IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

BAKCITPUIM® TETPA /VAXIGRIP TETRA
CnniT-BaKUMHa A5 NPodiNaKTUKN Fpuny YoTUPLOXBA/IEHTHA, iIHAKTMBOBaHa

Cknag: Influenza, inactivated, split virus,

cKnag, BakKUUHM BaKcirpmn® TeTpa Bignosifgae pekomeHaauism BOO3 i pileHHI0 €Bponeicbkoro Cor3y CTOCOBHO CK/afdy BaKUMH NPOTY rpuny ce3oHy 2021/2022
Aana MiBHIYHOT NiBKYN;

1 iMyHi3ytoua o3a BakumHu (0,5 M) MICTUTb:

Ai0Yi PEYOBUHU:

IHAKTMBOBAHWIN CNNIT-BipYC rPUMy Takmx LUTaMiB*:

A/Victorial2570/2019 (HIN1)pdmQ9 - nogi6Huii (A/Victorial2570/2019, IVR-215) 15 mkr FA**

A/Cambodia/e0826360/2020 (H3N2) - nogioHuin (A/Tasmania/503/2020, IVR-221) 15 Mkr FTA**

B/Phuket/3073/2013 - nogi6Huin (B/Phuket/3073/2013, gukuii Tvn) 15 mkr FA**

B/Washington/02/2019 - nogi6Huin (B/Washington/02/2019, ankuii Tun) 15 mkr FA**

* KyNbTUBOBaHI Ha KYpPAUMNX eMOpioHax 340p0BMX Kypei
** reMarfloTUHIH

[ONOMI>KHI PEYOBUHN:
OyhepHMin po3unH (HaTpito Xopua; HaTpito rigpodocdaT, AnrigpaT; Kanito aurigpodocdar; Kanito xnopwa Ta Bofa Ans iH’ekuin).

JlikapcbKa thopma. CycneHsisa ans iH’ekuin.
OCHOBHI (hi3MKO-XiMiYHi BNaCTUBOCTI: NIiCNS IErKOro CTPyLUyBaHHA Mae BUMNsA 6e36apBHOT ONanecLeHTHOT PiguHN.

dapmakoTepaneBTUYHa rpyna. BakunHy npoTun rpuny, iHaKTUBOBaHI, PO3LLENIEHWIA BipyC abo NnoBepxHeBuii aHTuUreH. Kog ATX JO7B B02.

IMyHONOriyHi i 6i0NorivyHi BNacTUBOCTI.
dapmakognHamika.

MexaHi3M Aii: BakKuuHa BaKcirpmn® TeTpa 3abe3neyye akTMBHY iMyHi3aLit0 NPOTM YOTMPLOX LITaMiB Bipycy rpuny (ABoX MigTuvnis A Ta ABOX TUNIB B), WO B Hill
MICTATbCA.

BakuymHa BaKcirpmn® TeTpa iHAYKYE MPOAYKYBaHHA ryMOpPas/ibHUX aHTUTIN NPOTU remart0TUHIHIB BNPOAOBX 2—3 TWKHIB. Lli aHTMTINa HelTpanisyoTb Bipycu
rpuny.

PiBHI TUTPIB Cneun@iYHUX aHTUTIN, WO iHriBYOTb reMaroTUHaLI, MICNS BaKUMHALLIT iIHAKTMBOBaHNMM BaKLMHaMW NMPOTK BipyCY Fpuny He KOPesnoTh i3 piBHEM
3aXMCTy BIf, 3aXBOPIOBAHHSA Ha rpun, NPoTe TUTPU aHTUTIA, WO IHTIBYOTL remartoT1HALLI0, BUKOPUCTOBYHOTLCA /19 BUMIPHOBAHHA aKTUBHOCTI BakUMHN. B feakux
MPOBOKALiMHNX AOCNIAKEHHSX 3a Y4acTHO NOAeN, TUTPY aHTUTIN, WO IHFiOYHTb remarloTUHaLit0, Ha piBHI = 1:40 acoLitoBaNnCh i3 3aXMCTOM Bifl 3aXBOPHOBAHHS Ha
rpun go 50% oci6.



OcCKifbKu Bipycy rpuny rnocTiiHO 3MIHIOKOTLCS, LUTaMK Bipycy, L0 BifA6MParOTLCA 418 BaKLMHK, WOPIYHO Nepernsgatotbes BOO3.

LLlopivHa peBaKumHaLis BaKLUHOK BaKcirpmn® TeTpa He gocnigpKysanacb. Ha niActasi KNiHIYHOrO AOCBIAY 3aCTOCYBaHHA TPMBAIEHTHOI BAKLMHN PEKOMEHAYETLCA
3AiCHIOBATY LOPIYHY BaKLMHALL0 NPOTK rpuny, BPaxoByUM TPUBANICTb IMYHITETY, L0 3a0e3MedyeTbCsl BaKLMHOK, Ta LIMPKY/IOKYI WTaMK Bipycy rpuny, Lo
3MIHIOKOTBCH 3 POKY B PiK.

EcbeKTUBHICTb BakuMHM Bakcirpun® TeTpa
MNonynaLis nefiaTpPUYHKUX NALIEHTIB

[iTn Bikom Bif 6 [0 35 micAuiB.
PaHgomisoBaHe naueb0-KOHTPOIbOBaHe LOCNILXEHHA NPoBOAMAM B 4 perioHax (Adpwuka, As3if, JlaTuHCbKa AMeprKa Ta €Bpona) NpoTAroMm 4 ce3oHiB rpumny 3a
y4acTo 6inbLu HixXK 5400 giTeit BikoM Bif 6 40 35 micauis, sKi oTpuMyBanun no Agi 4o3m (0,5 M) BakUMHK BaKcirpvm® Tetpa (N = 2722) a6o nnaue6o (N = 2717) 3
IHTepBa/ioM 28 AHIB MDX [03amu; [LOCMIIKEHHA MPOBOAUAM 3 METOH OLUiHKM e(eKTUBHOCTI BaKUUHU BaKcirpmn® TeTpa Ans 3anobiraHHa nabopaTopHO
MigTBEPLKEHO0 3aXBOPHOBAHHSA Ha IPU, L0 BUK/IMKAETLCA BYAb-AKMM LTaMoM A Ta/abo B abo BakumHoMogioHUMY Wwramamu (3a pesy/ibTataMmy CEKBEHYBaHHS).
JTabopaTopHO NiATBEPAKEHE 3aXBOPKOBAHHA Ha rpUn BU3Havanocs SK rpunonofibHe 3axsoptoBaHHs (I'T13) [nigBuleHHA TemnepaTypu Tina = 38 °C (ske
YTPUMYETHCA NPOTArOM He MeHLe 24 roAuH) OAHOYACHO 3 NPUHANMHI OAHMM i3 TaKUX CUMNTOMIB: Kallesb, 3aKafleHiCTb Hoca, puHopes, PapuHriT, OTUT, 6/10BaHHS
abo piapes], sake 6yno nabopaTtopHo NiATBEPMAKEHE AK BUMALOK rpuny AOCNILKEHHAMU METOAOM MoiMepasHOoT MaHLroBoT peakuii 3i 3BOPOTHOK TPaHCKPMNTa30t0
(3T-NJIP) Ta/abo KynbTUBYBaHHS BipycCy.

Tabnuus 1

UacToTa BMNagKis rpuny Ta eeKTUBHICTb BaKLVHU BaKcirpmn® TeTpa NpoTn NabopaTopHO NIATBEPLYKEHOIO 3aXBOPHOBAHHA Ha rpun y fiTeld BikoM Bifg 6 o 35
micauis

NabopaTopHO NiATBEpIKEHE BakuyHa Baxcirpun® Mnaue6o EdeKTuBHICTb
3aXBOPHOBAHHSA Ha rpun, BUK/MKaHeE: TeTpa (N =2591)
(N = 2584)
n YacTtoTa n Yactota | % (2-6iuHuin 95% Al)
BMNaAKiB BUNAAKIB
rpuny rpvny
(%) (%)
- Byab-g9KuM WTamom Bipycy rpuny A 122 4,72 255 9,84 52,03 (40,24; 61,66)
abo B
- BipycHumu witamamu, nogi6H1Mm 26 1,01 85 3,28 69,33 (51,93; 81,03)
[0 TUX, AKI MICTATLCA Y BaKUWHI

N — KifbKiCTb AiTei, gaHi aknx aHanisyBanmcs (MOBHWIA Habip gaHUX)
N — KifIbKIiCTb YYaCHUKIB AOCAIIKEHHS, SKNX CTOCYETbCS 3a3HAYEHMI NOKA3HUK
[l — noBipunii inTepsan

MonepefHbLO 3annaHoBaHe [AOMOMiIXKHE AOCNIIKEHHS MPOAEMOHCTPYBANO, WO BaKLuMHA BaKcirpmn® TeTpa 3anobirana 56,6% (95% Al: 37,0; 70,5) Bunagkis
BaXKKOr0, /1abopaTopHO MiATBEPAKEHOI O 3aXBOPIOBAHHA Ha IPuUM, BUKIMKAHOIO BYyb-AKUM WTamoM, i 71,7% (95% Al: 43,7; 86,9) BunafKiB BaXXKKOro, nabopaTtopHo

NiATBEPKEHOr 0 3aXBOPIOBAHHSA Ha rpyn, BUKIMKAHOTO BaKLMHOMOAIOHUMI WTaMamun. Takox y fiTeld, AKi OTpUMYBaIN BaKLUHY BaKcirpmn® TeTpa, byna Ha 59,2%



(95% Al: 44,4; 70,4) HWKYa NMOBIPHICTb MEPeHeCTM 3aXBOPIHOBAHHA Ha rpun, L0 NoTpedye 3BEPHEHHS 3a MeMYHOK AOMOMOIOK, HXK Y AiTel, AKi OTpuMyBa/Iv
nnaue6o0.
Baxkke nabopaTopHO NigTBEPAKEHE 3aXBOPIOBaHHS Ha rpun BM3Hadanocs Ak T3, ske Oyno nabopaTtopHO MiATBEPLKEHE AK BUMAZOK rpuny AOCNILKEHHAMM
meTogom 3T-MJIP Ta/abo KynbTMBYBaHHABIPYCY Ta XapaKTepu3yBasiocsi MPUHaMHI OAHUM i3 HACTYNMHUX SBULL;:
- NiABULLEHHSA TemnepaTypu Tina > 39,5 °C ana aitelt Bikom < 24 micsuiB abo = 39,0 °C and aiteil Bikom = 24 micauis,
- Ta/abo NpUHaNMHI OAMH 3HauyLmin cumnToM 13, AKuiA NopyLlye 3BUYalHY aKTUBHICTb (Kallesb, 3aKiafeHiCTb HOCa, PUHOPEs, PapuHriT, OTUT, G/1K0BaHHS,
Aiapest),
- Ta/ab0o OfHe 3 HACTYMHMX SBUILLL: FTOCTPUIA CepefiHin OTUT, rocTpa iIHPEKLLS HMXKHIX AnXanbHUX WAAXIB (MHEBMOHIS, 6POHXIONIT, 6POHXIT, KpyM), rocniTanisauyis.
[iTv Bikom Bif 3 0 8 poKiB.
3 ornagy Ha iMyHHy BifnoBiJp, fika cnocTepiranacs y Aiteil BikoM Bif 3 10 8 pOKiB, OUIKY€ETHCH, L0 ePEKTUBHICTb BaKLMHW BaKcirpmn® TeTpay uii nonynauii byae
NpPUHaiMHI NoAiIGHOK [0 ePEKTUBHOCTI, fKa Bigmivanacs y fitei Bikom Big 6 go 35 micauis (ame. nigpo3ainu «Aitv BikoM Big 6 Ao 35 MicsuiB» Ta «IMyHOreHHICTb
BaKLWHN BaKcirpmn® TeTpa»).
HemoBnsTa BikoM 10 6 MicsLiB, MaTepi SKMX 6ynu WwensneHi nig vac BaritTHOCTI (NacUBHUIA 3aXUCT).
HemoBnsTa BikOM [0 6 MicALIB HasieXxaTb 40 FPynu NigBULLEHOIO PU3MKY 3aXBOPHOBAHHSA Ha rpumn, WO Nokasye niABuiLeHa YyacToTa rocnitanisauii. OgHak BakLMHU
ANA NPohiNakTUKK rpuny Ansa Liel BIKOBOI KaTeropii He nokasati.
EcheKTUBHICTb BakUmHM Bakcirpun® TeTpa y HeMOBAST, MaTepi SKMX oTpUManu AuHy [03y 0,5 M BaKLMHW Mif Yac Apyroro abo TPeTboro TPUMECTPY BariTHOCTI,
He BuBYanacd. Mpun uboMy eqleKTUBHICTb IHAKTUBOBAHOT TPUBA/IEHTHOT BaKLMHW 418 MPOQINaKTUKN rpuny (Bakcirpumn) y HEMOBAAT, MaTepi SKUX OTPUMaIU EAUHY
Ao3y 0,5 mn BakUMHM Mig vac apyroro abo TpeTboro TPUMeCTPY BariTHOCTI, 6yna NpoAeMOHCTPOBaHa Nif vac KNiHIYHUX AOCNIMKEHb | MOXe BYTM eKCTpanosiboBaHa

Ha BaKLWHY BaKcirpl/lrl® TeTpa.

E(eKTMBHICTb IHAKTNBOBAHOI TPUBA/IEHTHOT BaKUMHWU AN NPOinakTukm rpuny (Bakcirpun) y HEMOBAAT, MaTepi AK1X 6ynin LWeneHi Nif Yac nepLuoro TpumecTpy
BariTHOCTI, He BMBYanacs nig vac unx AochimpkeHb. AKLWO WenNeHHs NPOTH rPUny BBAXKAETLCSA HEOOXiAHMM Nif Yac NepLoro TPUMECTPY BariTHOCTI, Or0 He chif
BiAKnagaTu (AuB. po3ain «3acTocyBaHHA Yy Mepiof BariTHOCTI ab0 rofyBaHHS rpyAaH0»).

Mig 4ac paHAOMI30BaHUX i KOHTPONbOBAHWX KIHIYHUX focnimpkeHb 1V ¢asun, aki nposogunuca B Mani, Henani i MAP, npubnusHo 5000 BariTHMX >XiHOK
OTpuMmyBasiv Bakcirpun (TpuBasieHTHY BakUMHY ANS NPoginakTvky rpuny) i npnéamsHo 5000 BariTHMX XXIiHOK OTPUMYBaIn nnauebo Y KOHTPO/IbOBaHY BaKLUHY
(4OTMPLOXBANEHTHY KOH’HOrOBaHy BaKLMHY MPOTU MEHIHIOKOKY) Nif Yac Apyroro abo TPeTboro TPMMECTPY BariTHOCTI. EDEKTUBHICTb WENIeHHA Ans NpodinakTnkm
6i0N10rivyHO NiATBEPAXKEHOrO FPUNY Y BariTHMX XXIHOK OLiHIOBaaca K ApYropsaHuin KpUTepin y TpboX BULLE3a3HauYeHMX 4OCI[KEHHAX.

JocnifpkeHHs, Wo 6ynu nposeaeHi y Mani i MAP, nokasanu eheKTUBHICTb BaKUMHM Bakcirpmn Ansa npo@inakTuky rpuny y BariTHUX XXIHOK NICAs X WenieHHA nig
yac Apyroro abo TPeTbOro TPUMECTPIB BariTHOCTI (AMB. TabnMuto 2). Y gocnimkeHHi, npoeaeHoMy y Henani, He 6yna NpoAeMOHCTPOBaHa eNEKTUBHICTb BaKLMHN
Bakcirpun gns npoginakTykKy rpyny y BariTHUX XXIHOK Micns iX LenseHHs nif yac Apyroro abo TpeTboro TPUMECTPIB BariTHOCTI.

Tabnmus 2
UacToTa 3aXBOPHOBAHOCTI Ha rpun i epeKTUBHICTb BakLMHW Bakcirpun npoTtu 6iof10riYHO NiATBEPAXKEHOI0 rpuny Y BariTHUX XIHOK
UacToTa 3aXBOPHOBAHOCTI Ha rpun EheKTMBHICTb BaKLMHK
(HesanexHo Big TMNy, A un B) Bakcirpun
% (n/N) % (95% Al)
Bakcirpun KOoHTpo/ibHa BakumHa*
Mani 0,5 (11/2108) 1,9 (40/2085) 70,3 (42,2; 85,8)




Bakcirpun Mnaue6o
MAP 1,8 (19/1062) 3,6 (38/1054) 50,4 (14,5; 71,2)
* BaKUuHa NPOTU MEHIHTOKOKY.

N — KiNnbKiCTb BariTHNX XiHOK, BK/IIOYEHWX B aHai3.

N — KifbKiCTb Cy6’€KTIB, Yy AKMX € BI0NONYHO MiATBEPIKEHNA rpun.

[l — poBipunii iHTepBa.

IMig vac BMLe3a3HAYEHUX PaHLOMI30BaHMX | KOHTPO/IbOBaHMUX KNIHIYHUX JocnimkeHb IV da3n, aki nposogunucs B Mani, Henani i MAP, 4530 3 4898 (92%)
HEMOB/AT, MaTepi AKNX OTpuMyBann Bakcirpun (TpuMBanieHTHY BaKUMHY MPOTU rpuny) Mig vac Apyroro abo TpeTboro TPUMECTPY BariTHOCTI, i 4532 3 4868 (93%)
HEMOBNAT, MaTepi SKUX OTPMMYyBa/IM Mnauebo abo KOHTPObOBaHY BakLMHY (YOTMPbOXBANIEHTHY KOH’tOroBaHy BakKLUMHY NPOTU MEHIHIOKOKY) Mif Yac 4pyroro abo
TPETLOro TPMMECTPY BariTHOCTI (AMB. Tabnuuto 3), 3HaAX0ANINCS Ha KOHTPOTI NPU6M3HO A0 6 MicauiB.

LLi gocnimkeHHa niaTBepannn eieKTUBHICTb BaKUMHM Bakcirpun ansg npoinakTykn rpuny y HEMOBAAT, MaTepi AKX 6ynn LWenneHi nig yac agpyroro abo TpeTboro
TPUMECTPIB BariTHOCTI, 3 [HSA HAPOKEHHA | NpPM6IM3HO [0 6 MicAuiB. XKiHKM y MepLioMy TPMMECTpi BariTHOCTI B Ui JOCNILXEHHS BKIOYEHI He 6ynn, a OTKe
e(heKTUBHICTb BaKLUMHWN Bakcirpun ansa HeMOBASAT, MaTepi AKUX Byu LWensieHi nif yac nepLuoro TPUMECTPY BariTHOCTI, HE MOXHa 6Y/10 OLiHUTW.

Tabnuus 3
YacToTa 3aXBOPHOBAHOCTI Ha rpun i e(heKTUBHICTb BaKLMHN Bakcirpmun npoTu 6iof0rivyHo NigTBEPIKEHOr0 rpuny y HEMOBAAT, MaTepi AKX Oynu WenieHi nig yac
BariTHOCTI

YacToTa 3aXBOPKOBAHOCTI Ha rpun EheKT1BHICTb BaKLUHY
(He3anexHo Big TNy, A un B) Bakcirpun
% (n/N) % (95% Al)
Bakcirpun KoHTponbHa BakLHa*
Mani 2,4 (45/1866) 3,8 (71/1869) 37,3 (7,6; 57,8)
Bakcirpun Mnaue6o
Henan 4,1 (74/1820) 5,8 (105/1826) 30,0 (5; 48)
MAP 1,9 (19/1026) 3,6 (37/1023) 48,8 (11,6; 70,4)

* BaKUMHa NPOTU MEHIHTOKOKY.

N — KiNbKiCTb HEMOB/IAT, BK/IKOYEHUX B aHai3.

N — KifIbKiCTb CY6’€KTIB, Y IKUX € 6I0N0riYHO MiATBEPAKEHWA FpUn.
Ol — posipuwnit inTepsan.

[aHi e(heKTUBHOCTI NOKa3yHTb 3HMXKEHHS PIBHSA 3aXMUCTY 3 YACOM MiCNA HAPOAXKEHHS HEMOBAT, MaTepi AKMX OyNu LWeneHi nifg Yac BariTHOCTI.

Y XopAi KMIHIYHOro AOCNifKEHHS, Lo nposoaunocs y MAP, e(heKTUBHICTb BaKLMHN Gyna BULLOK Y HEMOB/AT BIKOM 0 8 TWXKHIB BK/OYHO (85,8% [95% Al: 38,3;
98,4]) i 3HMXyBanacs 3 4acoMm; edheKTUBHICTb BakUMHK Byna 25,5% (95% Al: -67,9; 67,8) y HeMOBAAT BikoM Bif 8 10 16 TvxkHiB i 30,4% (95% [Al: -154,9; 82,6) y
HEeMOB/IAT BIKOM Bif, 16 10 24 TV)KHIB.

Y Xxofi KNiHIYHOro JoCNiMKeHHS, Wo npoBogunioca B Mani, epeKTUBHICTb IHAaKTUBOBAHOI TPMBA/IEHTHOI BaKUMHW A5 NPOMINaKTUKK rpuny TakoxX 6yna BULLOK Ans
HEMOBNAT BMPOAOBX MEPLUMX YOTUPLOX MICALIB MIiCAS HApOMKEHHS, NpuMyoMy B Xofi 5-ro MicAus eeKTMBHICTb Oyna cnabliow, a nig 4vac 6-ro micaus
CMoCTepiranocs NOMITHE 3HWKEHHSA, KON 3aXMUCT nepectaBas byTu O4YEBUAHUM.

3anob6iraHHs 3apaXeHHI0 rPUMNoOM MOXXHA O4iKyBaTK, INLLE AKLLO HEMOBAATA IH(IKOBaHi TUMY LUTaMaMu, BKIFOYEHUMU [0 BaKLUMHW, L0 BBOAW/IACA MaTepi.



IMyHOTeHHiICTb BakuuH Bakcirpun® TeTpa
B KNiHIYHWX JOCNIIKEHHAX, B AKMX B3SM Y4acTb JOpocni BikoM Bif 18 Ao 60 pokis, 0cobu NiTHLOrO BiKy (MoHag 60 pokiB) Ta A4iTv BiKOM Bij 3 40 8 POKiB Ta BiKOM

Big 6 0o 35 micAyiB, ouiHIOBaNacb iIMyHHa BiAMoBiAb Ha BaKUMHY BaKcirpvm® TeTpa 3a NOKa3HMKaMu CepeaHbOro reOMeTPUYHONo 3HaYeHHS TUTPIB aHTUTIN, WO
iHriGyOTb remarnoTnHaLito, y deHb 21 (ana gopocnnx) Ta OeHb 28 (ans Aitei), NoKasHMKa CEPOKOHBEPCIT 3 iHribyBaHHAM remartoTUHaL i (36inbLUeHHS B 4 pa3u
PeLMNPOKHOro TUTPY abo 3miHa TUTPY Bif TOro, WO He BU3HavaeTbes (< 1:10), 40 peumnpokHoro = 1:40) Ta CniBBiAHOLIEHHA CEPeAHbOIo reOMeTPUYHOIO 3HaYeHHS
TUTPIB @HTUTIN, LLO IHFIOYHOTb remMar/IloTUHaLito (TUTPKU nicns/nepes BakLMHaUI€erD).

B ogHOMY KniHIYHOMY A0CNI[XEHHI, NPOBeAeHOMY 3a Y4acTHO A0pOCaMX BikoM Bif 18 g0 60 pokiB Ta AiTei Bikom Big 9 Ao 17 pokis, onMcaHo iMyHHY BiANOBiab Ha

BBEAEHHA BaKLUWHU BaKcirpmn® TeTpa 3a NOKa3HWKOM CepefHbOro reoOMeTPUYHOro 3HaYeHHA TUTPIB aHTUTIN, WO IHriOYHTL remMarnioTuHauito, Ha [eHb 21. B
IHLIOMY KNiHIYHOMY JOCNiKEHHI, NPOBeAEHOMY 3a y4acTto AiTel BikoM Bif 9 Ao 17 pokiB, onvcaHa iMyHHa BiAMNoBiAb Ha BBeAEHHS BaKLMHN BaKcirpvnn® TeTpa.

3a faHVMK OfHOrO KIHIYHOIO AOCNILKEHHS, NPOBELEHOr0 cepes, BariTHUX XXIHOK, ON1caHo iMyHHY BIAMOBIAb HA BaKLUHY BaKcirpmn® TeTpa y BuUrnagi peaxuii
3aTpuMKK remarnotuHauil (P3rA) i3 BMBeAeHHAM cepefHbOro reometpuyHoro tutpy (CI'T) Ha 21 pgeHb, iHAEKCY cepokoHBepcii P3IA Ta cepefHbOro
reOMEeTPMYUHOr0 3HauYeHHs BigHoLWeHb iHAMBIAYyanbHUX TUTPIB (CCI'T) P3IA nicns BBeAEHHS OAHIel 403K y ApYroMy abo TPeTbOMY TPUMECTPI BariTHOCTI. Y LbOMY
[OCMIIKEHHI TpaHCnaLeHTapHy nepegady ouiHosanu, Bukopnctosytoun P3IA CI'T MaTepMHCLKOT KPOBI, MYMOBWHHY KPOB Ta CMiBBIAHOLUEHHS KPOBI 3 MYMOBUHM
Ta KpOBI MaTtepi npv nonorax.

BakunHa BaKcirpl/lrl® TeTpa iHAYyKyBana 3HauyLly iMyHHY BIAMOBIb NPOTK 4 LUTAMIB BipyCy rpuny, WO MICTATLCA Y BaKUVHI.
Jlopocni Ta 0cobu NiTHLOrO BiKY

IMyHHa BIAgnoBiAb NiCNis BBeAEHHS OAHIET 403U BaKLUMHW BaKCinVII'I® TeTpa 6yna ouiHeHa 3arasiom y 832 gopocnux Bikom Big 18 go 60 pokis Ta y 831 ocobu
NITHLOTO BiKy (NoHag, 60 pokiB).
Pe3y/bTaTyi 3a NOKa3HMKaMy iMyHOreHHOCTI HaBefeHo Y Tabnmui HUKYe.

Tabnuusa 4
Pe3ynbTaTy OLiHKN IMyHOreHHOCTI Y agopocnnx Bikom Bif 18 fo 60 pokiB Ta 0ci6 NiTHLOro Biky (MoHag 60 pokiB)

AHTUTEHHWIA LUTaM

Oco6u Bikom Big 18 go 60 pokiB

N =832

Ocob6u Bikom noHag, 60 pokis

N =831

CrT (9% Al)

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

608 (563; 657)

219 (199; 241)

AIT exash0/2012 (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% A1) ©

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

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

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

AlTexas’b0/2012 (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)

CCIT (95% Al) @

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

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

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

AlT exas’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; 5,00)




| B (Yamagata) | 7,35 (6,66; 8,12) | 4,11 (3,73; 4,52)

N = KifIbKiCTb YYaCHUKIB, LLLOA0 AKX € LOCTYMNHI AaHi CTOCOBHO BiAMOBIAHOT KiHLLEBOT TOUKM

CI'T: cepefiHE reOMETPUYHE 3HAYEHHS TUTPIB aHTUTIN; [l: 4OBIpUMiA iHTepBaT;

(8 N =832 ana Bikosoi rpynu 18-60 pokis

(b) N =831 gns BikoBoi rpynu cTapLue 60 pokis

(c) CK: cepokoHBepcisi ab0 3HauyLle 36i/bLUEHHS TUTPIB: 415 YUYaCHWKIB 3 TUTPOM aHTUTIN nepef BakuuHauieo < 1:10 (1/dil) — yacTKa yyaCHWKIB 3 TUTPOM aHTUTIN nicns BakumHauii = 1:40 (1
[dil); pns yyacHuUKIiB 3 TUTPOM aHTUTIN nepef BakumHauieo = 1:10 (1/dil) — yacTka yyacHWKIB 3i 36iNblUEHHAM TUTPY aHTWUTIN MICAA BaKUMHALIT MOPIBHAHO 3 TUTPOM aHTWUTIN nepes
BaKLMHauieto B 4 Ta 6inbLue pasis

(d) CCI'T: cepefHe reOMeTpUYHe 3HaYEHHA BifHOLLEHb iHAMBIgYaNbHUX TUTPIB (BIHOLIEHHS «TUTPY NIiCNA BaKUMHALIT / TUTPU Nepes BaKLMHALLIEIO»)

BariTHi >KiHKV Ta TpaHcnialeHTapHa nepejaya
Bcboro 230 BariTHUX XXIHOK OTPUMAasN BakLUMHY BaKcirpmn® TeTpa npoTArom Apyroro abo TPeTboro TPUMECTPY BariTHOCTI (3 20-ro no 32-i TMXAeHb BariTHOCTI).

Pe3ynbTaTv iMyHOreHHOCTI MeTOLOM iHriGyBaHHS remar/toTUHALIT Y BariTHUX XXIHOK Yepe3 21 feHb Micns BBeAEHHS BaKLUMHK BaKcirpmn® TeTpa npeacrasneHi B
Tabnuui 5.

Tabnmua 5
Pe3ynbTaTh iMyHOreHHOCTi METOAOM iHri6yBaHHS remMar/oTUHaLITY BariTHUX XXIHOK Yepe3 21 fieHb Nicns BBEAEHHS BaKLMHW Ba|<cirp|/|r|® TeTpa
o BakuuHa Bakcirpun® Tetpa
AHTUTEHHUW LUTaM N = 216
CrT (95 % Al)
A (HIND)* 525 (466; 592)
A (H3N2)* 341 (286; 407)
B1 (Victoria)* 568 (496; 651)
B2 (Yamagata)* 993 (870; 1134)
>4-KpaTHe NiABuILLEHHSA N (%) (8)
A (HIND)* 38,0 (31,5; 44,8)
A (H3N2)* 59,3 (52,4; 65,9)
B1 (Victoria)* 61,1 (54,3; 67,7)
B2 (Yamagata)* 59,7 (52,9; 66,3)
CCI'T (95% Al) ®)
A (HIND)* 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/HINZ1: A/Michigan/45/2015 (HIN1) pdm09-nogi6Huii Bipyc
A/H3N2: A/Hong Kong/4801/2014 (H3N2)-nogibHuii Bipyc

B1: B/Brisbane/60/2008-noai6Huii Bipyc (B/VictorianiHia gudepeHLitoBaHHs)

B2: B/Phuket/3073/2013-nogi6Huii Bipyc (B/Y amagataniHis gugepeHLitoBaHHS)

N: KiNnbKiCTb Y4YaCHWKIB, LLLOJ0 AKUX € JOCTYMNHI AaHi CTOCOBHO BifMNOBigHOT KiHLEBOT TOUKM

CI'T: cepefiHe reOMeTpUYHE 3HAYEHHA TUTPIB aHTUTIN

[I: goBipuwii inTepsan

(8) CK: cepokoHBepcis abo 3HauyLLe 30i/bLUEHHA TUTPIB: ANA YHaCHWUKIB 3 TUTPOM aHTUTIN Nepef BakumHavieto < 1:10 (1/dil) — yacTKa yYaCHUMKIB 3 TUTPOM aHTUTIN Nicns BakumHauii = 1:40 (1/dil);
419 YHaCHVKIB 3 TUTPOM aHTUTIN Nepes BakumHauieto = 1:10 (1/dil) — yacTka y4acHWKIB 3i 36i/IbLUEHHAM TUTPY aHTUTIN NiCNA BaKUMHALIT NOPIBHAHO 3 TUTPOM aHTUTIN Mepes BakLyHavieo B 4 Ta



6inbLue pasiB

(b) CCI'T: cepefiHe reoMeTpUYHe 3Ha4YeHHS BifHOLLEHb IHAWBIAYaNbHUX TUTPIB (Bi4HOLLEHHS «TUTPU NIiCNA BaKUMHALLT / TUTPW Nepes BaKLMHaLiEl0»)

OnwucoBa OLiHKa IMyHOreHHOCTI MeTOAO0M iHriGyBaHHA remarnoTyUHaLIT Npy nosorax y 3pasky Kposi matepi (BLO3M) Ta 3pa3ky nynosuHHOI KpoBi (BLO3B), a

TaKOoX TpaHcniaueHTapHoT nepegadi (BLO3B/BLO3M) npefcTasfieHa B Tabnui 6.

OnuncoBa OLiHKa IMyHOTeHHOCTI BaKLMHW BaKcirpmn® TeTpa METOAOM iHriByBaHHA remarIloTUHaL i npyn nonorax

AHTUTEHHWUIA LUTaM

BakuuHa Bakcirpun® TeTpa
N =178

BLO3M (kpos Matepi)
CIrT(95% Al)

A (HIND)* 304 (265; 349)
A (H3N2)* 178 (146; 218)
B1 (Victoria)* 290 (247; 341)
B2 (Yamagata)* 547 (463; 646)
BL 03B (nynoBvHHa KpoB)

CrT(95% Al)
A (HIND)* 576 (492; 675)
A (H3N2)* 305 (246; 379)
B1 (Victoria)* 444 (372; 530)
B2 (Yamagata)* 921 (772; 1099)

TpaHcnnaueHTapHa Nepegayva:; BLO3B/BLO3M §

CIrT(95% Al)
A (HIND)* 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: KiflbKiCTb YYaCHWKIB, L1100 AKUX € AOCTYMHi faHi CTOCOBHO BifMNOBiAHOT KiHLIEBOT TOUKM: XiHKM, AKi oTpUMany BakuuHy Bakcirpun® TeTpa, HapoAMaM LoHaiMeHLLIe Yyepes 2 TVdKHI nicns

iH’€eKLUiT, a npu nonorax 6yno 4ocTaTHLO NYNOBMHHOT KPOBI Ta KPOBI MaTepi

*  A/HINL: A/Michigan/45/2015 (HIN1) pdm09-nogi6Huii Bipyc;
A/H3N2: A/Hong Kong/4801/2014 (H3N2)-noaibHwuii Bipyc;

B1: B/Brisbane/60/2008-noai6Huii Bipyc (B/Victoria niHis gndepeHLitoBaHHS)
B2: B/Phuket/3073/2013-noai6Huii Bipyc (B/Y amagata niHis gudepeHLitoBaHHs)
§ FAKLL0 MaTW Hapo4Wia X HEMOB/IAT, 3HAYEHHS 1T TUTPIB BPaXOBYHOTLCS X pasiB.

Mpw nonorax Gi/bLL BUCOKWIA piBeHb aHTUTIN Y 3pa3Ky MyMOBMHHOI KPOBi Y MOPIBHSAHHI i3 3pa3KOM KPOBi MaTepi BiAMNOBiAae TpaHCNNaLeHTapHil nepefadi aHTUTIN

Bifl MaTepi 4O nsiofa Nicns BBeLeHHS XiHKaM BakLMHU BaKcirpmn® TeTpay gpyromy abo TpeTboMy TPUMECTPI BariTHOCTI.

LLi gaHi nigTBepapKytoTb BifJOMOCTI NPO NacvBHUIA 3aXMCT, NPOLEMOHCTPOBAaHWIA Y HEMOBNAT Bifl HAPOMKEHHS [0 NPUGIN3HO 6-MICAYHOrO BiKY MiCNs BBEAEHHS
XIiHKaM y gpyromy abo TpeTbOMy TPMMECTPi BariTHOCTI BakUMHWM Bakcirpun, 3a pesynbTatamv gocnigpkeHb, nposefeHnx y Mani, Henani ta MiBaeHHIA Adpuui

(ams. nigpo3ain «EeKTUBHICTb BaKLUHN BaKcirpmn® TeTpa»).

MNonynsuis negiaTPUYHUX NALIEHTIB

Tabnuus 6




[iTv BikoM BIf 9 [0 17 poKiB.
3aranom y 429 piteli Bikom Bif 9 4o 17 pokiB, WO OTpMMann 0aHy 403y BaKLMHK BaKcirpmn® TeTpa, iMyHHa Bi4NOBiA4b NPOTA 4 WITaMIB, O MICTATLCA Y BaKLMHI,
6ynanoai6bHo A0 iIMYHHOT BignoBifi, Wo crnocTepiranacb y A0poc/inx BikoM Big 18 ao 60 pokis.

[iTn BikOM Bif 6 MicsLiB A0 8 pokiB.
3arasiom 863 ANTMHM BiKOM Bif 3 0 8 poKiB OTpMManu Of4HY abo ABi [03U BaKUMHM BaKcirpmn® TeTpa 3a/1eXKHO Bif, TXHbOr0 aHaMHe3y LLOAO BaKUMHaLiT NpoTu
rpuny.
Y piTei, Wo oTpumanu ogHy abo ABi 403U BaKLMHK BaKcirpmn® TeTpa, cnocTepiranacb nofibHa iMyHHa BiAMOBIAb NICNA OCTaHHLOT 403U KOXHOT CXeMW BaKLMHaLii.
OKpiM e(heKTMBHOCTI BaKLMHM BaKcirpmn® TeTpa, y 341 AUTUHM BiKOM Bif 6 [0 35 MicALiB OLiHIOBasIaCsa IMyHOreHHICTb ABOX 403 no 0,5 Mn BakuuHU BaKcirpmn®

TeTpa yepe3s 28 LHIB NiC/A OCTaHHLOrO BBEAEHHS BaKLMHM BaKcirpmn® TeTpa 3a METOAOM BU3HAYEHHS aHTUTIN, WO IHFIOYOTb remMar/iloTUHaLito.
Pe3ynbTaTy 3a NOKa3HMKamm iMyHOTeHHOCTI HaBeAeHo y Tabnumui 7.

Tabnuus 7
Pe3ynbTaTy OLiHKN iIMyHOreHHOCTI Y AiTeld BiKOM Bif, 6 MicsALiB A0 8 pokKiB
AHTUTEHHNIA LLITaM LiTn Bikom Big 6 go 35 micauis [itn Bikom Bif 3 8o 8 pokis
N =341 N = 863
CIT (95% AI)

A/California/7/2009 (HIN1) 641 (547; 752) 971 (896; 1052)
A/T exas50/2012 (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% A1) (b)
A/California/7/2009 (H1N1) 90,3 (86,7; 93,2) 65,7 (62,4; 68,9)
A/T exas/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% Al) (©
A/California/7/2009 (H1N1) 36,6 (30,8; 43,6) 6,86 (6,24; 7,53)
A/T exas50/2012 (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 — KifIbKiCTb 0Ci6, L1040 SKUX € AOCTYMHI AaHi CTOCOBHO BiAMNOBiAHOI KiHLEBOT TOUKM

CI'T — cepefiHE reOMETPUYHE 3HAYeHHSs TUTPIB aHTUTIN; [l — AoBipunit iHTepBan;

(& N =863 a0 BikoBOi rpynu 3-8 pokis

(b)  CK - cepokoHBepcisi a60 3HauylLie 36i/bLLUEHHS TUTPIB: AN YYACHUKIB 3 TUTPOM aHTUTIN Nepej BakLmHallieto < 1:10 (1/dil) — yacTka y4acHWKIB 3 TUTPOM aHTUTIN nicas BakumMHauii > 1:40 (1
[dil); ans y4acHukiB 3 TUTPOM aHTUTIN nepeq BakumHauieo = 1:10 (1/dil) — vacTka yyaCHWKIB 3i 30iNbLUEHHSIM TUTPY aHTWUTIA MICAs BaKUMHALT MOPIBHAHO 3 TUTPOM aHTWTIN nepeq
BaKLMHaLi€w B 4 Ta GinbLlue pasiB

(©  CCIT - cepefiHe reOMETPUYHE 3HAUEHHS! BiJHOLLIEHb iHAMBIAYyaNbHUX TUTPIB (BiAHOLLEHHS TUTPW NIC/S BaKLMHALLIT / TUTPW Nepes BakLMHaLLieto)

Lli gaHi 3 iMyHOreHHOCTI HafjalTb [0Ka3oBY iH(OpMaLito [0AATKOBO A0 AaHWX 3 eeKTMBHOCTI BaKUWHW, AOCTYMHUX Ana Uiel nonynauil (ave. nigposgin



«E(eKTUBHICTb BaKLMHK BaKcirpl/lrl® TeTpa»).
dapmakoKiHeTVKa.
He pgocnigxysanacs.

KniHiYHI XapaKTepUCTUKN.
Noka3aHHA.

BakunHa BaKcirpmn® TeTpa nokasaHa Ansa NpoMiNakTUKK rpuny, CNpUYMHEHOro ABoma nigTunamu Bipycy rpuny A Ta gBoma Tunamu Bipycy rpuny B, ki

MICTATbCA B Uil BaKUWHI, Ans:

- aKTUBHOT iMyHi3aLiT JOPOC/INX, Y TOMY YACAI BariTHUX XXIHOK, & TaKOX AiTell BiKOM Bif 6 MicALiB;

- MAacUBHOr0 3aXMUCTY HEMOB/IAT BIKOM [0 6 MicAuiB, MaTepi AKMX 6ynu WwenneHi nig yac BariTHOCTI (gUB. po34inn «Oco6/IMBOCTI 3aCTOCYBaHHSA», «3aCTOCYBaHHA Y
nepiog BariTHOCTI abo rofyBaHHs rpyaato» i «IMyHOMOrivHi i 6i0N10rYHI BACTUBOCTI»).

BaKcirpl/ln® TeTpa cnif BUKOPUCTOBYBATM BiNOBIAHO A0 OiLiAHNX PpeKOMeHaLLiiA.

MMpy NpoBefeHHI iMyHi3aLii Ha TepUTOPIT YKpaiHN CTOCOBHO CXEM IMYHI3aLil, NPOTMMNOKa3aHb Ta B3aEMOAIT 3 IHWIMMW MeAUYHUMU NpenapaTtamu cif, KepyBaTucs

AitourMm Hakazamm MO3 YKpaiHu.

MpoTnnNoKasaHHA.

[inepyyTnmMBICTb A0 6YyAb-AKOI [it0UOI PeYOBMHU Ta AO0MNOMIXKHOI pevoBMHM (AMB. po3din «Cknag») abo Ao 6yab-aKOro KOMMOHEHTa BaKUUHW, LLO MOXe 6yTu
MPUCYTHIM Yy CNIJOBIM KifIbKOCTI, TAKUX K KOMMOHEHTU KypAYmnX felb (0Ba/IbOYMiH, Kypsunii 6i10K), HeOMiLWH, (hopMasiberif Ta OKTOKCMHON-O.

BakuuHauito cnig Bifknactu y pasi 3axXBOPHOBaHHSA, WO CYNPOBOMAKYETHCA MOMIPHMM abo 3Ha4yHUM niaBueHHAM Temnepatypu (euwe 38,0 °C), abo rocTporo
3aXBOPHOBAHHS.

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.

YKoHux gocnigxeHb B3aeMOiT 3 BaKLIMHOK BaKcirpvm® TeTpa He NPOBOAN/IOCH.

Y pasi Heo6XiAHOCTI 0JHOHYACHOrO 3aCTOCYBaHHSA iH’€KLLiT MOTPIOGHO 3AiACHIOBATI B Pi3HI MIiCLISt Ta BUKOPUCTOBYBATM Pi3HI FONKN.

IMyHOMoriyHa BiZnoBigb MoXe 6yTn 0cnabrieHoK B pasi MPOXOLXKEHHS IMyHOCYNPeCMBHOI Teparii.

[icna 3acToCyBaHHA BaKUMHM ANS NPOMiNaKTUKKU rpuny crnoctepiranmcs XMbHOMo3nTUBHI pe3ynbTaTi CEPONOriYHNX TeCTiB 3a METOLOM iMyHOMEPMEHTHOI 0 aHanisy
(ELISA) 3 meTot0 BUSBEHHS aHTUTIN g0 BIJI-1 (Bipycy iMmyHogediunty moguHu 1 tuny), Bipycy renatuty C ta oco6nmso T/1BJ1-1 (T-niMhOTPOMHOIoO Bipycy
MOANHM 1 Tuny). TpaH3UTOPHI XMOHONO3UTUBHI pPe3yNibTaTi MOXYTb 6y T 06yMOB/IEHI BIAMOBIAAK IgM Ha BakLMHY.

Oco61Bi 3axo4m 6e3nekn.
Mepef BUKOPUCTaHHAM BaKLUHY Cif BUTpMMATK A0 KiMHaTHOI Temnepatypu (15 — 25 °C), cTpycuTun Ta BidyasibHO NMepeBipuTy. BakumHy He Cnif BUKOPUCTOBYBATU
3a HasiBHOCTI Yy cycneH3siT 6y/1b-AKUX CTOPOHHIX [OMILLIOK.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

3a »oaHuUX o6cTaBuH Bakcirpun® TeTpa He MoxHa BBOAUTM BHYTPILLHLOCYAVHHO.
MpoCTeXyBaHiCTb
3 MeTo0 NOKpaLLeHHS NMPOCTeXyYBaHOCTI 6I0N0riYHMX NiKAPCbKMX 3aC06iB CAif YiTKO (PIKCyBaTH Ha3By Ta HOMEp Cepil BBELEHOro npenapary.




FAK I Npy 3aCTOCYBaHHI YCiX iH’€KLiAHNX BaKLMWH, NOBUHHI OYTN HaNoroToBi yci HeOOXiAHI NiKapcbKi 3aC00M ANA HafaHHA HeBIAKNaAHOT MeAMYHOT LOMOMOry y pasi
PO3BUTKY aHa(iNaKTUYHOI peakuii Micns WenieHHs Ta 415 3abe3neyeHHs peTesibHOro Harnagy.

MawieHTV NOBMHHI NepebyBaTty Nig MeAUYHUM Harnagom npotarom 30 XBUIMH NIiCNS BBEAEHHA BaKUUHN.

3acTocoByBaTy BaKUMHY C/lij 3 06epeXXHICTIO 0cobaM 3 TPOMOOLMTOMNEHIEKD abo MOPYLUEHHAM 3ropTaHHA KPOBI, OCKI/IbKM MiCNS BHYTPILLHLOM 30BOr0 BBEAEHHS Y
LIMX 0Ci6 MOX/MBa KpOBOTEYA.

[Micnga 6yab-AK0iBaKLMHALIT 860 HaBITb Nepes Het0 MOXE BUHUKHYTU CUHKOME (HEMPUTOMHICTb) SIK NMCUXOreHHa peakLis Ha BBeeHHS rofikn. s 3anobiraHHsa Tpasm
BHaCNiA0K HEMPUTOMHOCTI Ta AN YCYHEHHS CUHKOMa/IbHUX peakLiii NoTpibHO A0TPUMYBATMCh BiAMOBIAHMX MpoLeayp.

BakuuHa Bakcirpun® TeTpa npusHaueHa Ans 3axuCTy Bif 3aXBOPIOBaHHS Ha rPvM, BUKAMKAHOIO LUTaMaMi Bipycy rpumy, 3 sIKWX LSt BaKLMHA BUTOTOBEHA.

AK i BCI BaKUMHMW, BaKcirpmn® He MoXke Ha 100 % 3aXMCTUTK BCIX LLENEHUX.

LLLo cTOCYeTbCA NAaCMBHOMO 3aXMCTY, HEMOB/ATA BIKOM [0 6 MicsLiB, MaTepi AKX BYNK LLeneHi Mig Yac BariTHOCTI, He 060B’S3KOBO BCI 6yAyTh 3axXuLeHMK (AMB.
po34in «IMyHonoriyHi i 6i0N10riuHi BNacTUBOCTI»).

IMyHHa BiZnoBiAb MOXe 6T HeJOCTATHLOK Y NALIEHTIB 3 eHAOreHHOH abo ATPOreHHO iIMYHOCYMPECIEHD.

BakuuHa MoXKe MICTUTK CMiAoBI KiNbKOCTI KOMMOHEHTIB KypsauuxX sielb (OBanbOYMiH, Kypsaumil 6inok), CnifoBi KifibKOCTi HeOMiUMHY, dopmanbierigy Ta
OKTOKCWHONY-9, AIKi BUKOPUCTOBYHTLCA Mif, Yac NpoLecy BUPOOHULTBA (AVB. PO34ia «[1pOTUNOKA3aHHS»).

Bnave Ha pe3ynbTaTy CEPOIONiYHUX TECTIB

[nB. po3ain «B3aemogis 3 iHLLIMMK NiKapCbKMMK 3ac06amut Ta iHLLI BUAM B3aEMOL>».

BakumHa Bakcirpun® TeTpa MicTiTb Kaniii Ta HaTpiil.
Lis BaKUMHa MICTUTb MeHLLe 1 MMonb (39 Mr)/fo3y Kanito i MeHwe 1 MMosb (23 Mr)/go3y HaTpito, TO6TO NiKapCbKMiA 3aci6 NPaKTUYHO BifIbHWIA Bif Kanito Ta HaTpito.

3acTocyBaHHs y nepiof BariTHOCTI abo rogysaHHs rpyaato.

BariTHicTb

BariTHi XiHK/M nepebyBatoTb y rpyni NiABWLLEHON0 PU3NKY PO3BUTKY YCKNAAHEHb, CIPUYMHEHMX TPUMOM, Y TOMY YMUC/i nepeayvyacHoi NonoroBol Ais/IbHOCTI i
nepeayvacHuX Nonoris, rocnitanisayii i CMepTi, TOMY BariTHi XXiHKN MOBWHHI BYTK LLENIEHI NPOTH rpuny.

BaKCinI/II'I® TeTpa MOXXHa 3aCTOCOBYBATW NMPOTATOM YCbOro nepiofy BariTHOCTI.
Haibinbwe [OCTYNHUX AaHUX 3 Ge3nekn € CTOCOBHO APYroro Ta TPeTboro TPMMECTPIB BariTHOCTI. OTpuMMaHi y pi3HMX KpaiHax CBITY fAaHi W00 3aCTOCYyBaHHS

IHAKTMBOBaHWX BaKUMH NS NPOMINAKTUKL rpUny B Nepioj BariTHOCTI, BK/IKOUYaOUM BaKLMHY BaKcirpmn® TeTpa Ta Bakcirpun (iHaKTMBOBaHa TPMBa/IeHTHA BaKLMHa
AN19 NPOMINAKTUKL TPUMy), He CBifYaTb MPO HafBHICTb LUKIA/MBOrO BM/MBY, MOB’A3aHOMO i3 3aCTOCYBaHHAM BaKUMHW, Ha MAif Ta XiHKY. Lle y3rompkyerbca 3

pe3y/fibTaTaMu CNOCTePeXeHb B XOA4i O4HOr0 KNIHIYHOTrO AOCNIMKEHHS, [ie BaKUUHY BaKcirpmn® TeTpa Ta BakuMHY Bakcirpun BBOAUIN BariTHUM XKiHKaM NpoTArom

APYroro uu TpeTboro TpumMectpy (230 BariTHUX XXIHOK Ta 231 AUTWHa, SKa HapoAmnacs >XUBOH, Yy rpyni NpuiioMy BakLMHU BaKcirpmn® Tetpa Ta 116 BariTHuX
XIHOK Ta 119 piTei, SiKi HAPOANINCS XXUBUMW, Y TPy NPUIAOMY BakUMHK Bakcirpun).

[aHi YOTUPBLOX KNIHIYHMX AOCNILKEHb, MPOBEAEHNX 3 IHAKTMBOBAHOK TPMBA/IEHTHOK BaKLUMHOKW A4 npodinaktukm rpuny (Bakcirpun), Wwo BBOAMMNACA BariTHUM
XiHKam nig vac gpyroro abo TpeTboro Tpumectpy (6inbie 5000 BariTHOCTeN i 6inblue 5000 HAPOMKEHUX XUBUMU LiTeEN, 3a AKUMKU criocTepirany NpuéansHo Lo 6
MicsLiB nicnsa Nonorie), He nokasanu Npobnem Ans Nnoaa, HOBOHaPOAKEHOT0, HEMOBAATY | MaTepi, NOB’A3aHNX i3 BaKLMHOLO.

Mg vac KAiHIYHUX pJocnigpkeHb, fki nposogununca B NAP i Henani, He 6yn0 BMSBIEHO CYTTEBOI BIAMIHHOCTI MK rpynamy 3aCTOCYBaHHA BakUMHWM Bakcirpun i
nnauebo Woao sBWL, AKI MOrnvM 6 HeraTMBHO BM/MHYTW Ha MAif, HOBOHAPOLKEHOro, HeMoBNA i Matip (y TOMy 4ucni y BUMNA4l nepegvyacHUX NONOriB,
MePTBOHAPOMKEHHS, HAPOXKEHHA HELOHOLIEHUX AiTel | Manol MacK Tifa Npu HapOKEHHI).

Mg 4Yac KNIHIYHOro AOCHIMKeHHs, Wwo nposogunoca y Marni, He Oy/i0 BMABMEHO CYTTEBOI BIAMIHHOCTI MK rpynamu 3acTOCyBaHHA BakuuHW Bakcirpun i



KOHTPO/NbHOO rpynoo (YOTUPMBaTIEHTHA KOH HOrOBaHa BaKLHa MPOTN MEHIHTOKOKY) LLIOAO0 YacTOTW NepeavyacHOro HapoaXKeHHS, BiICOTKA MEPTBOHAPOMKEHNX AiTei
i BiACOTKA AiTeil 3 HA3bKOK MAcoto Tifla NPy HapOPKEHHI / HU3bKOK Macoto Tifa Ans BHYTPILUHbOYTPOOHOI O BiKY.

[oknagHille avB. po3ainu «Mob6iuHi peakwii» Ta «IMyHONOriYHi i 6i0NOriyHi BNAaCTUBOCTI».

Pe3y/nbTaTv OLHOI0 AOCNIMKEHHS Ha TBapMHaX i3 3aCTOCYBaHHAM BaKLMHU BaKcirpmn® TeTpa He cBig4aTb NPo NpsAMUIA abo onocepefKOBaHWI LUKILIMBUIA BNIVB
BaKLMHW Ha nepeo6ir BariTHOCTI, PO3BMTOK eM6pioHa/nioaa abo paHHiin NOCTHaTalbHUIA PO3BUTOK.

"oAyBaHHA rpy a0

BaKcirpmn® TeTpa MOXXHa 3aCTOCOBYBATU B MEPIOS, rofyBaHHSA rpyaato.

PepTUNbLHICTL

[laHVIX LLIOZO BMAVBY BaKLMHN Ha (epTUNLHICTb Y IOANHI HeMae. PesyrnbTaTyi OJHOTO AOCIMKeHHs Ha TBapUHaX i3 3aCToCyBaHHAM BakLyHu Bakcirpun® TeTpa He
CBifyaTb Mo LWKiA/IMBUIA BMIMB HA PEPTUNLHICTL Y OCOBUH XIHOYOT CTaTi.

34aTHICTb BNAMBATY Ha WUBMAKICTb peakLii Nnpy KepyBaHHIi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.
Bnnuve BakunHM Ba|<cirp|/|r|® TeTpa Ha 34aTHICTb KepyBaT/ TPAHCMNOPTHMMM 3aC06aMu Y/ NpaLoBaTh 3 MexaHisMamu BiACYTHI a60 He3HAUYHUI.

Cniocib 3acTocyBaHHA Ta [03Mu.
J03yBaHHS
Ha nigcTaBi KNiHIYHOro 4OCBiAY 3aCTOCYBaHHA TPMBAIEHTHOT BaKLMHN PEKOMEHAYETHLCA 34iACHIOBATY LLOPIYHY peBaKLMHaLi0 BAKLMHOK 419 NPOMINaKTUKu rpuny,
BPax0BYHOUM TPUBASTICTb IMYHITETY, LLIO 3a6e3MeYyeTbCs BaKLUMHOK, Ta LMPKY/IHOKUI LWTaMK Bipycy rpuny, WO MOXYTb 3MiHKOBATUCS 3 POKY B PiK.
[opocni: ogHa fo3sa 0,5 M.
MNonynauis nefiaTpPUYHKX NALLIEHTIB
[iTn BikoM Bif, 6 micsAuiB ao 17 pokis: ogHa fo3a 0,5 m.
[iTam BikoM 0 9 pOKiB, AIKi paHille He BaKLMHYBanucs, Apyry o3y BakuuHu 0,5 Mi noTpibHO BBECTU Mic/s NEPLUOT 3 iIHTEPBA/IOM LLOHAMEHLLE 4 TUXKHI.
HemoBnaTa BikOM 10 6 MicALiB: 6e3meka Ta e)eKTMBHICTb 3aCTOCYBaHHS BaKLHN BaKcirpmn® TeTpa (419 aKTMBHOT IMYHi3aLlii) He BCTaHOB/IEHI. Hemae faHuX.
LLLo cToCcyeTbCs NAaCMBHOIO 3aXMCTy, TO fo3a 0,5 m/1, BBeAeHa BariTHIM XXiHLi, MOXe 3aXUCTUTN HEMOBA 3 HAPOMKEHHS A0 BiKy Npnbn3Ho 6 micauis, 0fgHaK He
BCi HEMOB/IITA MOXYTb BUABUTUCA 3aXMLLEHUMU (4MB. PO34iN «IMYHOMOriYHI | 61010riYHI BNACTUBOCTI»).
LLlenneHHsA NpoTY rpuny NPOBOAATL BiAMOBIAHO 40 YAHHOTO KaneHAaps NPoMiNakTUYHUX LLEenIeHb B YKpaiHi Ta 3rigHO 3 iIHCTPYKLIEH NP0 3aCTOCYBaHHSA BaKLMHM.
LLlenneHHs NPOBOANTL MEAUYHWIA NEPCOHaN B KabiHeTaxX NPoMiNakTUYHMX LLEenIeHb NiKyBaibHO-NPOMiNaKTUYHNX 3aKNagiB.
Cnocib 3acTocyBaHHA
BakumHy cnifg BBOAUTM iH’€KLIAHO BHYTPILLHLOM’S30B0 ab0 NifLLKIipHO.
PeKOMeHA0BaHNM MiCLiEM A8 BHYTPILLIHLOM’I30BOT 1H’€KUIT AiTAM BikKOM Bif, 6 [0 35 MicALiB € nepeAHboNaTepasibHa AingHKa cTerHa (abo AenbTOBUAHUIA M’ A3, SKLO
M’S130BOT Macu A0CTaTHbO), a A/ BBeeHHS AiTAM BiKOM Bij 36 MicALiB Ta 4OPOCANM — AeNbTOBUAHWIA M’ A3.
Byab-aKunii HeBMKOPUCTaHWIA nNpenapar abo BigxoAu NOBUHHI 6T yTWUNI30BaHI BiAMOBIAHO 40 BUMOT YNHHUX HOPMATUBHUX aKTiB YKpaiHW.
3anobi>KHi 3axX04u, AKUX CNif BXXUTU Nepes npuroTyBaHHAM Ta BBELEHHAM BaKUMHU: AMB. po3ain «Oco6/MBI 3aX04M 6e3MeKm>.

aiTn.
BaKCirpl/II'I® TeTpa npu3HayaeTbCA 4iTAM BiKOM Bif, 6 MicALiB (AMB. po3gain «Cnocib 3acToCyBaHHA Ta J031»).
besneka Ta e(heKTUBHICTb 3aCTOCYBaHHSA BaKLMHN BaKcirpmn® TeTpa AiTaM BiKOM 10 6 MiCALiIB HE BCTaHOB/IEHI.



Nepeno3yBaHHA.
MoBigOMNANOCA NPO BUMAAKM 3aCTOCYBaHHS BaKLUHU BaKcirpmn® TeTpa y [03i, fKa nepeBuLLyBaia peKOMeHA0BaHy (Nepefo3yBaHHS). Y LMX BUNaAKax nobiyHi
peakLii y3rompkysanucs 3 npodinem 6e3nekn BakLMHN BaKcirpl/ln® Tetpa (auB. po3ain «MobiyHI peakuii»).

Mo6iyHI peakuii.

Pe3tome npodinto 6e3neku

besneky 3acTocyBaHHA BaKLMHN BaKcirpmn® TeTpa 6yno OUiHEHO B 6 KIHIYHMX BUMPOOYBAHHSAX, B AKX B3AnM yyacTb 3040 gopocnux oci6 Bikom Big 18 no 60
pOKiB, 1392 ocobu NiTHLOro Biky (MoHag 60 pokiB) Ta 429 fiTeit BikoM Big 9 Ao 17 pokiB, AK1M 6yn10 BBEAEHO OAHY [03Y BaKLMHM BaKcirpmn® TeTpa, 884 AUTUHM
BikKOM Big, 3 10 8 poKiB, SikUM 6yn0 BBeEHO OAHY abo ABi 1031 BaKLMHU BaKcirpmn® TeTpa 3a/1eXXHO Bif IXHbOr0 aHaMHesy LLIOA0 BaKUMHaLIT NpoTu rpuny, Ta 1614
AiTel BikoM Bifg 6 A0 35 micauiB, SkuM 6yno BBeAeHO ABi A03u (0,5 Mn) BaKUMHK BaKcirpmn® TeTpa.

BinbLWicTb NOGIYHMX peakLil, SK NPaBWo, BUHMKAIMN BNPOAOBXK NepLumx 3 AHIB Micns BakKUMHaLii Ta MAHaAM CNOHTAHHO BMPOAOBX 1 — 3 AHIB MiCNA BUHUKHEHHS.
IHTEHCMBHICTb UMX peakLii 6yna erkoto.

Haibinbw YacToro NO6IYHOK peakLieto Nicns BakLMHaLiT, MPo Ky NOBIAOMAANOCL Y BCIX NONYNALisSX, BKAKOYarum rpyny gitei Bikom Bif 6 o 35 micsuis, 6yB 6i/b
B Micui iH’ekuii (Big 52,8% 10 56,5% y aiTeli Bikom Big 3 A0 17 pokiB Ta 'y gopocnux, 26,8% y gitein Bikom Bif 6 A0 35 micauis Ta 25,8% B 0Ci6 NiTHLOrO BiKy).

Y cybnonynsauii AiTer BIKOM 0 24 MicALiB HaliYacTILLIOK NO6IYHO peakLieto 6yna apaTiBnmeicTb (32,3%).

Y cybnonynsauii gitei Bikom Big 24 go 35 micsAuiB HaluacTille NoBigoMAs10ca Npo He3ayXXaHHA (26,8%).

[HLWIMMK HaNGINbLL YacTUMK MNOBIYHMMM peakL MK, MPO SKi NOBILOMAANOCH MICNA BaKUMHaLT, 6ynu:

* Yy OPOC/NX: FOMIOBHWI 6inb (27,8%), Mianria (23%) Ta He3ay>KaHHS (19,2%);

* B OCi6 NiTHLOrO BiKY: rofoBHUIA 6inb (15,6%) Ta Mianris (13,9%);

o y [iTei BikoM Big 9 fo 17 pokiB: Mianrisi (29,1%), ronoBHuiA 6inb (24,7%), He3ayxaHHsA (20,3%) Ta NpunyxnicTb B Micwi iH’ekuiT (10,7%);

* y fiTeit Bikom Bif 3 10 8 pokiB: He3nyxaHHs (30,7%), mianris (28,5%), ronosHuii 6inb (25,7%), NpunyxnicTs B mMicyi iH’ekuii (20,5%), eputemMa B MicLi iH’eKUiT
(20,4%), ywWinbHeHHS B MicLi iH’eKuiT (16,4%), 03H06 (11,2%).

e y [iTei BikoM Big 6 0 35 MicsuiB: nmxomaHka (20,4%) Ta eputema B Micui iH’ekuiT (17,2%),

* y AiTel BiKOM 10 24 micsAyiB: BTpaTa anetuTy (28,9%), HeHopMasibHUiA nnay (27,1%), 6ntoBaHHs (16,1%) Ta COHNMBICTL (13,9%);

o y [iTei BikoM Bif 24 ao 35 micAuiB: ronosHUin 6inb (11,9%) Ta mianria (11,6%).

Mo6iyHi peakLii, SK NpaBunIo, CNOCTepirancs MeHLL YacTo B 0Ci6 MITHbOrO BiKY NMOPIBHAHO 3 OPOC/IMMU Ta AiTbMU.

Y T1abnuugsx 8, 9 i 10 HaBefleHO faHi Npo NOB6IYHI peakLil, 3apeecTpoBaHi Micns 3aCTOCyBaHHS BaKLMHU BaKcirpl/ln® TeTpa B paMKax K/AIHIYHUX JOCMigKeHb Ta nij,
yac nicnspeecTpayinHmnx gocnigpkeHb, NPOBEAEHNX HA Mi>KHAPOAHOMY PiBHI.

Mo6iyHi peakuii 6ynn po3nogineHi 3a 4acToTOH):

Aay>xe vacto (=1/10);

yacTo (Big =1/100 go <1/10);

HeyacTo (Big =1/1000 go <1/100);

pigko (Big =1/10 000 go <1/1000);

ayxe pigko (<1/10 000);

yacToTa HeBigoMa (HEMOXX/IMBO OLHUTM 3 HasiBHUX AaHWX): Npo Mob6iyHi peakLil NOBiAOMAANOCA CMOHTAHHO, MNICNS KOMEPLINHOro 3aCcTOCyBaHHS BaKLMHK
Bakcirpun® TeTpa.




Y Mexax KOXKHOT rpynu 3a 4acTOTOK NOBIYHI peakuii npeacTaB/eHi B NOPAAKY 3MEHLLEHHS CTYMeHs IXHbOI CEPO3HOCTI.

Jlopocni Ta 0cobu NiTHLOIrO BiKY
HaBeaeHwuii HK4Ye npodink 6e3nekn 6a3yeTbes Ha:

- faHux wopno 3040 gopocnux Bikom Bif 18 fo 60 pokis Ta 1392 ocib niTHLoro Biky (noHag 60 pokis);

- faHnX nicnapeecTpauiiHmX AocnifXeHb, NPOBeAEHNX Ha MiXXHapoAHOMY piBHI (*).

Tabnuus 8

MOBIYHI PEAKLIT

| YACTOTA

3 60Ky KpOBIi Ta niMaTUUHOT CUCTEMU

CcBEP6IX 2, reHepanizoBaHuii ceepbixx 1, anepriununii gepmatut 1, aHrioegema 1

NimageHonatis 1 | Heuacto
3 60Ky iMyHHOI cuctemu
FinepuyTnueicTb 1, anepriuHi peaxuii, Taki ik eputeMa, Kponme’siHKa 1, Pigko

AHainakTUyHI peakuil

YacToTa HeBigoma*

3 60Ky HepBOBOI CUCTEMM

EkxiM03 B Micui iH’eKLiT, CBEPOIXK B MiCLi iH’€KLIT, BIAUYTTA Xapy B Micui iH’eKuiT

"0noBHWI Bifb [y>Xe yacTo
3anaMopoyeHHs 3 HeuacTo
CoHNmBICTb, NapecTesis Pigko

3 60Ky cyanH

apsyvi npunavem 4 | HeyacTo

3 60Ky AnXanbHOT CUCTEMW, OPraHiB rpyAHOT KTITKU Ta CePefoCTiHHA

3agmiika 1 | Pigko

3 6OKY LLIIYHKOBO-KMLLIKOBOIO TPaKTy

[Niapes, HyfoTa | Heuacto

3 60Ky LUKIpK Ta MIAWKIPHOI KNITKOBUHY

[ineprigpo3 Pigko

3 60Ky OMOPHO-PYX0BOro anapaty Ta Croy4HOT TKaHUHK

Mianris [yXe yacto
Aptpasris 1 Pigko
3aranbHi po3nagm Ta peakuii B MiCLi BBEJEHHS

He3ayxaHHs 6 [ly>e yacTo
Binb y Micyi iH’ eyt

O3H06, MXOMaHKa 2 YacTo
Eputema B micui iH’eKLiT, NpUnyXNicTb B MiCL IH’eKLiT, YL iNbHEHHSA B MiCL 1H eKLiT

MigsuLLeHa BTOM/KOBaHICTb HeuacTo




ACTeHis, rpunonofioHe 3axBoproBaHHS Pigko
AunckomdopT B MicLi iH’ekwjii L

1y popocnnx

2 1eyacTo B OCi6 MITHLOO BiKY

3 pigKo y fopocanx

4 B 0Ci6 NiTHLOrO BiKy

5 piZKo B OCi6 NiTHLOrO BiKY

6 yacTo B 0Ci6 NiTHLOO BiKY

[Monynauia negiaTpUYHMX NaLIEHTIB
HaBefeHwuiA HXYe npodinb 6e3nekn 6a3yeTbes Ha:

- JaHuX Wwopao 429 aitein Bikom Big 9 4o 17 pokiB, SKum 6yno BBeAEHO Of4HY 403y BaKLMHU BaKcirpmn® TeTpa, Ta 884 paitein Bikom Bifg 3 40 8 pokiB, AK1M 6yno

BBEEHO 0fHY abo ABi 4031 BaKLUHU BaKcirpmn® TeTpa 3a/1eXKHO Bif, TXHbOr0 aHaMHe3y LLI0A0 BaKUMHaLIT MPOTH rpuny;
- faHuX nicnapeecTpauiiHnMX AocnifXeHb, NPOBeAEHUX Ha MiXXHapoAHOMY piBHI (*).

Tabnmus 9
MOBIYHI PEAKLLIT | YACTOTA
3 60Ky KpoBI Ta NiMaTUyHOT cUCTeEMU
TpomGoLuToneHis 1 | HeuacTo
3 60Ky iIMyHHOI cucTemu
AnepriyHi, 30Kkpema aHainakTU4HI peakuit | YacToTa HeBigoma*
3 60Ky MCKXiKn
MNaKcuBICTb 2, HECMOKili 2 | HeuacTo
3 60Ky HepBOBOT CUCTEMU
"0noBHUi 6inb LyXe yacTo
3anaMopoyeHHs 2 HeyvacTo
3 60KY LLTYHKOBO-KMLLIKOBOI O TPAKTY
[liapes, 6110BaHHA 2, 6iflb Y BEPXHili YaCTUHI XXnBoTA 2 | HeyacTo
3 60Ky OMOpPHO-PYXOBOr0 anapary Ta CroayyYHOT TKaHVHK
Mianris [yXe yacTo
ApTpanris 2 HeuacTo
3ara/ibHi po3nagu Ta po3nagm B MicLi BBEAEHHS npenapary
He3ay»aHHS, 03H06 3 [y>xe vacTo
Binb B MicLLi iH’€KLT, NPUNYXNiCcTb B MicLi iH’eKLLiT, epuTeMa B MicLji iH’eKLiT 3, yL|iNbHEHHS B MicLyi iH’eKLiT 3
JlnxomaHka YacTo
EkXimo3 B MicLi IH’eKUiT




MigguiLeHa BTOM/OBAHICTb 2 HeuacTo
BiguyTTs »apy B MicLi iH’eKLiT 2, cBepOiX B MicLLi iH eKL,iT 4

1g OJHIET AUTUHN BIKOM 3 pOKU

2 y LiTeli Bikom Big 3 o 8 pokiB

3 yactoB Aiten Bikom Big 9 Ao 17 pokm

4 y giTein Bikom Bif 9 go 17 pokiB

Mpodinb 6e3nekn, HaBeAeHNI HXKYE, 6a3yETbCS Ha:

- faHnX woao 1614 piteii Bikom Big 6 A0 35 MicALiB, KM 6y10 BBEAEHO ABI 1031 BaKLMHW BaKcirpmn® TeTpa;
- faHUX nicnapeecTpauiiHuX AocnifkeHb, MPOBEAEHNX Ha MiXKHApOAHOMY piBHi (*).

Tabnuus 10

MOBIYHI PEAKLLIT | YACTOTA
3 60Ky iIMyHHOT cucTemm
[inepyyTnmMBICTb HeuvacTo
AneprivHi peakuii, TaKi K reHepaniaoBaHuii cBep6ixX, NanynbO3HWIA BUCUN Pigko
AHainakTUyHI peakuir YacToTa Hesigoma*
3 60Ky HepBOBOT CUCTEMU
0NnoBHMI Binb 1 | fyxe yacto
3 6OKy LLUNYHKOBO-KULLKOBOI O TPaKTy
BnoBaHHs 2 [lye yacto
[Liapes Heuacto
3 60Ky 0NOPHO-PYX0BOro anaparty Ta Crofy4yHOT TKAHUHU
Mianris 3 | fyxe yacto
3arasibHi po3nagm Ta po3nagn B MicLi BBeEHHSA npenapary
OpatisnusicTs 4, BTpata aneTuTy 4, HeHOpManbLHWIA Nnay O, HesykaHHA 3, NMXOMaHKa, COHAMBICTb 2, 6iNb/4yTAMBICTb B MicL Ayxe vacto
IH’eKUIT, epyTemMa B MiCLi iH’eKLiT
O3H06 1 YacTo
YWiNnbHEHHS B MicLi 1H’eKUiT, HABPAK B MicLi IH’€KLiT, eKXiMO3 B MiCLLi 1H’EKLLT
Bucun B micui iH’eKUiT, cBepOIX B MiCLLi iH’€KLLT, rpunonogioHe 3axXBoptoBaHHS Pigko

1 y AiTell Bikom = 24 micAuiB

2 4eyacto y AiTel Bikom = 24 micsuiB
3 PiAKo y AiTei BikoM < 24 micAauiB

4 PiZKO Y fiTei BikoM = 24 MicAuiB

Sy niTeit Bikom < 24 MicsLiB

Y piTeid BikoM Bif 6 MicsLiB [0 8 pokiB Npodiib 6e3neKn BakLMHW BaKcirpvm® TeTpa 6yB NOAIGHUM Micnsa NepLloi Ta APYrol iH’eKuiin 3 TEHAEHLIE [0 3MEHLLEHHS
4acTOTM NOGIYHMX peakLiv nicns Apyroi iH’eKLiT NOPIBHAHO 3 NEPLLOO Y AiTel BikoM Bif 6 Ao 35 micsuiB.



[Mo6iYyHi peakLii nicng KOMePLLIMHOIO 3aCTOCYBaHHS BaKLMHKN Bakcirpun

[Micnsa KoMepLiHOro 3acTocyBaHHs BaKUMHW Bakcirpun nosigomasnocs npo HulleHasefdeHi No6ivHi peakuil. MPUYMHHO-HACNIAKOBWIA 3B’A30K i3 3aCTOCYBaHHAM
BaKLWHM Bakcirpun® TeTpa He BCTAHOB/EHWIA.

MopyLUeHHs 3 6OKY CUCTEMUN KPOBOTBOPEHHS Ta NiM(aTUYHOT cucTemu

TpaH3uTopHa TpombouuToneHist, nimdageHonaris?l.

Po3naayu 3 60Ky HepBOBOT CUCTEMMU

MapecTesisil, cuHapom CieHa — Bappe, HEBPUT, HEBPaNTis, CyA0MU, EHLIEAIOMIENIT.

Po3nazm 3 60Ky CyaunH

BackyniT, 30kpema nypnypa LLieHneiiHa — M'eHOXa, 3 TPaH3UTOPHUM YPaXKeHHSIM HUPOK B AesKMX BUNaLKax.

1 Lli no6iuHi peakLii cnoctepiranmncs nig vac KNiHIYHWX AOCNILKEHb NULLE Y AeSKMX BIKOBUX rpynax (aue. Tabnuui 8, 9, 10).

IHWIi 0co6aMBI NONynsLIT NaLLEHTIB

Mpotinb 6e3nekn BaKUUHW BaKcirpmn® TeTpa B 0OMEXEHOI KiNbKOCTI OCI6 i3 CynyTHIMW 3aXBOPHOBAHHAMU, WO OYNM BKAKOYEHI B KNiHIYHI JOCNIIKEHHS, He
BiZPI3HAETLCA Bif Npodinto 6e3nekn y 3arasibHiin nonynauii. Kpim Toro, pesynbTat SOCNiKeHb BakLMHM Bakcirpmn 3a yyacTio nawieHTiB, AKUM 6yno 34iiCHEHO
TpaHcniaHTauito HAPKK, Ta NauieHTiB 3 6POHXiasIbHOK aCTMOKO He CBifYaTh NPO 3HaYHY BiAMIHHICTb NPOginto 6e3nekn BakUMHM Bakcirpun y gaHnx nonynsawisx.
BariTHi >KiHKU

B xogi KNiHIYHUX JOCNifXeHb, MPOBEAEHNX 3 BUKOPUCTaHHAM BakUMHW Bakcirpun y MNAP i Mani 3a y4acTio BariTHUX XIHOK (4MB. po34inn «3acTocyBaHHA Y Nepioj
BariTHOCTI abo rofyBaHHs rpyaato» i «IMyHOMOriYHi i 6i0M10riYHI BNACTUBOCTI»), YacTOTa MICLIEBUX | CUCTEMHUX peakLii, Mpo SKi NoBiAOM/SN0CA BNPOLOBX 7 [HIB
nicna BBeAEHHS BaKUMHK, Oyna MOPIBHAHHOKO 3 4acTOTOK Y AOPOCAi nonynauii B Xo4i KNiHIYHMX AOCNI[4XKEHb, WO NPOBOAUANCA 3 BaKLMHOK Bakcirpun. B xogi
KNiHIYHOr 0 JocnifmKeHHs, Wwo nposogunocsa y MNMAP, micueBi peakuii 6ynuv 6ibL YacTUMK Y Tpyni 3aCTOCYBaHHA BaKLUMHWN Bakcirpun, HX y rpyni nnaye6o, a Takox
y Naui€eHTiB, CepoHeraTMBHMX Woao BIJ1, aHiK y cepono3nTuBHMX. He 6yN0 XXOAHMX IHLWMX 3HAYHMX BiMIHHOCTE peakLuiil y BKazaHWX rpynax npu 3acTocyBaHHi
BaKUMHN Bakcirpun i nnaue6o.

B ogHOMy KiHIYHOMY AOCMIIKEHHI, MPOBELEHOMY Cepef BariTHUX XXIHOK y PIHAAHAIT i3 3aCTOCYBaHHAM BaKLMHN BaKcirpmn® TeTpa (4VB. po3ainn «3acToCyBaHHA
y nepiog BariTHOCTi abo rofyBaHHs rpyaato» Ta «IMyHONMOriyHi i 6ionoriyHi BNacTUBOCTI»), MOKA3HUKMN MICLEBMX Ta CUCTEMHUX peakLiid, Mpo fKi NoBigomnsnocs

MPOTArOM 7 [LHIB NICNA BBELEHHS BaKUWHU BaKcirpmn® TeTpa, 3arasioMm BiAMOBIfaSIM NMOKA3HUKAM Y MOMYNALIT ZOPOCNUX (38 BUHATKOM BariTHUX XIHOK), HaBiTb
AKLLO YacToTa AesKUX NOBIYHNX peakLiin 6yna Aewo BULLOK (6ifb Y Micui iH’eKUiT, HE3AY)XKaHHS, TPEMTIHHS, FOIOBHUIA Biflb, Mianris).

3BITHICTb MPO NMOBGIYHI peakLiil.

MoBifOMNEHHA NP0 NOGIYHI peakuii y nepiog Nicns peecTpalii NikapCbKOro 3acoby € BaX/IMBMM 3ax040M. Lle aae 3mory 34iiACHIOBAT MOHITOPWHT CMiBBi4HOLLIEHHS
«KOPUCTb/PU3NK» NPU 3aCTOCYBaHHI AaHOro NiKapcbKoro 3acoby. MeanyH1M npawiBHMKaM Heo6XigHO MOBIAOMAATM NPO Byab-AKi NOGIYHI peakLii 3a AONOMOro
CUCTEeMM MOBIZOM/EHb MPO NOBGIYHI peakuii B YKpaiHi.

TepMiH NpUAaTHOCTI.
1 piK.

YMoBM 36epiraHHs.
36epirat B HeAOCTYNMHOMY AN1s AiTel micLi.
36epiratn y xonoamnbHuKy (2 — 8 °C). He 3amopoXyBaTu.



36epiraTy LWNPWUL, Y 30BHILLHIA KAPTOHHIN KOPO6LUI, W06 3aXMCTUTK Npenapar Bif cBiTa.
He B1KOpMCTOBYBATU MiCNA 3aKiHYEHHA TEPMIHY MPUAATHOCTI, 3a3HA4EHOr0 Ha YNakoBL,i.
3aKiHYeHHAM TepMiHYy NPUAATHOCTI BBAXKAETLCSA OCTaHHIM AeHb MicsLs, BKa3aHOro Ha ynakoBsL,i.

HecyMiCHICTb.
Y 3B’A3KY 3 BIACYTHICTIO AOCNILKEHb CYMICHOCTI Lit0 BakKUMHY He C/if 3MillyBaTy 3 IHLIMMM NlIKapCbKUMM 3ac0bamu.

YnakoBKa.
CycneHsia gnsa iH’ekuiin no 0,5mn y nonepeAHbO 3anN0BHEHOMY LLUMPULI 3 MPUKPINIEHO FoNKo abo 6e3 ronky Nely KapTOHHI Kopoou,i.

Kateropis Bignycky.
3a peLenTom.

BupobHunku.
CaHodi MacTtep, ®paHuis.
CaHodi-ABeHTic MpaiiBiT Ko. /114., Mnatdopma NoricTuky Ta gUCTpnbyuii y M. byaanewT, Y ropLimHa.

Micue3HaxomKeHHSA BUPOOHUKIB Ta afpecy Micusa NpoBamKeHHs IXHbOT Aisi/IbHOCTI.

1541 aBeHto Mapcenbs Mep’e, 69280 Mapci n’ETyans, ®paHuis
Mapk IHgacTpienb A’ IHKapBinb, 27100 Banb-ge-Poii, ®paHuis
oyn. 5, KamnoHa ytua 1., byganewT, 1225, YropuwuHa

3aABHUK.
CaHodi MacTep.

Micue3HaxoLKeHHs 3asiBHUKaA.
14 Ecnac AHpi Banne 69007 JlioH, ®paHuis.



