IHCTPYKULIA

IJISI MeTUYHOT'0 3aCTOCYBaHHS JIIKapChbKOT0 3aC00y

TETPAKCHUM °/TETRAXIM

BaknuHa mis npoditakTuku audrepii, npaBus, KalUTIOKY (aleToIsapHuH
KOMIIOHEHT) Ta MmoJIrioMieniTy amcopboBaHa, iHaKTHBOBaHa, pigkKa

Cknao:
OpHa iMyHi3yro4a fo3a BakUuHU (0,5 MJI) MiCTUTE:

0ito4i pe4o8uHU:

ouQTepinHUN aHaTOKCI/IH(l)

(3)
(1)

IIpaBLIEBUY aHAaTOKCUH

(4)
anturenu Bordetella pertussis:

(1)

- KaIllTIOKOBUY aHAaTOKCHH
- hinamenTHui remarmotusin (OT'A)"

iHaKTHBOBaHUU BIPYyC HOHiOMiGJ‘IiTy(S)

tumy 1 (utam Mahoney)

O,[[I/IHI/IIJ;B(6) (7)

tuny 2 (mram MEF-1)
(7)

tumy 3 (itaM Saukett)

O,E[I/IHI/IIJ;i(G) (7)

@ amcopOoBaHi alOMiHi0 TIZPOKCUIY JUTiIPATOM
mr A’

@ 9K cepenHe 3HaUEHHA

> 30 MO(?)

> 40 MO

25 MKT

25 MKT

40 D-

8 D-OI[I/IHI/ILIL(6)

32 D-

- 03



“®abo exBiBa/eHTHA aKTUBHICTh, BU3HAYEHA IIIISTXOM OI[iHKH iMyHOT€HHOCTI

“ gk HUXKHA MexXa moBipuoro iHTepBany (p=0,95)

© OTpHMaHi Ha KiiTuHax Vero

©' D - anTuTreHHi omuHUII

" abo exBiBa/meHTHA KibKICTh aHTUTE€HY, BU3HAUEHA 3 BUKOPUCTAHHSIM BillTOBiZHOTO
IMyHOXIMIYHOT'O METOLY

donomidicHi pevosuHu: cepenosuine 199 3 consimu Xenkca 6e3 GeHOTy Y4EPBOHOTO (CyMilll
aMiHOKHWCJIOT, BKJII0Ualouu QeHinanaxin (12,5 MKT), MiHepaIbHUX COJIeH, BiTaMiHIB Ta iHIIUX
KOMIIOHEHTIB, BKJIIOUAI0UM I'JII0K03Y, PO3BEIEHUX Y BOMI [JId iH €KIIii), KpuxKaHa OLTOBa
KHCJI0Ta i/abo rigpokcup HaTpito ons peryntoBaHHs pH, popmanbaerin, hbeHOKCHETAHOI,
eTaHoJ 0e3BOMHUM, Bofa OJIs iH EKIIiN.

JIikapcbKa ¢opma. CycneHsis gis iH’ eKIfin.

OcHogHi (hisuko-ximiuHi 81acmueocmi: CTEPUIbHA, KajlaMyTHa 3 OilyBaTUM BiITiHKOM
CyCIIeH3is Au(pTEepikiHOr0 Ta IPaBLIEBOr0 aHATOKCHUHIB, alle/II0ISPHOr0 KOMIIOHEHTa
KAaIITIOKY, iHaKTUBOBAHOTO BipyCy IoIioMieniTy, ancopOoBaHa aloMiHil0 rigpoKcumy
OUTiApaToM.

®dapmakoTepaneBTHYHa rpyimna.

KombiHoBaHi OakTepiaibHi Ta BipyCHi BaKIIMHYU. BakiHa 115 npodinakTuKy AudTepii, mpaBus,
KAIITIOKY (aIesTioISPHUM KOMIIOHEHT) Ta IOJIIOMIi€eNiTy.

Kom ATX JO7C A02.

ImyHon02iuHi i 6ion02iuHi 8 1acmueocmi.

®apmakoOuHamika.
Tokcunu gudTepil Ta NpaBisd HeTOKCUKYIOTh 3 BUKOPUCTAHHAM (popMasnbIerify, IOTiM OYUIIYIOTh.

Baknuny 115 npo¢inakTUKY IOTiOMIENITY OTPUMYIOTh 3 KyJIbTHBOBAHOT'O BipyCY ITOTiIOMIETIITY TUIIB
1, 2, 3 Ha kNiTUHHIK NiHil Vero, SKuil OYUIIYIOTh, @ IIOTIM iHAKTHUBYIOTH 3a AOIIOMOI'00

dbopmanbperiny.

AuemonsipHui KOMIOHEHT KAIUTIOKY (KaIUTIOKOBUM TOKCUH Ta OT'A) BULINAIOTH 3 Ky/IbTypHU
Bordetella pertussis Ta OUHMIIYIOTb.

KammokoBuii TokcuH (PT), meTOKCUKOBaHUM 3 BUKOPUCTAHHSM TIIyTapalbIeriny, BiAmoBimae
KaIlITIOKOBOMY aHaToKcuHy (PTxd).



OT'A - HAaTUBHUH.

Byrno BcTaHOBIIEHO, 1[0 KAIIUTIOKOBUH aHATOKCHH 1 OT'A € IBoMa KOMIIOHEHTaMH, 1110 MalOTh
HalBaXXJIMBillle 3HaYEeHHS OJIg 3aXUCTy OPraHi3My Bif KaIll/TIOKY.

B pesynbTaTi IpoBegeHUX NOCIIAKEHb IMyHOT€HHOCTL BCTAHOBIIEHO:

IMyHHa 8i0n08idb nicaa nep8UHHOI BAKUUHAUIT

Y Bcix HemoBnAT (100 %), 1m0 6yIu BaKIMHOBaHI TpbOMa 403aMH BaKLWHU 3 2-MiCSIYHOTO BiKY,
PO3BUHYBCSI CEPO3aXUCHUU TUTP aHTUTIN (> 0,01 MO/Mn) npoTy aHTUreHiB gudTepii i mpaBIs.

Y nonap 87 % miTeir MOJIOAIIOrO BiKy Yepe3 OAMH-IBa MICALI MiC/Is 3aBePIIeHHs IePBUHHOTO KYpCy
iMyHi3allil TUTPY aHTUTIJ IPOTHU KAITIOKOBOTO aHATOKCUHY Ta ®I'A 3pocnu B 4 pa3wu.

[Mlonanmente 99,5 % miTed mics mepBUHHOI BaKITMHAII Maii CEPO3aXUCHUHN TUTP aHTHUTII IPOTH
Bipycy nomiomienity Tumis 1, 2 i 3 (piB€HBb = 5 y BEIMYKHI, 3BOPOTHI 10 CTYIIEHS PO3BEIEHHS B
peakiiil cepoHeXTpari3aillil) Ta BBaXKaluCs 3aXUIeHUMH Bifl IOTIOMIETITY.

[Ticns nepioi mo3u 6ycTepHOl BakiuHallii (y Bii 16-18 Mics1iB) BCi miTH MONOAIIOTO BiKy Mau
3axuCcHi aHTUTiNa npotu gudTepii (> 0,1 MO/mn), npasus (> 0,1 MO/mn) ta 87,5 % - poTu Bipycis
IOJTiOMIENITY (piBeHDb = 5 y BEJIMUKHI, 3BOPOTHIi [0 CTYIIeHSI PO3BENEeHHS B peakilil
CepoHeHUTpai3artiii).

[Toka3HUK CEPOKOHBEPCii B aHTUTINaX MPOTH KAIUTIOKY (TUTPH, V¥ 4 pa3u Oinbli, y mopiBHSIHHI 3
TATPaMHU [I0 BaKIMHaIil) CTaHOBUTH 92,6 % Oy KalUIIOKOBOTO aHAaTOKCUHY i 89,7 % mnsa OT'A.

ImyHHa 8i0nosidb nicaa pesakuuHauii y dimet sikom 8id 4 do 13 pokis

V KIiHIYHEX JOCTIIXKEHHAX BaKIMHY TeTpakcum® ¥ MiTed BikoM Bif 4 mo 13 pokiB iMmyHHa
BiATIOBiAb Mmicsa peBaKIMHAIll TpoTu AudTepii, mpaBus, momiomienity tTumis 1, 2 Ta 3 Ta
AHTUTEHIB KaluToKy OyJia MigBUIIEHOIO Ta ITepPeBHUIIyBala CepO3axuCHi piBHi npoTu audTepii
(= 0,1 MO/wmmn), mpaBus (= 0,1 MO/mn) Ta Bipycy nomnioMienity tumiB 1, 2 Ta 3 (piBeHb = 8y
BeJINYMHI, 3BOPOTHIY 0O CTYIEeHs PO3Be[eHHs B peakllil cepoHelTpati3aiiii).

B mocnimxkeHHi 3a y4acTio fiTe# BikoM Bif 11 go 13 pokiB 6yo migTBepOKeHO aHAMHECTUYHY
BiAITIOBigb Ha KOMIIOHEHTH BipyCy IpaBus, AU@Tepil Ta MOTioMienmiTy.

EdexTuBHiCTh BaKIMHYU Ta €(EKTUBHICTb MPOTH KAIITIOKY B «IIOJIbOBUX YMOBaX»

EdexTuBHICTh BaKLIMHY OO0 alle/TI0IIPHUX KallTIOKOBUX (aK) aHTUTEHIB, 110 MICTATHCS Y BaKIUHI
Terpakcum®, IPOTH HAUTAXKYOI HOPMHU XapaKTEPHOTO KAITIOKY 3a Bu3HaueHHAM BOO3 (= 21
IOEeHb MapOKCU3MaIbHOT 0 KalllIi0) 3aJOKyMEeHTOBaHa B paHAOMi30BaHOMY IOIBIVHO CIIIIOMY
OOCIIiIXK€eHHi, IPOBEeHOMY 3a Y4aCTI0 HEMOBJIAT, IKi OTpUMaJid TPUA030BY II€PBUHHY
BaKIIMHAlIil0, Y BUCOKOeHOeMiuHii KpaiHi (CeHeran).

3MaTHICTD alleMIOIAPHAX KallToKoByX (aK) anTureHis y BakuuHi TeTpakcum® 3HUXKYBATU 4aCTOTY
KaIITIOKY B JOBIOCTPOKOBIM ITEPCIEKTUBI Ta KOHTPOJIIOBAaTH 3aXBOPIOBaHHS Oy10
miaTBepAKeHo B X0l 10-pivHOro HallilOHAJIBHOT'O JOCHIAXKEeHHS MiCIAPeECTPalliiHOr0
3aCTOCYBaHHS BakIimHy [TenTakcum® y IIBerri.

dapmakoKiHemuka.



He 3aCTOCOBYETHCA.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

I7s KoMIIJIeKCHOI mpodinakTuku qudTepii, mpaBild, KallJIOKY Ta IOJiOMIENiTy BaKI[MHOIO
TeTpakcum®:

- 7151 Kypcy IIepPBUHHOI iMyHi3allil HEMOBJIAT Y Bili 2 Micsti Ta 4 Micsi;
- OJ1s1 peBaKIMHalll y Bini 11 MicsiB Ta 6 poKis;

- IU1s1 peBaKIMHalLii giTe# y Bini Big 11 mo 13 pokiB, ki He Oynu mIemnieHi y Billi 6 PokiB
BAKIIMHOIO 3 BMICTOM KaIIlJTIOKOBOT'O KOMIIOHEHTa B KOHIIeHTpairil 25 Mkr (aK).

IIpu npoBeneHHi imyHi3aiii giTeir Ha TepuTopii YKpaiHu ci1ig KepyBaTHCA Til0UHMH
Hakazamu MO3 Ykpainu.

IIpomunoka3aHHs.
- [ligBullleHa YyTJIUBICTh:

no Oymb-sIKOi 3 [ifoUrX PEUYOBUH IIpernapaTy TeTpaKCI/IM®,

no Oymb-sKO1 3 TOIOMiXKHUX pedyoBUH (AuB. po3min «Ckiam»),

IO TIyTapanbaerigy, HEOMIIIMHY, CTPENTOMIIMHY a0o moniMikcuny B (ki
BHKOPHUCTOBYIOTLCS B IIPOIECi BUPOOHUIITBA i MOXKYTh OyTH IIPUCYTHI Y CHiIOBi# KiTbKOCTI),

[0 BAaKLHU MPOTH KAIUTIOKY (allemonsapHuit abo MiTbHOKITITHHHUM KOMIIOHEHT).

- BuHUKHEHHS TSKKOI aJlepriyHol peakllil mic/s monepeIHbOT0 BBeleHH ITi€l BaKIIMHYU a0
BaKILVHY, 110 MICTUTh TaKi cCaMi PEYOBUHHU.

- BakmuHanio crig BigKIacT y BUMaAKy THXOMaHKKU ab0 rOCTPOTo 3aXBOPIOBAHHS.
- IIporpecyioua eHuedaaonaTis.

- EHnedanomnaris, 1110 BUHMKIIA IPOTITOM 7 [HIB IiCJg BBeeHHS MOMePeqHbol 103U Oy/b-
STKOi BaKIIMHH, 1[0 MiCTUTh aHTUTeHHU 30yIHUKA KallIioKa (auetonsapHi abo HiTbHOKITITUHHI
BaKI[MHU IIPOTH KAIIUIIOKY).

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

TerpakcuM® MOXKHA OMHOYACHO BBOOUTH 3 BAKLKHOIO IS MPOMiIaKTHKY KOPY, emifeMidHOoro



IIapOTUTY Ta KpacHyxu ab0 3 BaKI[MHOIO IPOTHU BiTPSHOI Biciu ab0 BaKLIKXHOI A7
npodinakTUKU renaTuTy B, ane 3a yMOBU BBeEHHS Yy [Bi Pi3Hi OITIHKY Tina.

TerpakcuM® MOXKHA BUKOPHUCTOBYBATH MJIsI BiTHOBIEHHS KOH IOTOBAHOI BaKIIUHY [JIsT
npodinakTukry iHdekuin, cnpuanHeHnx Haemophilus influenzae tuny b (AxT-XIB).

Ilepen mIeNIEHHSIM HEOOXiIHO MOMePeIuTH JIiKapsi MPO MPUHOM OyIb-IKHX MeIHKaMeHTiB
a00 BaKIIHMH.

Ocob 1ueocmi 3acmocye8aHHsi.

Insg mnpunis 6e3 MpregHaHOl TOJIKK 3MiHHA TOJIKa TOBMHHA OyTH MillHO IPUKPIMieHa UIIIX0M
obepTaHHs il Ha YBEPTh 00ePTy BiIHOCHO mIIpHIa. TeTpakcuM® MOXKHA BUKOPHCTOBYBATH IS
PO3BefleHHs KOH'IOTOBaHOI BaKIWHY AJIs MpodinakTuky iHdekIili, cipuunHeHux Haemophilus
influenzae tuny b (AkT-XIB). [Iepeq BUKOPUCTaHHAM LUMPUL i3 CYCIIEH3I€I0 CIIi CTPYCUTH OO
OTpPUMaHHSI TOMOTE€HHO]I CyCIIeH3il MyTHYBaTO0-0iJI0OTO BiTiHKY.

[Ticns 6ymob-gKOi BaKIKMHAII1 a00 HABiThH Iepe[l Hel0 MOXKe BUHUKHYTH CUHKOIEe (HeIPUTOMHICTE) SIK
IICUXOTeHHA Peakllis Ha BBeIeHHs ToyIKy. [ 3amo0iraHHs TpaBMaM BHACIIMOK HEIIPUTOMHOCTI Ta
[IJIsT yCYHEHHST CUHKOIAIbHUX Peakiliii MOTPiOHO JOTPUMYBATUCh BiTIOBITHUX IIPOLENYD.

[Ticyiss BUKOPHUCTAHHS BCi 3a/IMINKK BAaKIIMHMY, IIMIPUITH Ta (GIaKOHK HEOOXiTHO 3HUIIMUTH 0e3MeYHUM
crroco0oM 3TigHO 3 il0YMMHK BUMOTaMHU IIOAO0 YTHUIi3alii 6iomoriuHux BimxomiB. He BUKOPHCTOBYBaTH
BaKI[MHY 3@ HAsIBHOCTIL 3MIHU KOJILOPY Ta CTOPOHHIX JOMIIIOK.

IMyHOTeHHICTh BAKIIMHY TeTpakcuM® Moxke OyTH 3HUKEHOI0 BHACTIIOK iIMyHOCYIIPECUBHOTO
nikyBaHHS abo imyHopmedinuTy. ToMy mepen BaKIMHAalLli€l0 PEKOMEHOYETHCS BiKIacTu
BaKIIMHALIIO 10 3aKiHUYeHHS JTiKyBaHHS a00 MOCATHEHHS peMmicii 3axBoproBauHs. OJHaK BaKIIMHAIlS
ocib 3 xpoHiuHUM iMyHOmedinuToM, Hanpukiap 3 BIJI-iHdek1ielo, peKOMEHIYETLCS HaBiTh
TO[Ii, KOJTM iMyHHA BifiTOBigb MOXKe OyTH 00MeKEHOIO.

AK110 micag nonepesHbOTO BBEAEeHHS BaKLIMHMY, III0 MiCTUTh NIPaBLIEBUY aHaTOKCUH, PO3BUBCS
cungpoM [iiteHa-Bappe abo myie4oBuil HEBPUT, PillleHHS IIPO 3aCTOCYBaHHS OyOb-IKO1 BAKLIKWHHU, 10
MiCTHUTB ITpaBIIeBUY aHAaTOKCHH, TOBUHHO 0a3yBaTUCS Ha PETEIbHOMY 3BaXKyBaHHI ITOTEHIINHOI
KOPHUCTI Ta MOXKJIMBUX PU3UKIB BaKlMHallil. BakuHalis 3a3BU4ail BUIIpaBAaHa OIS OiTeH, y TKUX
HETIOBHICTIO 3aBepIlleHi CXeMM IIepPBUHHOI iMyHi3allil (HalpuKiia, BBeJeHO MeHIIe HiX TPH [03HU).

He BBOTUTH BHYTPIiIHbOCYTHHHO: IEPEKOHATHCSH, 1[0 I'0JIKa He MOTPaNUIa Y KPOBOHOCHY
CYOdHHY.

He BBOOMTH BHYTPIIHHOIIKiPHO.

4K i BCi in’ekuiiHi Bakuuay, TeTpakcuM® BBOTUTHCS 3 00€PEXKHICTIO 0co0aM 3
TPOMOOIIUTOIEeHiEI0 a00 OPYIIEHHSM 3TOPTaHHS KPOBi, OCKINIbKY MiCIIS
BHYTPILTHEOM $I30BOT0 BBEJEHHS y IIUX 0Ci0 MOXKe BUHUKHYTH KPOBOTEYa.

[Tepen mpoBeOeHHSM ILIEMJIEHHS CITif 3i0paTu nonepegHii MeIUYHUM aHaMHe3 XKUTTSA (0COOIMBO
3BEPTAlOYM yBary Ha icTopito iMyHi3anii Ta BUHUKHEHHS Oyab-aKUX HeOakaHUX pPeakiliit) Ta MPOBECTH
KJIiHiuHe 00CTeXKEeHHS.



[Ticns Oygp-siKo1 BakIIMHallii a00 HaBiTh ITepefl Hel0 MOXKe BUHUKHYTH CUHKOIE (HEIIPUTOMHICTD) K
IICHXOTeHHAa Peakilis Ha BBefeHHs TojKu. [ 3amobiraHHs TpaBMaM BHACITIHOK HETIPUTOMHOCTI Ta
IJIST YCYHEHHST CUHKOIAIbHUX PeakIliii MOTPibHO JOTPUMYBATUCh BiITIOBITHUX IIPOIEOYD.

fkrio Bimomo, 1m0 6yab-IKui 3 HaBeAeHUX HUK4Ye CUMIITOMIB OyB ITOB’sI3aHUH ¥ Yaci 3 OTPUMaHHSIM
BaKIMHY, 1[I0 Ma€ B CKIafi KallJTIOKOBUY KOMIIOHEHT, CJIifi IePerasgHyTH II0fablle BUKOPACTaHHS
TaKOl BaKI[MHU:

- TeMmmepatypa = 40 °C npoTsrom 48 roguH, He OB’ s13aHa 3 OyIb-IKOI0 iHINOW ineHTH(iIKOBAHOIO
IPAYNHOIO;

- BTpaTa CBigoMocTi ab0 MIOKOMOAiOHUY CTaH, TiMOTOHIYHO-TiOPECIIOHCUBHUYN CUHAPOM IIPOTITOM
48 ronuH Iicnsa MeIIeHHs;

- TpuBaNuy 0e3yTiMIHWIM MJ1a4 BIPOAOBXK = 3 TOAUH, IKUU BUHUKAE IPOTITOM 48 roguH Mmicis
BaKIIMHAIIII;

- ¢ebpunbhi abo apebpunbHi CymoMu MIPOTATOM 3-X [HIB MiCIIS IIENIeHHS.

HasiBHiCTh B aHaMHe3i marieHTa GeOpuIbHUX CyIoM, He MTOB’I3aHUX 3 MOoIlePefHiM BBeJeHHIM
BaKIMHY, He € IPOTUINOKA3aHHAM AJIS BaKLKMHALll. Y IIbOMY BUIAAKY [y2Ke BaXKJIMBO BUMipIOBaTH
TeMIlepaTypy Tijla IpOTAToM 48 rofuH Iicis LMIelJIEHHA Ta PETryJIsSIPHO 3aCTOCOBYBATHU 3a
IpU3HAUYEHHIM JIiKaps XKapo3HUKYyBaJbHi 3aco0u mpoTaroM 48 roguH.

AdebpunbHi CYyIOMU B aHaMHe3i, He 110B’s13aHi 3 NonepenHiM BBeleHHAM BaKLIMHU, IIOBUHHI
OLIIHIOBATUCA CIleLliaIiCTOM Iepe[ IPUUHATTAM pillleHHS PO BaKLIUHALIII.

Y pa3i po3BUTKY HaOPSAKY HUKHIX KiHI[IBOK ITiCJIg IIeIIeHHS BaKIXHOIO, 110 MiCTUTh KOMIIOHEHT
Haemophilus influenzae Tuny b, o0MABi BaKIIMHU: BaKIIUHY 15 podinakTUKU AudTEpil, mpaBls,
KAIIIJTIOKY, TTOTiIOMIENITY Ta KOH'IOTOBaHY BaKIUHY s TPoGinakTUKY iHGEKIH, CIpUYNHEHUX
Haemophilus influenzae tuny b, - MOTPiOHO BBOAUTH y Pi3Hi MiNAHKM TiNla Ta y pi3Hi OHi.

[ToTeHIIiHUY PU3UK allHOe Ta HeOOXiMHICTh MPOBEeHHS MOHITOPUHTY AUXATbHOI QYHKIII ITPOTITOM
48-72 roguH HeoOXiHO BpaxOByBaTH IIpY NIPOBEEHHI IIEPBUHHOI iMyHi3allil y TTu00K0 HEJOHOIIEeHUX
miTel (HapofKeHi y TepMiH < 28 TUXKHIB recratiii) Ta 0Co0IMBO y [iTel 3 HE3PiNiCTIO AUXaIbHOI
cucTeMu B aHaMHe3i. OCKiTbKY KOPUCTDb BaKIIMHAIIl IS 1i€l TPYIU OiTel € BUCOKOIO, BaKIIMHAIII0 He
ciim ckacoByBaT# abo BigKiamaTH.

4K i Ipu 3acTOCyBaHHI yCiX iH €KIIMHNX BaKIKH, TOBUHHI OyTH HAIOTOTOBI yci He0OXigHi TiKapChKi
3aco0u 719 HaflaHHS HEeBiIKIafHOI MEIUYHOI JOTIOMOTH Y PiIKUX BUIIagKaX PO3BUTKY
a"a(dinmakTHYHOI peakiii Ta 3a0e3neYeHnH PeTeIbHUM HATTIS.

[MTauieHTH MOBUHHI epe0yBaTH i MEOUYHUM HATISIAoM MpPoTaroM 30 XBUIUH IIiCTIsT BBEOEHHS
BaKIMHMU.

[ley miKapChbKHM 3aci0 MicTHTH ()eHilTanaHiH, eTaHOI Ta HATPiK

12,5 Mkr ¢deHinananiny y KoxHil mo3i 0,5 M. ®eninananin Moxe OyTH MKigIUBUM OIS 0Ci0, SKi
cTpaxmaioTh Ha peninketonypito (PKY), pigkicHu# reHeTUUHUHN PO37Iaf], 3a SIKOTO BiIOyBaETHCS
HaKONW4YeHHS (eHinalaHiHy, OCKIJIbKY OpraHi3M He 3[aTeH BUBOOUTU MOT0 HaJeXXHUM YHMHOM;



2 MT cnupTy (eTaHoy) y KOxkHiit 1o3i 0,5 Mi1. HeBesnrKa KifbKiCTh CIUPTY B IIbOMY JTiIKapChKOMY
3aco0i He MaTUMe KOOHOTO TIOMITHOT'O BIIJIUBY;

MeHIIe 1 MMonb (23 Mr)/mo3y HaTpilo, TOOTO TPaKTUYHO BiIbHUM Bifl HATPilo;

IIpocTexkyBaHICTh

3 MeTOI0 ITOKPAIIeHHS TPOCTEXKYBAHOCTi 0i0JTOTiYHUX JTiKapChKuX 3ac00iB MOTPIOHO YiTKO
PEECTPYBaTH Ha3BY Ta HOMEP Cepil BBeIEHOT0 JTiKapChKOTr0 3aco0y.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

He 3acTocoByeThcs. BaklinHa mpu3HadyeHa TiIbKY OJ15S BUKOPUCTAHHS B IefdiaTpil.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

He 3acTOCOBY€ETHCS. TeTpaKch® IIpU3HAYEeHUM TiMbKY [JIST BUKOPUCTAHHS B IediaTpil.

Cnocid 3acmocyeaHHsi ma do3u.
IIpu npoBeaeHHi iMmyHi3anii giTe# Ha TepuTopii YKpaiHH 11070 MPOTHIIOKa3aHb, CXeM
imyHnizamii Ta B3aeMopii 3 iHIMMMH TiKapCHbKHMH 3aC00aMH CJIil KePyBaTHCA Til0UHMH

Hakazamu MO3 Ykpainmu.

BaknuHallisi IPOBOAUTHCSA MeIHYHUM IIePCOHA/IOM y KabiHeTax mpodiTaKTHYHHX
nIeNjIeHb TiKyBaJIbHO-NIPO(PITaKTHYHHUX 3aK/IadiB.

YorupuBasieHTHa BaKlMHa TeTpakcuM® € mpemapaToM 3 IOBHUM BMICTOM aHTUTeHY(iB).

[TepBUHHA BaKUKHAIliA: 2 iH €KIIil 3 iHTEpBaJIOM y [Ba Micslli, OfiHa - y Billi 2 MicsIIiB, ApyTa - y Billi
4 MicsuiB.

PeBakimnanis: 1 in’exmisa y Bimi 11 micaris.

IIpu mepBUHHIM BaKLIMHAII i IpX IpoBefeHHi 1- pepakuuHanil BakiuHy TeTpakcuM® MOXKHA
BBOOUTH 3 JOJaBaHHAM [0 Hei KOH'IOTOBaHOl BaKUMHYU TpoT Haemophilus influenzae tumy b
(AkT-XIB) a60 00MABi BaKIIMHY MOXKHA BBOOUTHU OOHOYACHO y Pi3Hi Micls iH’€KIIii.

PeBakuunanis y Bimi 6 pokis: 1 iH'eKiis.

PeBaknunatis y Bii Big 11 go 13 pokiB s gitei, ski He Oynu 1eIsieHi y Billi 6 pokiB BaKIIMHOIO 3
BMiCTOM KaIIUTIOKOBOT'O KOMIIOHEHTa B KOHIIeHTpalii 25 MKT (aK).

BaxkuuHy BBOOSITh BHYTPILIHEOM 930BO.



PexoMeHoBaHe Miclie IIeNJIeHHS i1 HEMOBJIAT - IEPeIHbO-JIaTepasbHa II0BEPXHS CTeTHa (CepeqHs
TPETUHA), /151 CTapILINX [iTel - JiNsHKaA OeIbTOmomiOHOTO M's3a.

Iimu.

BakiuHy 3aCTOCOBYIOTH [iTSIM 3 2-MiCSTUHOTO BiKY (OuB. po3min «Crocib 3acTOCyBaHHS Ta JO3U»).

Ilepedo3yeanns.

[HpopMalrisa BigCyTHSA.

ITo6iuni peakuii.

[Tig yac npoBeOeHHs KIIHIYHUX OOCIiAXKEeHb 3a y4acTIo [iTeH, 110 OTPUMYyBaju TeTpaKCI/IM® AK
TIEPBUHHY BaKILKHAIlI0 0KpeMo ab6o B KoMOiHatii 3 BakuuHOI0 AKT-XIB, HaliyacTiie
TIOBiIOMIISITIM TIPO IOSIBY MiCIIEBUX PeakKIliil B MiClli iH’€KIIil, aHOpMalbHUY II71a4, BTPATy
arneTUTy Ta APaTiBIUBICTb.

11i 03HaKM Ta CUMIITOMHU 3a3BU4Yail 3'BISIOTHCS IPOTATOM 48 TOOUH MiC/is LIeNIeHHS 1 MOXKYThb
TpuUBaTHU MPOTATOM 48-72 roguH. BoHU 3HWKAIOTh CIIOHTAHHO, HE BUMarawy4y CIellialbHOT0
JIiKyBaHHS.

YacToTa peaktii B Micli iH’eK1lil Ma€ TeHIOEHIIi0 n0o 30inbIIeHHs TPU OYCTEPHiM BaKIIMHAIIil ¥
IIOPIBHAHHI 3 IIEPBUHHOI0 iIMyHi3alli€lo.

TIpodins Gesneku npenapaty TeTpakcuM® iCTOTHO He BifpPi3HAETHCS B Pi3HUX BiKOBUX I'pyIax.
BTim meski peaktil (Mianrisi, He3gyKaHHs, TOJIOBHUM 0ifb) € Oinbil crienuivHUMYU OIS OiTEn
BIKOM BiJl 2 POKIB.

[ToGiyHi peakiii KnacudikyOThCs 3a7I€3KHO Bifl 4aCTOTH:

nyxe dacto: 3 1/10,

yacrto: Big 3 1/100 mo < 1/10,

HeuacTo: Big 3 1/1000 mo < 1/100,

pimko: Big 2 1/10000 mo < 1/1000,

nyxe pigko: < 1/10000,

YaCTOTa HEBimoMa: HEMOXKJIUBO OL[IHUTH 3a HasgiBHUMU JaHUMHU.

Ha mipcTaBi cmoHTaHHUX 3BiTiB OyNu BUSBIIEHi mesKi mo0iuHi peakiiii, 110 cIiocTepiramucs qyxe pimko
mic/is BBefleHHA BakiuHy TetpakcuMm®. Tak sIK IOAHHS 3BiTiB OY/I0 CIIOHTAaHHHM, a PO3Mip
BUOIPKM € HEBiMOMMM, He 3aBXAM MOXKHA TOYHO PO3paxXyBaTH MOKa3HUK 3aXBOPIOBAHOCTI abo



BCTQHOBUTHU IIPUUYNHHO-HACIIIKOBUY 3B’I30K MiXK 3aCTOCYBaHHAIM BaKLUHU i JaHUMU
peakirigmu. ToMy 4acTOTy 1uX MOOIYHUX peaklliii 3a3HaYeHO SIK «4acToTa HeBimoMa».

ITopyweHHs 3 6OKY Kpoai i aimpamuyHoi cucmemu
YacroTa HeBimoMa: TiM(pameHOnaTis.
Posaadu 3 60Ky iMmyHHOI cucmemu

YacToTa HeBimoMa: peakllil Tinep4yTIUBOCTI HETAMHOT0 TUILY, TaKi IK HaOpSIK 00Iu9yYs,
aHrioemeMa, HaOpsk KBinke, aHaimakTUYHI peakilii.

Memabonism i po3nadu xapuy8aHHs

[lyKe 4acTo: BTpaTa aleTUTy.

ITcuxiyHi po3aadu

[ly>Ke 4acTO: 3HepPBOBAHICTh, APATIBIMBICTh, RHOPMa/IbHUY I1J1ady.
YacTo: 6€3COHHS, TIOPYIIEHHS CHY.

Heuacro: TpuBanuii 0e3yTilIHKY TI71ad.

Posaadu 3 60Ky Hepeosoi cucmemu

Iy*e 4aCTO: COHJIUBICTh, TOJIOBHUM Bifb.

YacToTta HeBimoma: (pebpunbHi a60 adheOpUIbHi CyIOME, CHHKOIIE.
Il nyHKOBO-KUWKOBI po31adu

Iyxe dacTo: 6/1i0BaHHS.

Yacro: miapes.

Posaadu 3 60Ky wkipu ma nidwkKipHoi KaimKo8uHu

YacToTa HeBifoMa: BUCHI, epuTeMa, KPOIIUB THKa.

Po3aadu onopHo-pyxo8020 anapamy ma CnoAy4YHOi MKAHUHU
[ly>e 4acTo: Mianrisi.

3azanvHi po3aadu ma peakuyii y micui eBe0eHHA

Ilyxe yacTo: epuTeMa B MicIli in’ekii, 6inp B Micii in’eknii, HaOPsK B MicIri iH’eKirii,
nuxoMmaHka = 38 °C, He3[yKaHHA.

YacTo: yulibHeHHS B MiCIi iH’€KIIil.
HewacTo: mouepBOHiHHS B MicIi iH’ek1ii Ta Habpsak = 5 cM, nuxoMaHka = 39 °C.

Pigxo: nuxomanka > 40 °C.



YacToTa HeBimoMa:

- BeJIMKa peakllis B MicIli BBefeHHs iH'ekIlil (> 50 MM), BKTIOYa4yy 00MUPHUN HaOPSK
KiHITiBKH, 1110 MOKe TIOLINPIOBATUCS Bifl MiCllg BBe[IeHHS Ha ofH abo oOumBa cyrnobu. Li peakiii
IPOSIBISAIOTECS MPOTATOM 24-72 TOOWH MiC/ISA BaKIKHALIl Ta MOXKYTh CYyIIPOBOIXKYBATHUCS TaKUMHU
CUMIITOMaMH, SIK epUTeMa, MiclieBe MigBUIIEHHS TeMIIepaTypH, YyTIuBiCTh abo Oinb y MicIi iH’ekiii.
CUMITOMYU 3HMKAIOTh CIIOHTAHHO NPOTATOM 3-5 AHIB. BiporigHicTh pO3BUTKY MOMIOHUX peakin
3aJIeXKUTh Bif] KIJIBKOCTI IIOTIepefHbO OTPUMAHUX 403 BAKIUH, 110 MICTAThH alle/II0JIIPHUI
KaITIOKOBUY KOMIIOHEHT, 3 MiBULIEHHSM PU3UKY IiC/Is BBeIEeHHd 4-1 Ta 5-1 §03;

- IIOBIJOMJISIJIOCS NIPO TilTOTOHIYHO-TINOPECIIOHCUBHUY CUHAPOM IIiCJIs BBE[leHHS BaKLUHY, 1110
MICTUTH KOMIIOHEHT KalIlIIOKY;

- HabpsK omHiel abo 060X HUXKHIX KiHIIIBOK B pe3yJIbTaTi BBEIEHHS BaKIUHHU, 1[0 MiCTUTh
KOH'IOTOBaHUM KOMIIOHEHT, IjId IpodinakTuku iHbeknin, cnpuunHennx Haemophilus
influenzae tuny b. Taki peakuil mepeBaxHO 3’ ABISIOTHCS Yepe3 KijibKa TOOUH IiCs
IIPOBeMIeHHS IIePBUHHOI iMyHi3allil Ta CIIOHTaHHO 3HUKAIOTh 6e3 HaCJIiAKIB MPOTATOM 24 TONMH.
3a3HaueHi peaklilii MOXKYTh CYIIPOBOAKYBATHCS 1[iaHO30M, EPUTEMOI0, TUMYaCOBOIO ITyPITYPOIO i
cunbHUM IiyadeM. Li peakiiii MoXKyTh BUHUKATH, KOJIX TeTpaKCI/IM® BBOOATHL OOHOYACHO 3
KOH'I0TOBaAHOIO BAKIIMHOKO O MPodinaKTuKy iHdeKin, cnpuunnenux Haemophilus
influenzae tuny b.

ITomeHuitiHi nobivHi peakuii (TOOTO HECTIPUATINBI MOMii, sIKi Oy 3apeecTPoBaHi 3 iHITUMHU
BAKIIMHAMH, 110 MICTATH OOUH a00 KiJIbKa aHTUTEHHUX KOMIIOHEHTIB, aHaJIOTiYHUX
npenapaTy TeTpakcum®):

- iCIIsl BBEJeHHS BaKLIWHY, [0 MiCTUTh IPaBLeBUM aHATOKCUH, 3a()iKCOBaHO BUIIa[KU PO3BUTKY
[IJIEY0BOT'0 HEBPUTY Ta cuHAapoMy [iiieHa-bappe.

Llo0amkoesa iH(popMayisa Cmoco8HO OKpeMux NONyAAuiu

- anHoe y Tu00KO HEJOHOIIEHUX OiTel (Hapomunucs < 28 TUXKHIB recTallil) (AUB. pO3Min
«Oco0IMBOCTI 3aCTOCYBaHHS»).

ITosidomaeHHA w000 UMOBIPHUX NOBIYHUX peakuitl

[ToBimomnenHs mpo mobiuHi peakiril micis peecTpatlii TikapchbKoro 3aco0y Ma€ BaXKIuBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaKOX IallieHTaMm abo ixHiM
3aKOHHUM ITpeICTaBHUKAM CJIifl IIOBiIOMIISITH IIPO yCi BUMTAOKM IMig03pI0OBaHUX MOOIYHUX peakiiit Ta
BiICYTHOCTI e(peKTHUBHOCTI JTiKapChKOT0o 3aco0y yepe3 aBTOMATH30BaHy iH(opMalifiHy CUCTeMY 3
(dbapMakoHarisAmy 3a MocunaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

4 poKH.

YMoBu 30epiranHsi.


https://aisf.dec.gov.ua

30epiratu npu TeMiepartypi Big 2 mo 8 °C (y xomogunbHUKY). He 3aMOpoXKyBaTH.

3axuIiaTy Bif cBiTia. 36epiraTé B HEIOCTYIIHOMY [JIg HiTel MicIii.

HecymicHicme.

LIto BaKUKHY He CIIif 3MilllyBaTH 3 iHIMKUMHU JIiKapChKUMU 3acobaMu, 3a BUHSTKOM BKa3aHUX y pO3Mini
«B3aeMopmis 3 iHIMMH JTiKapChKUMHK 3aC00aMM Ta iHIIi BUAKW B3aEMOIIN».

VYnaxoBka.

[To 1 monepenHbO 3amoBHeHOMY wmmpuIry 1mo 0,5 mi (1 mo3a) 3 MpUKpimnIeHo roikoo (abo 2-Ma
OKpPEMMMHU T'OJIKaMH), 1110 MICTUTb CyCIIeH3it0 IS iH €KIlif, B KapTOHHiM KOpOOIIi.

[To 1 momepenHbO 3amoBHeHOMY wmmpuIry 1mo 0,5 mit (1 mo3a) 3 MpUKpInIeHo roakoo (abo 2-Ma
OKpPEeMUMHU T'OJIKaMH), 110 MICTUTDb CyCIIeH3ii0 IJIs iH'€KIIili B KAPTOHHIN KOpoO1li, B AKiil MiCTUThLCA
CTaHIapTHO-eKCIIOPTHA YIIaKOBKA Ta iHCTPYKIiS [AJIg MEOUYHOTO 3aCTOCYyBaHHS.

KaTteropis Bigmycky.

3a peLemnToM.

BupoOHUKH.
Canodi ITactep, ®paHiris.

Canodi-ABeHTic 3pT.

Micne3HaxomKeHHsI BHUPOOHHUKIB Ta aJpecH Miciisi IPOBadKeHHs iX Tisl/TbHOCTI.

1541 aBenwo Mapcens Mep’e, 69280 Mapci n’Etyans, @paniis.

[Tapk Ingactpiens o'lukapsine, 27100 Banb-ge-Poir, ®paniis.

Bynisnga 5, Kamnona Ytua 1, bByganemt XXII, 1225, Yropmusa.

3asIBHHUK.

Canodi ITactep, Opaniiis



MiCIJ,'e3I-IaXOJ],'}KeHHﬂ 3asdABHHKaA.

14 Ecnac Auxpi Banne 69007 Jlion, ®paHmis



