM
y CJIiAOBi# KiJTbKOCTi, TAKOTO SIK KOMIIOHEHTH KypSAYUX S€1b (0BaJIbOyMiH, Kypsuuu
0i510K), HeoMilluH, popManbaeria Ta OKTOKCHUHOII-9.

BaknyHariiro ciif BigKjacTH y pa3l 3aXBOPIOBAHHA, 1110 CYIIPOBOAXKYETHCSA IIOMIPHUM
a00 3HAYHUM MmigBUIlleHHSM TeMmnepaTtypu (Buie 38,0 °C), abo rocTporo
3aXBOPIOBaHHA.

B3aemonisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMu

2KopmHux mocImimKeHb B3a€EMOIil 3 BAKITMHOIO BaKcirpHn® TeTpa He IPOBOAUIIOCE.

Y pa3i HeoOXimHOCTi OMHOYACHOTO 3aCTOCYBaHHS iH’€KIIil MOTPiOHO 37iliCHIOBATH B
Pi3HI MiCcliZ Ta BUKOPUCTOBYBaTU Pi3Hi I'OJIKU.

IMyHoOOriYyHa BimmoBigb MoxKe OyTH ociabjIeHO0 B pa3i MPOXOmXKeHH S
iMyHOCYTIpECUBHOI Teparril.

ITicns 3acToCyBaHHSA BaKUWHU OJI NIPOQITaKTUKU I'PUILY CIIOCTEpIrajaucs
XUOHOIIO3UTHUBHI pe3y/IbTaTy CEPOJIOTIYHUX TECTiB 3a METOZOM iMyHO(DEPMEHTHOTO
aHami3y (ELISA) 3 meToto BusiBieHHS aHTUTIN Ao BIJI-1 (Bipycy imyHOmedinuTy
miopuHU 1 TUNy), Bipycy renatuty C ta oco6muso TJIBJI-1 (T-nmiMmdoTpomnHoTo Bipycy
miopguHU 1 Tuny). TpaH3UTOPHI XUOHOIMO3UTHUBHI Pe3yIbTaTU MOXKYTb OyTH 00yMOBI€EHI
Bignosigaio IgM Ha BakuuHYy.

Oco00/1uBi 3ax0nu 0e3nexu

[lepen BUKOPUCTAHHAM BaKIIMHY CJI OiCTaTU 3 XOJIOOWUJILHUKA 1 BUTPUMATU [0
HaOyTTs cycneH3iew KiMHaTHOI TemmnepaTtypu (15-25 °C), cTpycuTH Ta BidyalabHO
nepeBipuTHU. BakIiuHy He CJIil BUKOPUCTOBYBATH 3a HasIBHOCTI y CyCIIeH3il Oyab-aKuX
CTOPOHHIX OJOMIIIOK.

Oco00/1MBOCTi IIOJ0 3aCTOCYBaHHSA

3a KogHUX 00CTaBHUH BaKIUHY BaKCinHH® TeTpa He MOXHa BBOOUTH
BHYTPIIIHLOCYTUHHO.

BigcTexxeHHS

3 MeTOI0 ITOKpallleHHS BigCcTeXXeHHs 0i0oTiYHUX JIiIKapChbKUX 3aC00iB CIIifl 4iTKO
¢dikcyBaTn Ha3By Ta HOMEP Cepil BBEOEHOT0 IIpenapaTy B MeIu4YHill JOKyMeHTallii.



4K i npu 3acTocyBaHHi ycCix iH €KIIIMHNX BaKIIUH, TOBUHHI OyTH HAIOTOTOBI yCi
HeoOXxigHi mikapchKi 3aco0u 151 HaJaHHS HEBIOKIIaOHOI MEIUYHOI TOIIOMOTH y pa3i
PO3BUTKY aHadiaKTUYHOI peakxliii Imicis meIIeHHs Ta a1 3a0e3redyeHHsT peTeJIbHOTO
Harmiasagy.

[NanieHTH TOBMHHI IlepebyBaTH IIif MeOUYHUM HarasagoM npoTtsaromM 30 XBUIUH HiCs
BBEEHHS BaKILWHU.

3aCcTOCOBYBaTH BaKIUHY CJIif 3 00epexkHicTI0 ocobaM 3 TpoMOOUTOIIEHiIEI0 a0
OPYILIEHHSM 3rOPTaHHA KPOBi, OCKIJIBKY MiCJI BHYTPIIIHBOM I30BOI0 BBEOEHHA Y LIUX
0Cib MOXKJIMBa KPOBOTeYa.

[Ticns OyOb-siKO1 BaKIIMHAalIil ab0 HaBiTh mepeq Helo MOXKe BUHUKHYTU CUHKOIIE
(HEeIPUTOMHICTB) SIK IICUXOTEeHHA Peakllisd Ha BBeeHHs T'oJIKH. [171s 3anobiranus
TpaBMaM BHACJIiIOK HEIIPUTOMHOCTI Ta [JI1 YCYHEHHSI CUHKOIIAJIbHUX PeakKIlii
MOTPiOHO HOTPUMYBATUCh BiiTIOBIIHUX IPOLIEOYD.

BakmnuHa BaKcirpHn® TeTpa npu3HadeHa [Jid 3aXUCTY BiJl 3aXBOPIOBAaHHS Ha I'PUII,
BHKJIMKAQHOTO IIITaMaMU BipyCy I'pUIly, 3 IKUX I BaKIIMHA BUTOTOBJIEHA.

®

Ak i Bci BakuuHu, Bakcirpumn - He Moxke Ha 100 % 3axuCTUTHU BCiX HIEIIJIEHUX.

[ITo cToCyeThCS MACUBHOTO 3aXUCTy, HEMOBJISITA BiKOM 10 6 MicA1iB, MaTepi AKuUX Oynu
IIIeTI/IeHi Imig yac BariTHOCTi, He 000B’I3K0BO BCi OyOyTh 3aXUIeHUMH (OUB. PO3Mia
«IMmyHOMOriyHi i 6i0I0TiYHI BIAaCTUBOCTI»).

IMyHHa BifmioBigb MOKe OyTU HeLOCTaTHHOIO Yy MAlliEHTIB 3 eHAOreHHOI0 abo
SITPOT€HHOI0 IMYHOCYIIPECIEO.

BakiuyHa MoxKe MICTUTH CIifOBi KiTbKOCTi KOMIIOHEHTIB KypsA4uX S€lb (0BambOyMiH,
Kypsiuui 0i710K), CIIigoBi KiTbKOCTi HEOMIlIUHY, ¢hopMaIbAerigqy Ta OKTOKCUHOIY-9, sKi
BUKOPUCTOBYIOTBHCS ITif] Yac IIpoilecy BUPOOHUIITBA (OUB. po3in «[IpoTUIIOKa3aHHSI»).

BroiuB Ha pe3yabTaTH CEPOJIOTIYHUX TECTIB

[IuB. po3min «B3aeMofis 3 iHIIMMH JIIKAPCHKUMU 3aco0aMM Ta iHII BUAM B3a€EMOIi».

BaxkiiHa BaKcirpHH@ TeTpa MIiCTHUTBH KaJlili Ta HATPiH.

LIs BakumHa MicTuTh MeHIle 1 MMoJib (39 Mr)/mo3y Kasito i MeHIne 1 mmornb (23
MT)/m03y HaTpito, TOOTO JTiKapCchKUM 3acib MpaKTUYHO BiTbHUM Bifl KaJlito Ta HaTpilo.

3acmocysaHHsa y nepiod sazimHocmi abo 200y8aHHA 2py0010.

BaritHiCcTb



BariTHi xXiHKu nnepeOyBaioTh y T'PYIIi HiIBUIIEHOTO PU3UKY PO3BUTKY YCKIIaHEHD,
CIIPUYMHEHUX TPUIIOM, ¥ TOMY YHKCJIi ITIepegdacHOl IIOJI0T0BOl OisIIBHOCTI i
IepegYacHUX II0JIOTiB, roCIiTani3allil i cMepTi, TOMy BariTHi )KiHKU TOBHUHHI OyTH
IIelJIeH]l IPOTU I'PHUILyY.

BaKcirpHH® TeTpa MOXHa 3aCTOCOBYBaTHU IIPOTATOM YChOTO IIepPioay BariTHOCTI.

Ha6inpIie goCcTynHUX JaHUX 3 0€3IMeKU € CTOCOBHO APYTroro Ta TPETHOTO TPUMECTPIB
BariTHoCTi. OTpuMaHi y pi3HUX KpalHaX CBiTy [daHi IIOA0 3aCTOCYBaHHS iHAKTUBOBAHUX
BaKIMH O/ NPOQilaKTUKU T'PUIY B IEePiod BariTHOCTI, BK/II0Yal04M BaKIIMHY
BaKCil"pI/IH® TeTtpa Ta Bakcirpun (iHaKkTHBOBaHa TpUBaJIeHTHA BaKLMHA OIS
npodilakTUKU I'PUIY), HE CBiAYaTh IIPO HasABHICTh MIKIAJIUBOTO BIIJIUBY, OB’ A3aHOTO
13 3aCcTOCYyBaHHSAM BaKIIMHU, Ha IUIA Ta XKiHKY. Lle y3rogXKyeThsCs 3 pe3yjibTaTaMu
CIIOCTepexkeHb B XO[i OOHOI'0 KJIIHIYHOT0O AOCIIIOXKEeHHs, e BaKIIUHY BaKcirpHH®
TeTpa Ta BakKIIUHY BakcCirpun BBOOWJIM BariTHUM KIiHKaM MPOTATOM OAPYTOro 4u
TpeThoro TpuMecTpy (230 BariTHUX XKiHOK Ta 231 AuTHHA, sIKa Hapoausacs XKUBOIO, ¥
TPyIli OPpUUOMY BaKLIMHU BaKcirpHn® TeTpa Ta 116 BariTHuX xkiHOK Ta 119 miteu, aki

HapOOuJIMCS XKUBUMHU, y TPYIi IPUNOMY BaKIIMHU Bakcirpurm).

IHaHl 4OTUPBHOX KITIHIYHUX OOCHIIAXKEeHb, IPOBENEHUX 3 IHaKTUBOBAHOK TPUBAJIEHTHOIO
BaKIIMHOIO 7151 npo@dinakTuku rpuiy (Bakcirpum), 1o BBOOUJIACsS BariTHUM XKiHKaM
mig vac gpyroro abo Tpetboro tpuMectpy (6inbire 5000 BariTHocTed i 6inbite 5000
HapOMXKEeHUX XKUBUMHU [IiTel, 3a IKMMHU CIIOoCTepiraau npubaInu3Ho A0 6 MicsIiB Imiciis
II0JIOTiB), He ITOKa3aJiu IPo0bJieM OJIs I1JIoa, HOBOHAPOOXKEeHOT0, HEMOBIISTH i MaTepi,
IIOB’s13aHUX i3 BAaKIIMHOIO.

ITig yac KAiHIYHUX OOCHiAXKeHb, gKi npoBomunucs B ITAP i Henari, He Oy10 BUSIBIEHO
CYTTEBOI BiAMiHHOCTI MiXK I'pynnaMu 3aCTOCYBaHHS BaKIMHU Bakcirpun i miame6o 1mopno
SIBUI, SIKi MOTIM 6 HEeraTUBHO BIJIMHYTU Ha IIJIi], HOBOHAPOMAXKEHOI 0, HEMOBJIS i MaTip
(y TOMY 4HCIIi y BUTTISA[L IIepedYacHUX II0JIOTiB, MEPTBOHAPOAXKEHHSI, HapOOKEeHHS
HEJIOHOIIIeHUX OiTel i Masiol Macu Tijla IpU HAapPOOXKEeHHi).

[Tig yac KIiHIYHOTO AOCTiAXKEeHHS, III0 ITpoBoAuocsa y Mari, He Oy/10 BUSIBIIEHO
CYTTEBOI BiAMIHHOCTI MiXK IpyllaM{ 3aCTOCYBaHHS BaKIIMHU BaKCirpun i KOHTPOJIbHOIO
rpynor (4oTupuBajleHTHA KOH'IOTOBaHa BaKIMHAa IIPOTU MEHIHTOKOKY) IIIOA0 YaCTOTHU
IIepeaYyacHOro HapoaKeHHs, BiICOTKa MEPTBOHAPOAXKEHUX AiTe! 1 BiICOTKa AiTeu 3
HU3BbKOI MacCOI0 Tijla IPY HapOOXKeHHI / HU3bKOK MacCOI0 Tina Ojis
BHYTPIITHbOYTPOOHOT O BiKY.

Hoxkmnapuimie auB. po3minu «I1o6iuHi peakilii» Ta «IMyHoOnoriuHi i 6iomoriuHi
BJIQCTHUBOCTI».



Pe3ynbTaTil OOHOTO OOCIIAXKEHHSA Ha TBaApUHAX i3 3aCTOCYBaHHSM BaKLMHU Bakcirpun
® TeTpa He cBimYaTh IIPO IPSIMUKM a00 OImocepenKOBaHUM MIKiIJIMBUM BIIJINB BaKITMHUA
Ha nmepebir BariTHOCTi, po3BUTOK eMOpioHa/mnoaa abo paHHil MOCTHATATbHUN
PO3BHUTOK.

T'ogyBaHHS TPYOIIO

Bakuuny BaKcirpHH® TeTpa MOKHa 3aCTOCOBYBAaTH B IIepio rogyBaHHA I'PYALIO.

QOepTUNLHICTD

[laHuX OO0 BOJIMBY BAaKIIMHU Ha (PEePTUIILHICTD Y JIIOOWHU HeMa€e. Pe3ynbTaTy OJHOTO
OOCJIII?KEHHS Ha TBapMHAaX 13 3aCTOCYBaHHSIM BaKIIMHU BaKCil"pI/IH® TeTpa He
CBigYaTh IIPO IIKiAIUBUY BIIUB Ha QEePTUIILHICTh Y OCOOMH KiHOYOI CTaTi.

30amHicmb 8naueamu Ha weudKicmb peakuii npu kepys8aHHi asmompaHcnopmom abo
IHWUMU MexaHiamamu.

Brinius BakiinHu BaKcirpHn® TeTpa Ha 3gaTHICTh KepyBaTU TPAHCIIOPTHUMU 3acobaMu
YY ITpalfoBaTH 3 iHIIUMU MeXaHi3MaMU BigCyTHil a00 He3HAYHUM.

Cnocid 3acTocyBaHHsS Ta 03U

Io3yBaHHA

Ha mipcTaBi K/IiHIYHOTO HOCBiAy 3aCTOCYyBaHHS TPUBAJIEHTHOI BAKIIUHU
PEKOMEHOYETHCA 3OiMCHIOBATH IMIOPiYHY PeBaKIMHALIII0 BAKIIMHOIO OJI IPOQiTaKTUKUA
TPUIY, BPaXOBYIOYH TPUBAJICTh IMyHITETY, 110 3a0e3MeYyeThCSI BaKIIMHOIO, Ta
LUPKYJIIOI0Yi IIITaMU BipyCy TPUIlY, 1110 MOXKYTh 3MIHIOBATUCS 3 POKY B PiK.

Ilopocai: ogHa go3a 0,5 M.

ITonyasauina nediampu4yHuUx nauieHmis

e [liTu BikOoM Bif 6 micaniB go 17 pokis: ogHa go3a 0,5 M.

HiTsaM BiKOM [0 9 poOKiB, Kl paHillle He BaKILIMHYBalIUCA, APYTY 003y BakuuHU 0,5 M
MMOTPiOHO BBECTH IIiCJISA MEPIIOol 3 iHTepBasioM HIOHAMMeHIIe 4 TUXKHI.

e HeMoBnsiTa BikoM mo 6 micsiriB: 6e3neka Ta e(eKTUBHICTh 3aCTOCYBaHHSA
BakIIMHU BaKcirpHH® TeTpa (mys akTUBHOI iMyHi3aliil) He BcTaHOBNeHi. Hemae
OaHUX.

IIlo cTocyeThCss TAaCUBHOTO 3aXUCTy, TO go3a 0,5 M1, BBeleHa BariTHIU XKiHIIl, MOXKe
3aXUCTUTU HEMOBJISA 3 HAPOAXKEHHS [0 BiKy IpuOIU3HO 6 MiCAIliB, OQHAK He BCi
HEMOBJISITa MOXYTb BUSIBUTHUCS 3aXUIIeHUMHU (OUB. po3min «IMyHosoriyHi i 6iomoriuHi



BJIACTUBOCTI»).

[llenneHHs IPOTHU I'PUITY IIPOBOOATH BIAIOBIAHO 4O YMHHOIO KajleHaaps
npodiTakKTUYHUX MIENJIeHb B YKpPalHi Ta 3rifHO 3 iIHCTPYKII€I PO 3aCTOCYyBaHHA
BaKIIUHMU.

[[TenneHHs MPOBOOUTL MEOUYHUM ITePCOHAN B KabiHeTax MpodilaKTUYHUX IIENIeHb
JIiKyBaJIbHO-TPOMiTaKTUYHUX 3aKJIadiB.

Cnocib 3acTOCyBaHHSA

BakuuHy ciif BBOOUTH iH’€KIIMHO BHYTPIIIHEOM 130B0 ab0 MidIKipHO.

PekoMeHOOBaHUM MiclleM [OJig BHYTPIIIHEOM 30BO1 iH €KIIil OiTsSAM BikoM Bif 6 mo 35
MiCSIIiB € TIepegHbOIaTepabHa [OilisiHKa cTerHa (abo meIbTOBUOHUMN M’s13, SIKIIIO
M’sI30BO1 MacCH OOCTATHBO), a OJIs BBEIeHHS OiTSIM BiKOM Bifm 36 MicCsIIiB Ta mOPOCIIUM -
OeIbTOBUOHUN M’ 53.

Bynp-siKuii HeBUKOPUCTAHUM ITpenapaT abo Bimxoay MOBUHHI OyTH yTHUIIi30BaHi
BIOIOBIIHO 4O BUMOT YMHHUX HOPMATUBHUX aKTiB YKpalHH.

3anobiscHi 3axo0u, AKux cai0 8xcumu neped npu20my8aHHsIM Mma 88e0CHHAM
8aKyuHUu: ouB. po3min «OcobnuBi 3axonu 0e3IMeKn>».

Himu.

BaKcirpHH® TeTpa nmpu3HavaeTbCS OiTSIM BiKOM Bif 6 MicsiiB (muB. po3gin «Cmocio
3aCTOCyBaHHS Ta JO3U»).

besneka Ta epeKTUBHICTh 3aCTOCYBaHHS BaKLIMHU BaKcirpHn® TeTpa giTaAM BIKOM OO0
0 MicsIIiB He BCTAHOBJIEHI.

Ilepeno3yBaHHs

[ToBimomMusiyiOCS PO BUIIAOKM 3aCTOCYBaHHS BaKIIMHU BaKcirpHn® TeTpa y mo3i, siKa
IepeBUIlyBajla peKOMEeHOOBaHYy (Ilepemo3yBaHHs). Y IIUX BUIIagKax IMOOiUHI peakiril
y3roaxKyBanucs 3 npodinemM 6e3meKku BaKIIMHU BaKCil"pI/IH® TeTpa (guB. po3min
«ITobGiuHi peakirii»).

IToGiuni epexTn

Pesome npodinio 6e3neku

bes3neky 3acTocyBaHHS BaKLIMHU BaKcirpHH® TeTtpa OyJ0 OIliHEHO B 6 KIiHIYHUX
BUIIPOOYyBaHHAX, B AKUX B3s1u y4acTb 3040 gopocnux ocib Bikom Big 18 go 60 pokis,



1392 ocob6u nmiTHbOTO BiKYy (mmoHam 60 pokiB) Ta 429 miTei BikoMm Big 9 mo 17 pokiB,
sIKUM OyJ10 BBEI€HO OOHY 403y BaKLMHU BaKcirpHn® Tetpa, 884 gpuTHvHU BIKOM Bif 3
oo 8 pokiB, IKMM OyJ10 BBeIeHO OaHYy abo OBi J031 BaKIIUHU BaKcirpHn® TeTpa
3aJIeKHO Bifl iIXHbOT'O aHaMHe3Yy II0O0 BaKIIMHAallil mpoTu rpumny, Ta 1614 mitei BikoMm
Big 6 mo 35 mics1is, skuM Oyno BBeneHO aBi mo3u (0,5 M) BakKLIMHA BaKCinHH®
Tetpa.

Binpuricts noGiYHUX peakiIlili, SK IIPaBUJI0, BUHUKAJIM BIPOMOOBXK IepIIux 3 OHIB IMicIa
BaKIIMHalIlil Ta MUHAJIM CIIOHTAHHO BIIPOAOBXK 1-3 OHIB ITiCJIT BUHUKHEHHS.
[HTEHCUBHICTD IIMX peakiliii Oysa JIerkoio.

Haii6inbImr yacTo mobigyHOI0 peaklli€lo Imiciisd BaKIMHallll, IPOo SKY IIOBiMOMIISAIOCE Y
BCiX IOMyJIALisAX, BKIIOYAIO4YM I'Pyny OiTel BiKOM Bif 6 mo 35 micsanis, OyB Oisib B MicCIii
in’exil (Bim 52,8 % mo 56,5 % y mitel BikoM Big 3 mo 17 pokiB Ta y mopocnux, 26,8 % y
miTed BikoM Big 6 mo 35 micsriB Ta 25,8 % B 0cib JIiTHROTO BiKY).

Y cybnonynstii giTe# BikoM go 24 MicsIliB HaW4acTiIoo 1mob0ivyHoI0 peakiiero Oyna
opaTiBnuBicTh (32,3 %).

Y cybnonynsauii giTeu BikoMm Bif 24 mo 35 MicsILiB HaldacTillle ITOBiZOMIISAIOCS IPO
He3nyxXaHHA (26,8 %).

[HIITMMY HaMOIIbII YaCTUMU MOOIYHUMU PeakKIlisiMU, ITPO AKi ITOBigOMJISIOCH ITiCs
BaKIIMHallii, Oyu:

e YV DOPOCIIUX: TOJIOBHUM Oinbk (27,8 %), mianris (23 %) Ta He3nyxaHHS (19,2 %);

e B 0Ci0 nmiTHBOTO BiKYy: romoBHUM 6inb (15,6 %) Ta mianris (13,9 %);

e vy miTe BikoM Bifg 9 mo 17 pokiB: mianrisa (29,1 %), ronosuuit 6inb (24,7 %),
He3gyxkaHHA (20,3 %) Ta npunyxiicts B Micui ir’ekriil (10,7 %);

e y miTel BikoM Bifg 3 mo 8 pokiB: He3ayxkaHHS (30,7 %), mianris (28,5 %),
rojoBHUM 0inbk (25,7 %), npunyxiicts B Micui in’exii (20,5 %), eputeMa B Miciri
in’ekirii (20,4 %), yuinbHeHHs B Micui in’eknii (16,4 %), 03100 (11,2 %);

e y IOiTel BiKOM Bif 6 mo 35 micsAwiB: nuxomasnka (20,4 %) Ta eputeMa B MicIii
in’exkil (17,2 %);

e y miTel BikKoM mo 24 MicsIiB: BTpaTa aneTuty (28,9 %), HeHOpManbHUHU TJIad
(27,1 %), omroBauH4 (16,1 %) Ta coHnuBicTs (13,9 %);

e vy miTei BikoM Big 24 mo 35 micsiliB: romoBuus 6inb (11,9 %) ta mianris (11,6 %).

[ToGiuHi peakiiii, IK IpaBUJIO, CIIOCTEPIraJIucsa MEHIII YacTO B 0Ci0 IiTHbHOTO BiKYy
TOPIBHSHO 3 JOPOCINMU Ta OiTbMHU.

Y tabnuisax 8, 91 10 HaBemeHO AaHi ITpo MOOiIYHI peakilil, 3ape€ecTpoBaHi micis
3aCTOCYBaHHS BaKILIMHU BaKCinHH® TeTpa B paMKax KIiHIYHUX OOCHIOXKEHb Ta IIif
Yac micasipeecTpaliiHuX OOCIiAXKeHb, TPOBEAeHUX Ha MI2KHAPOJHOMY PiBHI.



[To6iuHi peaxiiil Oynu PO3MOMiNIeH] 3a YaCTOTOIO:
nyxe 4dacto (= 1/10);

gacTo (Bim = 1/100 go < 1/10);

HedacTo (Bim = 1/1000 mo <1 /100);

pinko (Bim = 1/10 000 mo < 1/1000);

oyxke pigko (< 1/10 000);

YacCcTOTa HeBimoMa (HEMOXKJIMBO OLIIHUTHY 3 HasSBHUX MAaHUX): PO MOOiuHi peakirii

IIOBIIOMIISIJIOCS CIIOHTAaHHO, MiCJId KOMEPILIMHOTO 3aCTOCYBaHHS BaKIIMHU Bakcirpun

Tetpa.

®

Y Mexkax KOXKHOI IPyITHd 3a 4aCTOTOIO MOOiUHi peakilil mpeAcTaBleHi B ITOPAOKY

3MEHIIIEeHHS CTYIeHs IXHbOl CEPUO3HOCTI.
Iopocai ma ocobu AimHb020 8iKY

HaBepmenuit Huxk4e npodink 6e3meku 6a3yeThCS Ha:

e manwux mono 3040 mopocnux BikoM Bif 18 mo 60 pokiB Ta 1392 ocib miTHROTO BiKy

(morap 60 pPoKiB);

e JaHUX IIiCIAPEECTPALIMHUX OOCIiAXKEeHb, IPOBEIEHNX Ha Mi2KHapOOHOMY PiBHI

(*).

Tabmnuisa 8

aHrioeneMa1

ITOBIYHI PEAKIIII HYACTOTA
3 60Ky KpOBi Ta nmiMpaTUIHOI CUCTEMU

J'IiMd)aneHonaTis{1 Heuacto
3 60Ky iMyHHOI cucTeMu

FinepquHHBiCTbl, aJjiepriyHi peakilil, Taki K epuTeMma, KpOHI/IB'HHKal,

CBep6i}K2, reHepaai3oBaHUU CBep6i}K1, ajlepriyHuu JIepMaTI/ITl, Pigko




AHadimakTu4HI peakiiil

YactoTa
HeBimoma*

3 60Ky HEPBOBOI CUCTEMU

T'omoBHUM 0Tk

Ily>xe 4yacTto

3anaMopoquHs{3 HeuacTo
COHIUBICTSH, ITapecTe3isa Pigko

3 60Ky CyOouH

lapsui Hle‘IJ‘II/IBI/I4 Heuacto
3 60Ky guxaJibHOI CUCTEMHM, OpPTaHiB I'PyAHOI KIIITKM Ta CEPENOCTiHHSA

3aJII/II_T_IKal Pioxo

3 OOKY HUITYHKOBO-KHUIITKOBOTO TPAKTY

Iiapes, Hy;lIOTaS Heuacto
3 OOKy WIKip¥ Ta MiAMKipHOI KITITKOBUHU

lNmeprigpo3 Pioxo

3 OOKYy OMOPHO-PYXOBOTO arapaTy Ta CIIOIyYHOl TKaHUHU

Mianrisa

Iy>xe 4acTo

Apram"is{1

Pigko




3aranbHi po3/aau Ta peakxilil B MicClli BBeJeHHS

He3ny}KaHH36

Binb y Miciii iH’eKiril

IHyxe gacTto

MuckoM@poOpT B MicCIIi iH’eKui'l'1

O3HO00, IUXOMaHKa>
YacTto
EpuTreMa B MicIi iH’€KIIil, IPANIYXJIIiCTh B MiCIli iH’€KIIil, yITiTbHEHHS B
micri in’eKiIril
[limnBuIIeHa BTOMJIIOBAHICTh
Heuacto
Exximo03 B micmi iH’eki11ii, cBep6ixk B MicHi iH’eK1ii, BimuyTTs Xkapy B
micrii iH’eKiIril
AcTeHnis, rpunononioHe 3aXBOPIOBAHHS
Pigko

ly OOPOCIIUX.

2 HewacTo B 0Ci6 JITHBOTO BiKy.

3 Pinko y mopocnux.

4 B oci6 miTHBOTO BiKYy.

5 Pigko B 0cib IMiTHLOTO BiKY.

6 Yacro B 0ci6 niTHBOrO BiKYy.
ITonyasauia nediampu4Hux nauieHmia

HaBemenwuit HuxK4e mpodinb 6e3meku 6a3yeTbCS Ha:

e MaHUX Ioao 429 mitei BikoMm Big 9 mo 17 pokiB, sKuM OyJi0o BBEIEHO OOHY A03Yy

BaKIIMHU BaKCil"pI/IH® Tetpa, Ta 884 giTeir BikoM Bif 3 {0 8 pokKiB, SKUM OyI10




BBe[IEHO OOHY abo ABi 103U BaKIUHU BaKCinI/IH® TeTpa 3a7ekKHO Bif IXHBOTO

aHaMHe3Yy I0I0 BaKIIMHAIIl IPOTU TPUILY;

e JaHUX IIiCIIAPEECTPALIMHUX OOCIiAXKEeHb, IPOBEAEHNX Ha Mi2KHapOOHOMY PiBHI

().

Tab6mnumsg 9

[TOBIYHI PEAKIII] HYACTOTA

3 60Ky KpOBi Ta miMpaTUIHOI CUCTEMH

TpOM60]_II/ITOHeHi511 HeuacTto

3 60Ky iMyHHOI cuCTeMH

Anepriuni, 30KkpeMa aHadinakKTU4YHI peakilil qaC_TOTa
HeBigmoma*

3 OOKY IICUXiKHU

HJ‘IaKCI/IBiCTBZ, HECTIOKi2 HeuacTto

3 60Ky HEPBOBOI CUCTEMU

T'onmoBHUM 0Nk

Hyxe gacTto

3a11aMop011eHH;12 HeuacTto
3 60Ky IIIJTYHKOBO-KHUIIIKOBOT'O TPAKTY
Iiapes, 6III0BAHHAZ, GLIb y BEPXHil YaCTHUHI KUBOTA Heuacto

3 60Ky OITOPHO-PYXOBOT'0 anapaTy Ta CIOJIyYHOl TKAaHUHU




Mianriga HyXe gacTto

Apram“if{2 HeuacTto

3araJsbHi po37agu Ta PO3Jagy B MiCIli BBEIEHHS Mpemnapary

He3noyxaHH4, 03H0G>

Hy>Xe gacTto
Binp B Micmi iH’€KIIil, TPUIMYXJIiCTh B MiCIii iH’€KIIil, epuTeMa B MicCIii

iH'eKui'l'B, VILiJIbHEHHS B MicCLii iH'GKI_IﬁS
JInxoMaHKa
YacTto
ExxiMo03 B Mmici iH’ekiil
[TigBuIIEeHA BTOMJTIOBAHICTE 2
HeuacTo

BiguyTTsa XKapy B MicIii iH'eKui'l'z, cBepOixk B MicIri iH’eKui'1'4

lpg OIHi€l OUTUHU BiKOM 3 POKH.

2y niTefi BikoM Big 3 1o 8 POKIB.

3 Yacro B miTen BikKOM Big 9 mo 17 pokis.

1y miTeu BikoM Big 9 mo 17 pokiB.

[Tpodins 6e3meku, HaBeJeHU HUXK4Ye, 0a3y€eThCS Ha:

e maHux 1moa0 1614 miteit BikoM Bif 6 go 35 MicsiliB, sKuM OyI0 BBEIEHO [Bi 003U
BaKIIMHU BaKcirpHH® Tetpa;
e NAHUX IIiCIIAPEECTPALIIUHUX OOCIIIKEeHb, IPOBEIeHUX Ha MiKHapOOHOMY piBHI

().

Tabmnuisa 10



ITOBIYHI PEAKIIII YACTOTA
3 60Ky iMyHHOI cucTeMH
[nepuyyTnuBiCTh Heuacrto
AnepriuHi peakiiii, Taki Ik reHepaJsii3oBaHuUl cBepOixK, IManyiIbo3HUN Pi
inko

BUCHUII

. . YacTtoTa
AHa@dinakTu4HI peaxiil )

HeBigoMa*

3 60Ky HEPBOBOI CUCTEMU

TOJIOBHMI BT

Ilye gacTto

3 60Ky IIJTYHKOBO-KUIIIKOBOTO TPAKTY

BJ'IIOBaHHH2

Ilyxe dacTto

IHiapes

Heuacto

3 GOKY OIIOPHO-PYXOBOT'O arapaTy Ta CIOJIYYHOI TKaHUHU

Mianriﬂ3

IyXke gacTto

3arasibHi po3yIagu Ta po3jlafy B MICLI BBeJeHHS IIpernapary

4 5

I paTiBnuBiCcTh ™, BTpaTa aneTHTy4, HEHOPMaJIbHUM IJIay®”, He3OyXKaHHSI

3, JINXOMaHKa, COHJ‘II/IBiCTBS, Oinb/4yTIUBICTD B Miclli iH’€KIIii, epuTemMa

B Mici iH’eKIil

Ilyxe 4acTto




03106

YacTto
YininbHeHHS B MicIi iH’eK11il, HaOpsK B MicIii iH'€KIlil, eKXiM03 B MicIri
iH’eKiIril
Bucum B micti iH’ekirii, cBep6ix B Mici iH’ek1iii, rpumnonomioHe Pi
imkKo

3aXBOPIOBAHHS

1y niteit BikoM = 24 micsimis.

2 HewacTo y OiTeu BikoM = 24 MiCHIiB.
3 Pigko y miTeu BikoM < 24 Mics1liB.

4 Pigko y miTeu BikoM = 24 MiCALiB.
Sy oiTed BikoM < 24 MicsIIiB.

Y miteit BikoM Bif 6 Micsi1iB o 8 pokiB npodins 6e3mneKkyu BaKIIUHU BaKCinI/IH® TeTpa
OyB IOAiOHUM ITiCJIsI TTEePIIOol Ta APYrol iH €Ki 3 TEHAEHIII€I0 IO 3MEHIIIEHHS YaCTOTH
moOiyHUX peaklliil micsst Opyroi iH’eKIiil moOpiBHSAHO 3 IEPIIOI0 y OiTel BiKoM Bif 6 mo
35 Mmicsiris.

[To6iuHi peakiil micass KOMEPIIiHHOIr0 3aCTOCYBaHHS BaKIIMHK Bakcirpuno

[Ticnss KoMepLinHOTO 3aCTOCYBaHHS BaKLMHU BaKcirpun moBigoMJIsijioCs PO
HUK4YeHaBefeHi nob6iuHi peakilil. [[pyYMHHO-HACITIOKOBUY 3B’30K i3 3aCTOCYBaHHSAM
BaKIIUHU BaKcirpHn® TeTpa He BCTaHOBJIEHUM.

ITopyweHHs 3 BOKY cucmemMu Kpo8omeopeHHs ma AimgpamuyHoi cucmemu

1 1

TpaH3uTOopHa TPOMOOIIUTOIIEHIs ~, TiMpameHonaTisI .

Po3saadu 3 60Ky Hepsosoi cucmemu

1, cungpoM l'ieHa - Bappe, HeBpUT, HeBparis, cyaomMu, eHedaaoMi€eiT.

[TapecTesis
Po3saadu 3 60Ky cyOuH

BackyiT, 30kpema nypnypa Illenneiina - 'eHoxa, 3 TPAH3UTOPHUM yPaXKeHHIM
HUPOK B OesIKUX BUITagKaX.



1 I1i mo6iuHi peakilil crmocTepiraaucs mig 4ac KIiHIiYHUX OOCITiIXKeHb JINIIe Y OesTKUX
BikoBUX rpymnax (musB. Tabnuii 8, 9, 10).

IHITi 0OCOOINBI TOMYIALi] TAIIIEHTIB

ITpodine 6e3meKn BaKIIMHU BaKCil"pI/IH® TeTpa B 0OMexkKeHOI KiJTbKOCTi 0cib i3
CYIIyTHIMM 3aXBOPIOBaHHSIMM, 1110 Oy/Iu BKIIOYEHi B KITiHiYHI JOCITiAXKEeHHS, He
BimpisHsieTbcs Big mpodinmio 6e3neku y 3aranbHint nmonynsiii. Kpim Toro, pesynbraTtu
OOCIiAXKeHb BaKIIMHU Bakcirpun 3a y4acTiO HallieHTiB, AKUM OyJI0 3[iliCHEHO
TPaHCIJIAHTAlIlil0 HUPKH, Ta NaIliEHTiB 3 OPOHXiaIbHOIO aCTMOIO He CBi4aTh PO
3HAYHY BigMiHHICTh Mpo@inio 6e3meKn BaKIIUHY Bakcirpun y 1ux momyasilisx.

BaeimHi JcCiHKU

B xopni KTiHIYHUX OOCHIAXKEHD, IPOBENeHUX 3 BUKOPUCTaHHIM BaKILWHU Bakcirpun y
ITAP i Mani 3a y4acCTHO BariTHUX XKIiHOK (OUB. po30inu «3aCTOCYBaHHA y Iepiof
BariTHocTi abo rogyBaHHS Ipyanio» U «IMyHOsOrivHi i 6ioyoriuHi BMacTuBOCTI»),
YacToTa MICLEBUX i1 CUCTEMHUX Peakliid, IPo sKi MOBiAOMIISIIOCS BIIPOOOBXK 7 OHIB
ITicJig BBeIEeHHS BaKIMHU, OyJia MOPiBHIHHOIO 3 YaCTOTOIO Y MOPOCIIii MOMyIsIlil B X0/i
KJIIHIYHUX OOCIIIAXKEHb, 1110 IIPOBOOUINCS 3 BaKIIMHOI Bakcirpumn. B xomi KJIiHIYHOT O
nocimXKeHHs, mo npoBopunocs y [TAP, micuesi peakiiii 6yiu GifibIl YaCTUMU Y TPYIIi
3aCTOCYBaHHS BaKIIMHU Bakcirpumn, HiXK y rpymni nnaie6o, a TaKOXK y Halli€HTiB,
cepoHeraTuBHUx 1mono BlIJI, aHixk y cepono3dutuBHux. He OyJ10 KOOHUX iHITHUX
3HAQUHUX BIOMIHHOCTEHU peakllid y BKa3aHUX I'pylax IpU 3aCTOCYBaHHI BaKIIUHU
Baxkcirpurm i nane6o.

B ogHOMY KIIiHIYHOMY OOCIIIAXKEHH], IIPOBEJEHOMY 3a Yy4aCTIO BariTHUX XIHOK Y
®iHnsHOil i3 3aCTOCYyBaHHSM BaKIIMHU BaKcirpHH® TeTpa (guB. po3ainu
«3acToCcyBaHHS y nepion BariTHOCTi abo rogyBaHHS I'Pyano» Ta «IMyHOJIOTiYHI i
0ioJIOTiUHi BIAaCTUBOCTI»), IIOKA3HUKH MiCIIeBUX Ta CUCTEMHHUX PeaKIlii, IIpo SKi
OBIOOMIISAJIOCS HMPOTATOM 7 OHIB ITiCJIS BBEOEHHSA BaKIUHU BaKcirpHn® Tetpa,
3ara’jioM BifTIOBimaIu MOKa3HWKaM Y IMOMYJIALil JOPOCuX (3a BUHATKOM BaTriTHUX
KIiHOK), HaBiTh SIKIIIO YaCTOTa OesdKUX IM0O0iYHUX peakiliii Oysa meIro Buiow (6inb y
MicIi iH’eKIIil, He3ny>KaHHs, TPEeMTiHHsI, TOJIOBHUM Oinb, Mianris).

3BiTHICTE po MOOIUHI peakxiii.

[ToBimoMreHHs Mpo NMOoOIYHI peakilil y mepiof micist peecTpaillil JlikapcbKOro 3aco0y €
BaXKJIMBUM 3ax000M. Lle mae 3Mory 3OiMiCHIOBATU MOHITOPHUHT CIiBBIJHOIIEHHS
«KOPUCTB/PU3UK» IIPU 3aCTOCYBaHHi JaHOTO JTiIKapChKOro 3aco0y. MeguuyHuM
mpalliBHUKaM HeOOXigHO MOBiHOMISATH PO OyOb-AKi MOOiIYHI peakilil 3a JOIIOMOT 00
CUCTEMM TIOBiOMJIEHD ITPO NOOiIYHI peakilii B YKpaiHi.



TepMiH NpHIATHOCTI
1 pik.
VYMoBHM 30epiranas

30epiraTty B HEOOCTYIHOMY [OJIS OiTE€M MicCIIi.
30epiratu y xonoogunbHuKy (2 - 8 °C). He 3aMopoXKyBaTH.

36epiratu mnpul] y 30BHIIIHIN KapTOHHIN KOpoO1i, 1100 3aXUCTUTU ITpenapar Bif
CBiTIIA.

He BUKOpUCTOBYBaTH IIiC/IA 3aKiHUYEHHS TEPMiHYy IIPUAATHOCTI, 3a3HAa4YE€HOI'0 Ha
YIIaKOBII|.

3akiHYeHHAM TEPMiHY IPUOATHOCTI BBaXKa€EThCSA OCTaHHIU JeHb MicSALs, BKA3aHOr0 Ha
YIIaKOBIIl.

HecymMmicTHicTh

Y 3B’s3Ky 3 BiZICYTHICTIO OOCIIiAXKEHb CYMICHOCTI 10 BAaKIIMHY HE CJIi 3MIIlyBaTu 3
IHIIMMY TiKapChbKUMH 3aco0aMHu.

YnakoBKa

Cycnensia gng ig’ekuiv mo 0,5 M y mornepeaHbo 3allOBHEHOMY ILITPHUIIL 3
MTPUKPITIIIeHOI0 TONK0I0 abo 6e3 ronku Nel y KapTOHHIM KOPOOIIi.

Karteropis Bignycky
3a penenTomMm.
BupooHuK

Canodi ITacTep, Opaniiis.



