IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

IHO®JIYBAK® TETPA
Bakuuna 1t npo(nakTUKY TPUIYy YOTHPHOXBAJICHTHA, TIOBEPXHEBHI aHTUTCH, IHAKTUBOBAaHA
(INFLUVAC® TETRA
Influenza vaccine quadrivalent, surface antigen, inactivated)
Cknao:
0il0ui peuosuHuU:
omHa gno3a BakiuaHM (0,5 M) cesony 2021/2022 MicTUTh MOBEPXHEBI aHTUTEHH BIpyCy TpUIY
(iHakTMBOBaHI) (TeMariIIOTHHIH Ta HelpaMiHiga3y)™® Takux mTamis:

A/Victoria/2570/2019 (H1N1)pdmO9-noxiOHmit

(AlVictoria/2570/2019, IVR-215) 15 mr TA**,
A/Cambodia/e0826360/2020 (H3N2)-moxi6Hmii

(A/Cambodia/e0826360/2020, IVR-224) 15 mxr TA**,
B/Washington/02/2019-mo tioHuit

(B/Washington/02/2019, nukwuii Trmn) 15 Mxr TA**,
B/Phuket/3073/2013-moioHuii

(B/Phuket/3073/2013, nukwii TrI) 15 Mxr TA**;

OONOMINCHI peuosuHu. Kallllo XJIOpHUI, Kamiio aurigpodocdar, Hatpito riapodocdary aurigpar,
HATPIIO XJIOPHUJ, KATBIIIO XJIOPHUAY AUTIIpaT, MarHiio XJIOPHUIY TeKcarijpar, BoJa Ijs 1H’ €KITiH.

* KynbTUBYIOTh Ha KypsSUMX €eMOpIOHAX 3JOPOBUX KypeH.
** T'emariarOTHHIH.

Cxutazn BaKIIMHHM BiANOBiAAa€e pekoMmeHaamisiMm BeecBiTHROT opranizaiii oxoponu 3a0poB’st (BOO3) ms
[TiBuiuno1 miBKy:i Ta pimenuio €C as cesony 2021/2022.

IHOJIYBAK® TETPA Mo)e MIiCTHTH CIiOBY KiTbKiCTh CKIaJOBHX PEUOBHMH S€Ib (TAKHX SK
OBaJILOYMIH, Kypsidl OUTKH), hopMaliblIeriny, HeTUATPUMETHIAMOHI0 Opominy, mosicopbary 80 a6o
TEeHTaMIIIUHY, sIKI BAKOPUCTOBYIOTHCS B TIpoIieci BUpOOHUIITBA (IuB. po3ait «IIpoTunokasaHHs»).

Jlikapcbka ¢opma. CycrieH3is uist iH eKITii.
OcHosHhi izuxo-ximiuni énacmusocmi: 6e306apBHA MPO30pa piAUHA.

dapmakoTepaneBTHYHA rpyna. Bakiuna mis npodinaktuku rpumy. Kog ATX JO7TBB02
Imynonociuni i 6ionoziuni enacmusocmi.

Dapmaroouramixa.

MexaHi3Mm Jii:

IHOJIYBAK® TETPA 3alesneuye akTUBHY iMYHi3al[il0 MPOTH YOTHPHOX IITAMIB BIipyCy IpUILY:
mtamy A/(HIN1), mramy A/(H3N2) ta aBox mramiB B (mo ogHomy 3 koxHoi niHii; B/(Victoria) Ta
B/(Yamagata)). IHOJIYBAK® TETPA, BupoGieHuii BiImoBiIHO 10 TOro camoro Ipolecy, o i
TpUBANleHTHA BakIMHA 11 npodinaktuku rpuny IHOJIYBAK®, inaykye BUpoOIeHHS T'yMOpPaIbHUX
aHTUTUI IPOTH reMarmoTUHIHIB. L{i aHTUTIIa HEUTPATi3yIOTh BIpYCH TpHILY.

Crenucigyai piBHI TUTPIB aHTUTUI, IO IHTIOYIOTH TEeMariJlOTHUHAIIO, MICHs  BaKIUHAI]
IHAKTMBOBAHUMH BaKIMHAMU I NPOQUIAKTUKU TPUIYy HE KOPENIOBAJIM 13 PIBHEM 3aXHCTy Bin
3aXBOPIOBAHHS Ha TPHI, IPOTE TUTPU aHTUTLI, 11O 1HTIOYIOTH T€MAarTIOTHHAIII0, BUKOPUCTOBYIOTHCS
JUIS BUMIPIOBAHHS aKTUBHOCTI BaKIIUHHU.

IMyHHa BiANOBiAb, K MpaBUiIo, (GopMyeTbes MpOTsIroM 2-3 TkHIB. [licns BakuuHauii TpUBAIICTh
IMYHITETY 10 TOMOJIOTTYHHX MITaMiB 200 MITaMiB, OJIM3BKUX JI0 THX, 110 BXOSATH 0 CKJIaay BaKIHUHH,
MO’K€e KOJIMBAaTHUCS, ajI€ 3a3BHYail CTAaHOBUTD 6-12 MICSIIIB.

dapmakoaHaMiuHi e(hEKTH:
Edexrusnicts Bakumun IHOJIYBAK® TETPA juis jmiteii BikoM Bif 6 70 35 MicSIliB BKIIOYHO




Edexrusnicts Bakmuan IHOJIYBAK® TETPA owninioBanach B PaHIOMi30BaHOMY CIIOCTEPEKHOMY
CIIOMY  JTOCIIDKEHHI 3 KOHTPOJIEM HempoTUrpurio3Hoto BakiuHow (INFQ3003), ske mpoBoauin
npoTsrom 3 ce3oHiB rpumy 3 2017 p. 1o 2019 p. B €Bpomni Ta A3ii.

30poBUM JiTAM BikoM Bix 6 10 35 MicsIiB BKIIOYHO BBOAMIM 2 1034 Bakuuuau IHOJIYBAK®
TETPA (N = 1005) abo koHTpoJibHOT HempoTturpumo3Hoi BakmuHU (N = 995) 3 iHTEepBamoM
npubin3Ho 28 IHIB.

Edextupnicts Bakimuan IHOJIYBAK® TETPA orniHioBanach 3a 3JaTHICTIO 3al00irTH HOJTiMepasHiii
JIAHITIOTOBIM peaxilii 31 3BopoTHOI0 TpaHckputiiero (3T-ITJIP) 3 miaTBepKeHUMHU IITaMaMH Bipycy
rpuny A Tta/abo B mpu momamanHi Oynap-sSKOTO INTamy Bipycy Tpuimy. Bci 3pasku, ski gamu
no3utuBHui 3T-IIJIP pesynprar, manmi JOCHKYBAINCh HA JKUTTE3ATHICTh B KyJAbTYpax KIIITHH, a
TaK0’K BU3HAYAJIOCh, UM 30irajicsi HUPKY/IIOI0Yi BipyCHI IITAMH 31 IITAMaMH Y BaKIHHI.

Taoauuga 1
EdexTuBHicTb A4 aiteil Bikom Big 6 10 35 micsiiB BKJIIOYHO
IH®JTYBAK® KoHTtposibHa EdexTuBHICTh
[Toka3Huk TETPA, HEIPOTUTPUIIO3HA BaKLIMHU
N = 1005 BAaKIMHA, (95 % 1)
N =995

JlaGopaTopHo n n
MITBEPKCHHI rpwrl,
COPUYHHEHU:
Bbynp-sxkum 1mramom  Bipycy|59 117 0,54 (0,37-0,66)
rpumny A a6o B
[IItamamu, ki Bigmosimarors |19 56 0,68 (0,45-0,81)
mrraMmam y BaKIMHI
(miaTBepHKEHO B KYJIBTYpI
KIIITHUH)

EdexTuBHICTE BaKIIMHM: CIBBITHOIICHHS BUIAJIKIB TPUITY, SIKi MOTEPE/DKEHI BaKITMHAIIIEIO.

N — KUTBKICTh BAaKIIMHOBAHUX OCIO.
N — KUTBKICTh BUTIAJIKIB 3aXBOPIOBAHHS TPUIIOM.
I — noBipuuii iHTEpBAI.

ImyHorennicts Bakiuau IHOJIYBAK® TETPA mnopiBHSHO 3 TPHBAJEHTHOI BAKIMHOI JUIS
npodinaxruku rpuny IHOJIYBAK®:

VY KIHIYHEX TOCTIPKCHHX, Y SIKUX Opanu ydacTh gopocii Bikom Bix 18 pokis (INFQ3001) ta mitu
BikoM Bix 3 1o 17 pokiB (INFQ3002), omiHroBaiuch Oe3reka Ta iMyHHa BiIMOBiIb Ha [HOJTYBAK®
TETPA Ta i HemeHIIa €(pEKTUBHICTh MOPIBHSHO 3 TPHUBAJECHTHOI BAKIIMHOKO I MPO(LIaKTHKH
rpuny IHOJIYBAK® 3a nokasHuKaMH cepeHbL0r0 TeOMETPUYHOro 3HaueHHs TuTpiB antutin (CI'T),
10 iHT10YIOTh TeMAarIIOTHHALIIIO B MEPI0JT MICIIs BaKIMHAII11.

B 0060x nocnimkeHHSAX IMyHHA BiANOBiAb Ha [HOJIYBAK® TETPA MPOTH TPHOX OCHOBHHUX IITaMiB
HE [MOCTymajacs Takii Mpu 3acTOCYBaHHI TPUBAJICHTHO! BaKUMHU JUISI TPO(MUIAKTUKH TPUITY
[HOJTYBAK®. Bakmmuna IH®JIYBAK® TETPA Bukiukaia rinepiMyHHY BIONOBiAb MPOTU
J0JIaTKOBOrO ImTamy B, BkitoueHoro 1o ii Ckiady, MOPIBHAHO 3 TPUBAJIEHTHOK BAKIIMHOIO IS
npodinaxtuxu rpuny IHOJTYBAK®,

Jopocni BikoM Bij 18 pokiB

VY kniHiuHoMy pociimkerdi INFQ3001 1535 nopocnux BikoM Bin 18 pokiB OTpUMyBalld pa3oBy 103y
pakiuan THOJTYBAK® TETPA, a 442 oco6u OTpUMYyBajlH pPa3oBy 03y TPUBAJIEHTHOI BAaKLMHU
[HOJIYBAK®.

Taoaumsa 2
IHoxa3nuku CI'T Ta cepokoHBepcii y nepioa mic/isi BaKIMHaLil
Jlopociti BIkoM [HOJTYBAK® [HOJTYBAK®! [HOJTYBAK®?
18-60 poxiB TETPA N=112 N=110
N=768




CI'T (95% noBipumnii inTepBaJ)

A/HIN1

272,2 (248,0, 298,8)

304,4 (235,1, 394,1)

316,0 (245,1, 407,3)

A/H3N2

4424 (407,6, 480,2)

536,5 (421,7, 682,6)

417,0 (323,7, 537,1)

B (Yamagata)®

162,5 (147,8, 178,7)

128,7 (100,3, 165,2)

81,7 (60,7, 109,9)

B (Victoria)*

214,0 (195,5, 234,3)

85,1 (62,6, 115,6)

184,7 (139,0, 245,3)

IToxka3HUKH CEPOKOHBE

cii (95 % nowipuwnii inte

DBAJI)

A/HIN1 59,4 % (55,8 %, 62,9 %) |65,5 % (55,8 %, 74,3 %) |64,8 % (55,0 %, 73,8 %)
A/H3N2 51,3 % (47,7 %, 54,9 %) |61,6 % (51,9 %, 70,6 %) |55,5 % (45,7 %, 64,9 %)
B (Yamagata)® |59,2 % (55,7 %, 62,8 %) [58,7 % (48,9 %, 68,1 %) [40,9 % (31,6 %, 50,7 %)
B (Victoria)* 70,2 % (66,8 %, 73,4 %) |51,4 % (41,6 %, 61,1 %) [66,4 % (56,7 %, 75,1 %)

Oco6u BikoM [HOJIVBAK® [HOJTYBAK®! THOJTYBAK®?

Big 61 poky TETPA N=108 N=110

N=765
CI'T (95% noBipumnii inTepBaJ)

A/HIN1 127,2 (114,9, 140,9) 142,4 (107,6, 188,3) 174,2 (135,9, 223,3)
A/H3N2 348,5 (316,8, 383,5) 361,5 (278,3, 469,6) 353,4 (280,7, 445,0)

B (Yamagata)®

63,7 (57,7, 70,4)

57,4 (43,6, 75,7)

27,3 (20,7, 36,0)

B (Victoria)*

109,4 (98,1, 122,0)

48,0 (34,6, 66,6)

106,6 (79,7, 142,8)

IToxka3HUKH CEPOKOHBE

cii (95 % nowipuwnii inTe

BAaJI)

AJHINL 50,3 % (46,7 %, 54,0 %) |56,6 % (46,6 %, 66,2 %) |58,2 % (48,4 %, 67,5 %)
AJH3N2 39,3 % (35,8 %, 42,9 %) |44,4 % (34,9 %, 54,3 %) |43,6 % (34,2 %, 53,4 %)
B (Yamagata)® 49,9 % (46,2 %, 53,5 %) |46,2 % (36,5 %, 56,2 %) |30,0 % (21,6 %, 39,5 %)
B (Victoria)®  |53,6 % (50,0 %, 57,2 %) |25,0 % (17,2 %, 34,3 %) |55,6 % (45,7 %, 65,1 %)

N — KUTBKICTh YYaCHUKIB, BKIIFOYCHHUX B aHAIII3 €()eKTHBHOCTI.
' Mictuts A/HIN1, A/H3N2 Ta B (minis Yamagata).
2Micturs A/HIN1, A/H3N2 ta B (xinis Victoria).

3 Pexomenyoannit BOO3 mram B ms cesony 2014/2015 y ITiBHiuHil MiBKYIi I TPUBANCHTHUX

BaKIIMH.

4 lomaTkoBuii pexkomennoBanuii BOO3 mram B s cezony 2014/2015 y IliBHIuHINA MiBKYJI JIs
YOTUPUBAICHTHUX BaKIHH.

Jlitu BikoM Bix 3 1o 17 pokiB

VY ximiniunoMy pociimkeaHi INFQ3002 402 nmutuau BikoM Bix 3 10 17 poKiB OTpUMYBAIHM OJIHY
a6o nBi no3m Bakumuu IHOJIYBAK® TETPA, a 798 nireit OTPUMYBAJIU OJHY a00 IIB1 J103M
TPUBAJICHTHOI BAKIIMHU [HO®JIYBAK® 3anexHo Bim iXHBOTO aHaAMHE3y 11010 BaKIMHAIII JIJIs
PO UIAKTUKA TPHUITY.

Tadoaunus 3

IToxa3HMKH CepOKOHBEpPCil

JliTH BiKOM IHOJTYBAK® [HOJTYBAK®?, IHOJTYBAK®?,

3-17 pokiB TETPA, N =396 N = 389 N = 399

Iloxa3nuku cepoxoHBepcii (95 % noBipumii iHTepBaJI)

A/HIN1 60,1 % (55,1 %, 65,0 %) | 61,8 % (56,7 %, 66,6 %) [59,1 % (54,1 %, 64,0 %)
A/H3N2 80,6 % (76,3 %, 84,3 %) | 82,4 % (78,3 %, 86,1 %) |80,7 % (76,5 %, 84,5 %)
B (Yamagata)®|79,3 % (75,0 %, 83,2 %) | 73,1 % (68,4 %, 77,5%) |28,1% (23,7 %, 32,8 %)
B (Victoria)* |76,5 % (72,0 %, 80,6 %) |39,5 % (34,6 %, 44,6 %) |72,7 % (68,0 %, 77,0 %)

N — KUIBKICTh YYaCHHUKIB, BKJIIOUEHUX B aHaJ3 €(eKTUBHOCTI.
! Mictutes A/HIN1, A/H3N2 1a B (ninis Yamagata).
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2Mictuts A/HIN1, A/H3N2 ta B (ninis Victoria).
3pexomenoBanuit BOO3 mram B mns cesony 2016/2017 y ITiBHiugil miBKyIi [UIS TPHBAIEHTHUX

BaKIIMH.

*TlomarkoBuii pekomengosanuii BOO3 mram B s cesony 2016/2017 y IliBHiumiit miBKymi mis

YOTUPUBAJICHTHHUX BAKIIWH.

Jlitu BikoM Bia 6 10 35 MicsILiB BKJIIOYHO

B xirinivHOMY nocnimkenHi INFQ3003 iMyHOTEeHHICTh BAaKIIMHA THOJIYBAK® TETPA orinoBanacs
3 TOYKHU 30py MOKA3HHUKIB CEPOKOHBEPCIi MPOTATOM TPbOX CE30HIB TPHUITY.

Ta6auus 4
Iloxka3HMKH cepoKOHBepCii
JiTu Bikom CesoH rpury CesoH rpury Ceson rpury
6 — 35 micaimis | IInl1 2017-2018%, Tal1 2018-2019*, IIall 2019*,
BKJIIOYHO N =348 N = 359 N =225
IMoka3Huku cepoxonBepcii (95 % noBipuuii intepsaJ)
A/HIN1 74,4 % (69,5 %, 78,9 %) |76,0 % (71,3 %, 80,4 %) |69,8 % (63,3 %, 75,7 %)
A/H3N2 92,5 % (89,2 %, 95,0 %) |[86,6 % (82,7 %, 90,0 %) |86,2 % (81,0 %, 90,4 %)
B (Yamagata) |35,5 % (30,4 %, 40,8 %) |56,0 % (50,7 %, 61,2 %) |16,9 % (12,2 %, 22,4 %)
B (Victoria) 26,5 % (21,9 %, 31,5 %) |65,2 % (60,0 %, 70,1 %)|47,6 % (40,9 %, 54,3 %)

N — KUIBKICTh YYAaCHHKIB, BKJIFOUEHUX B aHAI3 IMyHOT'€HHOCTI.
Mictutes pexomennopani BOO3 mramu s BiIHOBIIHOTO CE30HY 3aCTOCYBAHHS YOTHPHBAIEHTHUX
BAaKIIMH.

dapmakoKiHemuka.
He 3acrocoByeTbcs.

KuiniuHi XapakTepucTuKH.

Iloka3zannsa.

[TpodinakTuka rpumy, 0COOJIUBO y 0CI0 3 MIBUIICHUM PU3UKOM TSIKKOTO Iepediry 3aXBOpPIOBaHHS.
IHOJIYBAK® TETPA 3aCTOCOBYIOTh JOPOCIHM 1 JIITSM BIKOM Bill 6 MICSIIIB.

THOJIYBAK® TETPA ciin 3aCTOCOBYBATH BiMOBIIHO A0 ODIIHHUX PEKOMEHIAITIH.

Oco0iMBO BakIMHAIlS PEKOMEHIOBAaHA TAKUM KaTEropisM IMAIli€HTIB 3aJIGKHO Bil HaI[IOHATBHUX
pEeKOMEH 1Al 3 IMyHi3aIlii:

oco0aM BIKOM > 65 poOKiB, HE3aJIEKHO Bill CTaHY IXHBOTO 37J0POB’S;

JOPOCIIMM Ta JITSAM BIKOM BiJl 6 MICAIIB 13 XpOHIYHUMH 3aXBOPIOBAHHIMH JUXAJIBHOI a00
CEepIEBO-CYJMHHOT CUCTEMH, BKIIFOYAIOYH OpOHXIaIbHY aCTMY;

JOPOCIIMM Ta JITSAM BIKOM BiJ 6 MICAIIB 13 XPOHIYHUMH METa0OJIIYHUMHU 3aXBOPIOBAHHSIMH,
TaKUMH SIK, HAIPUKJIAJI, IIYKPOBUil ialeT;

JOPOCIIMM Ta JITSAM BIKOM BiJl 6 MICSAIIIB 13 XpOHIYHUMH 3aXBOPIOBAHHSIMHU HUPOK;

JOPOCIUM Ta JITSAM BIKOM BiJ 6 MICAIIB 3 IMyHOJE(DIMUTHUMHU CTaHAMH, 110 PO3BUHYIUCS
BHACTIIOK 3aXBOPIOBaHHS a00 Tepamii mpenaparaMu, SKi IPUTHIYYIOTh IMYHITET (HampUKIaL
IUTOCTATUKaMHU a00 KOPTUKOCTEPOinaMu), a0 BHACIIIOK 3aCTOCYBaHHS IIPOMEHEBOI Tepaii;
JITSAM BIKOM Bif 6 MiCALIB, SIKI OTPUMYIOTh JOBFOTpHBAJie JIIKYBaHHS HpenapaTaMu, LIO
MICTSITh aleTWICATIINUIOBY KHUCIOTY 1 TOMY MOXYTh OyTH BiIHECEHI /0 TPYNU PUBUKY
PO3BUTKY cuHApoMy Pest Ha ¢oHI Tpuno3HoT iHpeKIi.

Ilpomunokasanna.

[NnepuyTnuBicTh A0 AIFOUUX PEUOBUH, MO OyAb-sIKO1 3 JAOMOMDKHUX PEYOBHMH ab0 10 OyIb-SKHX
KOMIIOHEHTIB, 110 MOXYTb OyTH HPUCYTHIMHM Y CIIOBIH KUIBKOCTI, TAaKUX K CKJIa/J0BI pEUOBUHH
genb (OBAIBOYMIH, Kypsaui OUIKM), GopMainbleriy, HeTHITPUMETHIaMOHII0 O6poMiz, mosicopdat 80
a00 TeHTaMIIIHH.

XBopuUM 3 TOCTPUMH IH(MEKIIMHUMH 3aXBOPIOBAHHAMH a00 JIMXOMAHKOI BaKI[MHAINIO CIIiJ
MIPOBOIUTH IIICJIST Oy KaHHSI.



B3aecmooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMo0ill.

JlocmipKeHHST B3a€MO/Ii1 HE TIPOBOIHITUCH.

Sxmo nikapchKuit 3acio [HOJIYBAK® TETPA MPU3HAYAIOTh OJTHOYACHO 3 IHIMUMU BaKIIMHAMH, iX
HEOOXiJJTHO BBOAWTU B Pi3HI KiHIIBKU. CHix 3ayBa)XUTH, IIO B TAaKUX BHIAJKaxX MOOMMHI peakiii
MOKYTh TOCHITFOBATUCS.

ImyHHa BiAmoBimb Moke OyTH 3HIDKCHOI Yy TMAI[IEHTIB, SKi NPOXOJATh  JIIKyBaHHS
IMyHOJIeTIpecaHnTaMu.

[Micns BakmmHALl I TPOQUIAKTUKH TPUITy CHOCTEpIrajgucs XUOHOMO3WUTHBHI peaklii mpu
MIPOBEICHHI CEPOJIOTIYHUX TECTiB 3 BUKOpHUCTaHHAM Metoay ELISA mis BU3HAUEeHHS aHTUTLT MPOTH
HIV1, Bipycy remaruty C i ocobmuBo HTLV1. Meron Becrepu-6moty (Western Blot) cipocroBye
xuOHOMO3UTHBHI pe3ynabTatu TecTy ELISA. Tpan3utopHi XMOHOMO3WTHBHI peakilii MOXYTb OyTH
3yMOBJIEH]I BimoBipo imyHornoOyminie M (IgM) Ha BakuuHartizo.

Ocobnueocmi 3acmocysanus.

MOXIIMBICTh BUICTE)KYBAHHS

JlJig TOKpaIlleHHs MOXJIMBOCTI BIJCTEKYBaHHs O10JIOTIYHUX JIIKAPCHKUX 3ac00IB HEOOXIAHO YITKO
JOKYMEHTYBAaTH Ha3By Ta HOMEp cepii BAKOPUCTAHOTO JIIKAPCHKOTO 3ac00y.

Sk 1 npu BBelIeHHI OyAb-SKUX 1H €KIIHHUX BAaKIUH, BIAMOBIAHE MEIWYHE JIIKYBAHHS Ta MEIUYHHMA
Harysi] Ma€e OyTH JIETKOJOCTYITHUM Ha BUITA/IOK BUHUKHEHHS aHA(DUIAKTUIHOT peakIlii micisi BBEICHHS
BaKIIMHH.

Baxmuay IHOJTYBAK® TETPA Hi 3a skux 00CTaBHH He MOXHA BBOJUTH BHYTPIITHOCYTHHHO.

Sk i Bci iH'eKiiiHi BaKIMHM IS BHYTPIITHEOM 30B0r0 BBeAeHHS, npenapar IHOJIYBAK® TETPA
CJIiJ] BBOJIUTH 3 00€pexHICTIO 0co0aM 3 TpOMOOIMTONEH €0 a0 Oy/Ib-IKUM MOPYILIEHHSM 3rOpPTaHHS
KpOBI, OCKUIbKH MICJIS BHYTPIIIHEOM SI30BOTO BBEACHHS y IIUX 0C10 MOK€ BUHUKHYTH KpOBOTEYA.
[Ticns abo mepen Oyab-sIKOIO BAaKIMHAIIEIO Y TAIIEHTIB MOXYTh BHHHKATH pPEakilii, MOB’s3aHl 3
TPUBOTOI0, BKIIOUAIOUN Ba3oBarajibH1 peakirii (BTpara CBIJIOMOCTI), TIMEPBEHTUIIAIII0 ab0 peakilii,
MOB’s13aH1 31 CTPecOM, 30KpeMa IICMXOT€HHA BIANOBiAb Ha 1H€KIito Tosikor. llel cran moxke
CYIPOBOJIKYBATUCS KUIBKOMa HEBPOJIOTIYHMMHU O3HaKaMH, TaKUMH SIK TPaH3UTOPHE MOPYIICHHS
30py, TapecTe3is Ta TOHIKO-KJIOHIYHI CYJAOMH KIHI[IBOK ITiJl 4Yac BIJHOBJICHHS HOPMaJIbHOTO
¢iziosoriuHOrO CcTaHy. BakInBO NMPOBOAUTH MAHIMJIALIT B MiCIli, 6 MOKHA 3amO0IITH OTPUMAaHHIO
TpaBM TpU BTPaTi CBIIOMOCTI.

IHOJIYBAK® TETPA He edeKkTHBHHII MPOTH BCIiX MOXIIMBHX INTaMiB Bipycy rpumy. IHOJTYBAK®
TETPA mpusHaueHuid U1 3aXMCTy Bil TUX IITaMiB BipyCy TpuIly, 3 SIKMX BaKI[MHAa BUTOTOBJICHA Ta
OJIM3BKUX 0 HUX.

Sk 13 Oyab-sAKOI0 BaKIIMHOK, IMYHHA BiJIIMOBIh MOXKE BUHUKATH HE Y BCIX MICTIJICHUX.

IMyHHa BiIMOBiAG y MAIlI€HTIB/MITEH 3 €HIOTEHHOK a00 STPOTrEHHOIO IMYHOCYIPECIEI0 MOXKe OyTH
HEJ0CTaTHBOIO.

[Hdopmarriro m10/10 BIUIMBY BaKIMHU HA PE3YJIbTATH CEPOJIOTIYHUX TECTIB IUB. y po3a il «B3aemois
3 IHIIUMH JIIKAPCHKUMH 3aCO0aMU Ta iHIII BUAM B3aEMOTII.

I{s BakiMHA MICTUTH MeHIIe | MMOJIb HaTpito (23 Mr) Ha 703y, TOOTO MPAKTUYHO BUIbHA Bi HATPIIO.
s BakiiHAa MICTUTH MeHIIe | MMoITb Kanito (39 mr) Ha 103y, TOOTO MPAKTUYHO BUIbHA BiJl KaTifo.
UYepes BIICYTHICTh TOCHIIKEHb CYMICHOCTI HE CIifl 3MIIIyBAaTH BaKIMHY [HO®JIYBAK® TETPA 3
IHIIMMHU JIIKAPCBKUMU 3acOo0aMH.

3acmocysanns y nepioo eazimnocmi abo 200y8ans epyooio.

BarirHicTh

Baxiuny IHOJIYBAK® TETPA MoXHa 3acTOCOBYBAaTH MPOTATOM YChOTO MEPIOLY BariTHOCTI.
binbire qanux 3 Ge3MeKH € 1100 3aCTOCYBaHHS Yy APYrOMY Ta TPETbOMY TPUMECTpax y MOPIBHAHHI 3
nepuuM TpuMectpoM. IIpoTte CBITOBI JaHi IIOJ0 3aCTOCYBaHHS Ipenapary He BKa3yloTh Ha Oyab-sKi
HeOaXkaH1 HACIiIKU JJIs T10/1a 200 BariTHOT, 110 MOB’s3aHi 13 3aCTOCYBAaHHSM Ipemnapary.

l'ogyBaHHS IpyJ/UTIO

Baxiuny IHOJTYBAK® TETPA MoyHa 3aCTOCOBYBAaTH B MEPioJl FOyBaHHS IPY/IIO.

DepTUIbHICTh
JlaHWX 11010 BITUBY Ha (PEPTUIHHICTH HEMAE.




30amnicms enausamu Ha WEUOKICMb peaxyii npu Kepy8awHi A8MOMPAHCNOPMOM abO [HWUMU
Mexanizmamu.

IHOJIYBAK® TETPA He BmimBae ab0 UYMHUTH HE3HAYHMII BIUIMB HA 3JaTHICTh KepyBaTH
aBTOTPAHCTIOPTOM a00 MPAIIOBATH 3 IHITUMHU MEXaHI3MaMHU.

Cnoci6 3acmocysannsa ma 0o3u.
03U
Hopocui: 0,5 mir.
Jimu
Jitu BikoMm Bix 6 micsmiB 0 17 pokis: 0,5 mir.
Hitssm BiKOM 10 9 pOKiB, sIKi HIKOJM HE OYy/IM TONEPEeIHBO HICTUICHI Uil NpOQUIAKTUKUA TPHILY,
PEKOMEHI0BAHO BBECTH JIpyry 103y 0,5 Mil 3 IHTepBaJIOM IIOHANMEHTIIE 4 THXKHI.
besrneka Ta eeKTUBHICTh BaKIIUHU THOJTYBAK® TETPA He Oy BCTaHOBJICHI IS JAIT€H BIKOM 10
6 MiCsIIiB.
Criocib 3acTocyBaHHS
Baknuny HeoOXx11HO BBOAUTU BHYTPIIIHHOM'A30BO 200 TJIMOOKO MIIIIKIPHO.
Micusmu, SKUM HaJal0Th NepeBary Npu BHYTPIILIHbOM "SI30BIH 1H’ €K1, €:
UL JITel BIKOM Bifg 6 1m0 35 MICAIIB BKJIIOYHO — MepeaHboJIaTepaibHa YacTHHA cTerHa (abo
JENBTOBUIHUN M 513, SIKIIIO M s130Ba Maca TOCTAaTHS);
JUTSI 1iTel BIKOM BiT 36 MICAIIIB Ta JOPOCIHUX — ACTTOBUTHUN M3,
Cnin noTpuMyBatucs 3ax0/1iB O€3MeKH Mepesi Ta IpyU BBEJCHHI BaKIMHH.
[lepen BBemeHHsSM BakIMHY CIiJ BUTPUMATH 10 KIMHATHOI Temmeparypu. besmocepemHpo mepen
IH'EKI[IEI0 MIpULl MOTPIOHO CcTpycuTu. BMICT mmpuiia HEoOX1AHO TMEPEeBIPUTH BI3yaJbHO NeEpes
BBEJICHHSIM.
Bynp-skuii HEBUKOPHUCTaHUI TperapaT Ta BIAXOAW MiJUIATAIOTh YTHUTI3aIlii BIAMOBIAHO 0 MICIIEBUX
PEKOMEHTaIliH.

Himu.
Bakiuny [HOJIYBAK® TETPA 3aCTOCOBYIOTH JIITSIM BIKOM BiJ 6 MIiCSIIIB.

Ilepeoo3ysanns.
Hecnpusatnusi edhextu B pasi nepeao3yBaHHs MaJOMMOBIpHI.

Io6iuni peakuii.

a. Pestome npoghinio beznexu
Besneky 3acTocyBanHs Hikapchkoro 3aco0y IHOJIYBAK® TETPA 6yi1o oLiHEHO Y TphOX KIiHIYHUX
IOCIIKEHHAX.
Y IBOX KIIHIYHUX JIOCHIDKEHHSIX Opalu ydacTh 370pOBi A0OpOBOIBLI Jopocioro (Bikom Bim 18
pOKiB), a Takox auTsuoro (3—17 pokiB) Biky, sxkum BBoaMM npenapar IHOJIYBAK® TETPA a6o
TPUBANIEHTHY BaKLUHY s podinakTuxu rpumy IHOJTYBAK®,
YV TpeThoMy JOCHIIKEHHi Oe3leka 3acToCyBaHHs Jikapchkoro 3acoby IHOJIIYBAK® TETPA
OI[IHIOBAJIaCh Yy 3JIOPOBUX [IiTeil BIKOM Big 6 MicsmiB A0 35 MiCAIIB BKIIOYHO, SKHUM BBOJIWIH
IHOJIYBAK® TETPA a60 KOHTPOJIbHY HENPOTUIPUIIO3HY BaKIUHY.
B 000x gocmipkeHHAX 3a y4acTio AiTel JITH BIKOM BiJ 6 MICAILIB 70 8 pOKIB OTPUMYBAJIN OJHY a00
aBi no3u Bakiman THOJTYBAK® TETPA 3aiexHO Bii TXHBOTO aHaMHe3y I[0/I0 BaKIIMHALi IS
npo(UIaKTUKY TPHUITY.
Binpimicts peaxiriii, ik mMpaBUiio, BUHUKAIU BIPOJOBXK MEpIIMX 3 AHIB MicIs BaKIMHAIII Ta MUHAIH
CIIOHTAHHO BIPOJOBXK | - 3 JIHIB Micisi BUHUKHEHHS. [HTEHCUBHICTH IUX peakiliif Oyma JerKoro.
VY Bcix BIKOBHX Tpylax HAHYacTIIOK MICIIEBOI MOOIMHOI0 peakIli€lo Micis BaKIMHAIL, sKa
criocTepiragacst B KJIiHIYHMX pociimkennsx npenapary IHOJIYBAK® TETPA, 6ys 6imb B micii
BBEJICHHS TOJIKH.
Haifiyacrimme micns BakUWHAIi MOBITOMIISIOCST TPO Taki 3arajibHi MOOIYHI  peakiii, 110
criocTepiraauch HpU NpOBEIeHHI KIIHIYHMX JOCITiIKeHb Jikapchkoro 3acoby IHOJIYBAK® TETPA:



y IOpOCTuX Ta jaireil BikoM Big 6 mo 17 pokiB — BTOMa Ta FOJOBHHM OUTh; Yy JITeH BikOM Bix 3 10 5
POKIB — COHJIMBICTB, IPATiBIMBICTh Ta BTpaTa aleTUTY.
Hafiyactimumu 3aragpHUMHE TOOIYHUME PEAKI[IIMHU, PO SKi MOBIJOMIISIIOCH MICIsl BaKIIMHAIIT ITi]T
yac KIiHIYHUX AOCHimKeHb Jikapchkoro 3acoby IHOJIYBAK® TETPA, y aireii Bikom Bin 6 10 35
MICSIIIB BKJIFOUYHO OYJIM APaTiBIMBICTH/3aHETIOKOEHHS.
AHAJIOTiUHI MOKA3HMKM MOOIMHMX peakiili crocTepiramucs y Ierienux BakiuHoo IHOJIYBAK®
TETPA Ta TpUBaJIeHTHOIO BaKIMHOO A1 npodinakTuxu rpurmy IHOJTYBAK®.
[Toxa3HUKU CHCTEMHHX MOOIYHHUX peakiliii, OTpUMaHi 3a 3aIUTOM, Oy/Y MOMIOHUMHU y BaKIIMHOBAHUX
npenapatom IHOJIYBAK® TETPA Ta HENpOTHUIPUIIO3HOIO BAKIIMHOIO, TOJ K MOKA3HUKH MiCIIEBUX
noOlUHUX peakiiii, OTpHUMaHi 3a 3amuTOM, OyaM HIDKYUMH Yy BaKIMHOBAaHMX MpPErNapaToM
IHOJIYBAK® TETPA.

0. Ilepenix nobiunux peaxyiil
Bxkazani Huxde moOidH1 peakilii BBaKaOThCS, IPUHANMHI, MOXKJIMBO, OB’ I3aHUMH 13 3aCTOCYBaHHSIM
pakuuan THOJTYBAK® TETPA, a Takox crioctepirayiucst abo MiJ 4Yac KIHIYHUX JOCIIHKEHb
npenapary IHOJIYBAK® TETPA, a6o mig dYac micCHspeecTpalliifHOrO JOCBiZLy 3acTOCYBaHHS
pakuan  IHOJIYBAK® TETPA Ta/abo TpuBaneHTHOI BakUMHM Ui NPO(ITAKTUKH TPHITY
[HOJIYBAK®.
YacTtoTa BUHHKHEHHS HACTYITHA!
ayxe gacto (>1/10); wacto (>1/100, <1/10); meuacto (>1/1000, <1/100); i HeBimoMoOi yacToTH?
(mo61uH1 peakiii 3a JaHUMHU MICISIPEECTPALIITHOTO JTOCBIAY 3aCTOCYBaHHS; 4acTOTa HE MOXe OyTH
BCTaHOBJICHA 3 HASBHUX JIAHUX).
[To6ivHi1 peakitii, MO CIOCTEPIraaucs y TOPOCIUX Ta 0CI0 JITHBOTO BiKY MPH 3aCTOCYBAHH1 BaKIIMH
IHOJIYBAK® TETPA
3 6oky cucmemu «kpogi ma Jaimgamuynoi cucmemu: HEBIIOMOI YAaCTOTH — TPAH3UTOpPHA
TPOMOOIIUTOTICHIS, TPAH3UTOPHA JIIM(paIeHOTATIs.
Po3znaou 3 60xy imynumoi cucmemu: HEBITOMOI YaCTOTH — aJIepriuyHi peakilii, sKi PiIKO MOXKYTh
MIPU3BOJIUTH JI0 IIOKY, AaHTIOHEBPOTUYHOTO HAOPSKY.
Posnaou 3 60Ky nHep6o6oi cucmemu: ITyxe 9acTO — TOJOBHHUH OUIHY; HEBIZOMOT YaCTOTH — HEBPAITis,
napectesis, peOpuabHI CyI0MH, HEBPOJIOTIYHI PO3JIaIH, TaKi K eHIedaToOMIENIT, HEBPUT Ta CUHIIPOM
I'itena — bappe.
CyOunni po3znaou: HEBITOMOI YaCTOTH — BACKYJIT, IO YK€ PIAKO aCOIHIOETHCH 13 TPAH3UTOPHUM
MOPYIIEHHSAM (PYHKITIT HUPOK.
Poznaou 3 6oxy wxipu ma niowKipHoi KiimKoGuHu. 9acTO — TMITIMBICTh, HEBIIOMOI YacCTOTH —
reHepali3oBaHi MIKIPHI peaKIlii, BKIFOYaro4H CBEpPO DK, KPOIHB THKY a00 HecrenndiuHi BUCUTIaHHS.
Po3znaou 3 6oky ckenemno-m's130680i cucmemu ma cnoiyyHoi mKAHUHU: 9aCTO — MIJIT1sl, apTPaJITis.
3azanvHi poznadu ma cman micys 66e0eHHs: YK€ 4acTO — BTOMa, MiCIIeBa peakilis: OuTb; 4acTo —
He3Ty’KaHHs, 03HOO, MICIIEBI peakxilii, Taki K MOYEePBOHIHHS, HAOPSK, EKXIMO3, 3aTBEPAIHHS; HEYACTO
— IPOTIACHHUIISL.

ITo014Hi peakilii, 110 criocTepiraaucs y AiTei BikoM Bif 6 MicAliB 10 17 pokKiB IIPH 3aCTOCYBAaHHI1
Bakuus IHOJIYBAK® TETPA

3 6oky cucmemu Kpogi ma aimgpamuunoi cucmemu: HEBIIOMOI YAaCTOTH — TPAH3UTOPHA
TPOMOOLIMTONIEHIS, TPAaH3UTOPHA JIiM(a eHONATIs.

Posznaou 3 60ky imynnoi cucmemu: HEBIIOMOI YaCTOTH — aJepriyHi peakilii, sKi PiIKO MOXYTb
MIPU3BOIUTH 0 IIOKY, AHTIOHEBPOTHYHOTO HAOPSIKY.

Posnaou 3 6oky nepsosoi cucmemu: gyxe 4acto — roIOBHUN OUIBS, COHIMBICTH; HEBIZJOMOT YaCTOTH —
HEBPAJTis, napectesis, (peOpHIIbHI CyIOMH, HEBPOJIOTIUHI PO3JIaH, TaKi sIK eHlehaloMIeNIT, HEBPUT
Ta cuHapoM ['iiiena — bappe.

Cyounni po3naou: HEBIJOMOI 4aCTOTH — BACKYJIT, IO JYXKE PIAKO ACOLIIOETHCS 13 TPAH3UTOPHUM
MOPYIIEHHAM (YHKII{ HUPOK.

Po3znaou 3 60ky wkipu ma niowxipnoi Kiimkogunu: JTyKe 4acTo — MITIUBICT'; HEBIJIOMOT YaCTOTH —
reHepaji3oBaHi MIKIpHI peakilii, BKII0Yadu cBepODK, KPONUB IHKY Ta Heclenn()i4H1 BUCUTIAHHS.
Posznaou 3 6oxy cucmemu obmiHy peuosun ma nopyuienHs XapuyeauHs: Iy’kKe 4YacTo — BTpaTa
aneTury’.

b
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Posnaou 3 60Ky wiyHKOB0O-KUWKOB020 Mpakmy: JIyXe 4acTo — HymoTa®, Outb y XHBOTIC, miapes’,
ONIOBaHHS".

Po3nadu 3 60Ky ncuxiku: TyXke 4acTo — JPATiBIHBICTh/3aHETIOKOEHHS".
Po3znaou 3 6oky ckenemno-m'a3080i cucmemu ma cnOLyYHOI MKAHUHY. TY’)KE 9aCTO — MIQJITiA’; 4acTo
— apTpanris®.

3acanvui poznadu ma cman Micys 66edeHHs: IyXKe 4acTO — BTOMA®, IPONACHHUIA, He3TyXKaHHSS,
MicleBi peakuii: 6ib, moyepBoHiHHS, Habpak®, ymimpHenHs; wacTo — 03HOGY, MiclieBa peakilis:
eKXIMO3.

& OcCKiTbKM PO Il peakilii MOBIIOMIISIIOCH JOOPOBLIPHO HEBH3HAYCHOKO KUIBKICTIO IIAIiEHTIB,
HEMOXJIMBO JIOCTOBIPHO OLIHUTH IXHIO YacTOTy a00 BCTAHOBUTH NMPHUYMHHO-HACIIIKOBHUN 3BS30K i3
3aCTOCYBAaHHSAM IIpenapary.

bTTosimomnsmocs y fiTeit BikoM Bix 6 MicsIiB 10 5 poKiB.

“IToBigomMisioch y AiTeH BikoM Big 6 10 17 pokis.

TToinomusIock YacTo y miTei BikoM Bif 6 10 35 MiCAIIiB BKIIIOUHO.

¢ TToBiOMIISIIOCH YacTO Y JiTeH BIKOM Bil 3 10 5 poOKiB.

" Mosinomnsanocs gacto y mireit BikoM Bix 3 10 17 pokis.

9V marieHTiB JITHHOTO BiKy (MOHaM 61 pik) crocTepiraioch 4acTo.

[ToBimoMIEHHS PO MiA03PIOBaH1 MOOIYHI peaKIlii

BaxxnuBo moBIiZOMIISITH MPO MiIO3pIOBaHI MOOIYHI peakilii B Mepioj MICIs peecTpalrii JTKapChKOTO
3aco0y.

Ile nmacTb 3MOry MpOJOBXKUTH MOHITOPUHI CIIBBIAHOUIEHHS KOPHUCTH/PU3HUK 3aCTOCYBaHHS
JIIKapChKOTO 3ac00y.

MenuvHuX MpariBHUKIB MPOCITh MOBIAOMIISITH TpO OyIb-sIKi MMi03prOBaHi MOOIYHI peakiiii depes
HaIllOHAJLHY CUCTEMY TTOBITOMJICHb.

Tepmin npuoamnocmi. 1 pik.

YMoBH 30epiranus.
30epiraTi B X0JOAWIBHUKY Ipu TeMriepatypi 2—8 °C. He 3amoposxyBaTH.
30epiraTy B OpHUTiHAIBHIN YITAKOBIII JUIS 3aXKCTY BiJI CBITJIa Ta B HEIOCTYITHOMY JIJISL JITEH MICIT.

YnakoBka.
ITo 0,5 mut cycnieHsii st iH €K1 Y TIONIEPEeTHhO HAITOBHEHOMY OJIHOPA30BOMY IIIPHIIi 3 TOJIKOIO 200
6e3 rosiku. [Io 1 a6o 10 mmpuiriB y KapToOHHIH KOPOOIIi.

Kareropis Bigmycky.
3a perenToM.
BupooHuk.

A660TT bionmomxkikan3 b.B./ Abbott Biologicals B.V.

Micue3HaxoakeHHs BHPOOHHKA TA agpeca Micls NPOBAIKEeHHA HOro AiIbHOCTI.
Beepger 12, 8121 AA Oumnscr, Hinepnanan/ Veerweg 12, 8121 AA Olst, The Netherlands.



