IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

TETPAKCHUM®/TETRAXIM

BakmuHa mist npodinakTuku qudTepii, mpaBisi, KalIoOKy (ame/Ti0IapHHHT
KOMIIOHEHT) Ta IoJIioMi€enniTy agcopdoBaHa, iHaKTHBOBaHa, pigka

CKnao:

OpHa iMyHi3yro4a go3a BakuuHH (0,5 MJI) MiCTHUTE:

0itoui pevoB8uHuU:

(1)

oudTepiiHUM aHAaTOKCHH

(3)

HpaBLIeBI/IfI aHaTOKCI/IH( 1 )

(4)

anturenu Bordetella pertussis:

- KaIIJTIOKOBUH aHaTOKCI/IH(l)

- pinamMeHTHUI reMarmoTuHiH (OA)"Y

IHaKTUBOBaHUY BipyC HOHiOMiGJ‘IiTy(S)

tumy 1 (wtam Mahoney)

(6) (7)

ONUHUID

tuny 2 (mram MEF-1)
(7)

tuny 3 (mtaM Saukett)

OJZ[I/IHI/ILU(6) (7)

@ agcopboBaHi aMOMIHII0 TIZPOKCUAY JUTigpPaTOM

mr Al®

@ gx cepefHe 3HAUEHHS

> 30 Mo(?)

> 40 MO

- 25 MKT

- 25 MKT

- 40 D-

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

- 32 D-

- 0,3

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



“ gk HUXHA MexXa [oBipyoro inTepsany (p=0,95)

© OTpHMaHi Ha KiiTuHax Vero

© D - apTUTeHH] OnMHUII

“abo exBiBameHTHA KiIbKICTh aHTUIE€HY, BU3HAYEHA 3 BUKOPHUCTAHHSIM BillTOBIZHOr O
IMyHOXIMIYHOT'O METOZY

donomidcHi peuosuHu: cepepoBuine 199 3 consamu XeHkca 6e3 GheHOIy Y4epBOHOTO (CyMiI
aMiHOKUCIIOT, BK/IIo4Yaioun ¢eHinmananid (12,5 MKr), MiHepalIbHUX COJNEH, BiTaMiHiB Ta iHIINX
KOMIIOHEHTIB, BKJII0OUYAlOUM I'JII0K03Y, PO3BEEHUX Y BOMI OJId iH'€KIlii), KpuxKaHa OLTOBa
KHCJI0Ta i/abo rigpokcup HaTpito os peryntoBaHHs pH, popmanbaerin, hbeHOKCHETAHOI,
eTaHos 0e3BOOHMIM, BOMA [JIS iH €KITiH.

JlikapcbKka ¢popma. CycneHsis Ois iH’ ekIin.

OcHosHi (pisuko-ximiuHi 81acmugocmi: CTEPUIIbHA, KalaMyTHa 3 0iyBaTUM BiATIHKOM
CyCIIeH3is Au(TEepikiHOr0 Ta IPaBLeBOr0 aHATOKCHUHIB, alle/TI0IIPHOr0 KOMIIOHEHTa
KAaIl/TIOKY, iHaKTUBOBAHOTO BipyCy MOIioMieniTy, agcopOoBaHa aoMiHii0 TifpoKcumy
OUTiApPaTOM.

®dapmakoTepaneBTHYHa rpymna.

Komb6inoBaHi OakTepianbHi Ta BipyCHi BakIMHYU. BakiHa s npodinakTuky audTepii, mpaBiis,
KAIJTIOKY (alesoIapHAl KOMIIOHEHT) Ta IOJTiIOMIENiTy.

Kog ATX JO7C A02.

ImyHon02iuHi i 6i0102iuHi 81aCcMUBoCMi.

dapmakoduHamika.
Tokcunu gudTepii Ta NpaBIisd AeTOKCUKYIOTh 3 BUKOPUCTAHHSAM (popMasnbierify, IOTiM OYUIIYIOTh.

Bakuuny s npo@iakTUKY MOJTIOMI€NITY OTPUMYIOTh 3 KyJIbTUBOBAHOTO BipyCy MOJIIOMIENITY THUIIIB
1, 2, 3 Ha KniTUHHIN NiHil Vero, SKuil 0OYUIIYIOTh, a OTIM iHaKTUBYIOTh 3@ IOIIOMOT010

dbopmanbperiny.

AnentonsspHUY KOMIIOHEHT KalllJIFOKY (KallTIoKOBUM TOKCUH Ta OT'A) BUAINAIOTH 3 KYJIbTYypU
Bordetella pertussis Ta 0UUIIYIOTE.

KamntokoBuit TokcuH (PT), ;eTOKCMKOBaHUM 3 BUKOPUCTAHHAM TllyTapanbAerify, BidmnoBigae
KaIlTIOKOBOMY aHaToKcuHy (PTxd).

OT'A - HAaTUBHUH.



Byno BcTaHOBINEHO, 110 KaIIJTIOKOBUY aHAaTOKCHUH i ®I'A € ;BOMa KOMIIOHEHTaMH, 1[0 MalOTh
HalBaXJIMBillle 3HaYEeHHS OJIg 3aXUCTy OpPTraHi3My Bif KalllTIOKY.

B pesynbTaTi mpoBefeHUX AOCTigXKeHb iIMyHOT€HHOCTi BCTAHOBJIEHO:

IMYHHA 8i0Nno8idb nicad nep8uHHOI 8AKUUHAUIT

Y Bcix HemoBnAT (100 %), mo 6ynu BaKIMHOBaHI TpbOMa 403aMH BaKLWHU 3 2-MiCSIYHOTO BiKY,
PO3BUHYBCS CepPO3axUCHUU TUTP aHTUTIN (> 0,01 MO/Mn) npoTy aHTUTEeHiB gudTepil i mpaBIs.

Y nonapn 87 % miTeir MOJIOAIIOrO BiKy Yepe3 OAMH-IBa MICAL MiC/Is 3aBePIIeHHS IEPBUHHOTO KypCy
iMyHi3allil TUTPY aHTUTIJI IPOTHU KAIUTIOKOBOTO aHATOKCUHY Ta ®I'A 3pocnu B 4 pa3wu.

[Mlonarmewntte 99,5 % miTeit micias mepBUHHOI BaKIMHAII] Maii CEPO3aXUCHUMN TUTP aHTUTIN IPOTH
Bipycy nomiomienity Tumis 1, 2 i 3 (piBeHBb = 5 y BEIMYKHI, 3BOPOTHIN [0 CTYIIE€HS PO3BEIEHHS B
peakliil cepoHeXTpari3allil) Ta BBaXKalIuCs 3aXUIeHUMH Bifl IOTIOMIETITY.

[Ticns nepimol mo3u 6ycTepHOl BakIuHalli (y Bili 16-18 Mics1iB) BCi miTH MONIOAIIOTO BiKy Maiu
3axuCHi aHTUTiNa npotu gudTepii (> 0,1 MO/mn), npasuga (> 0,1 MO/mn) ta 87,5 % - npoTu Bipycis
IOJTIOMIENITY (piBEHDb = 5 y BEJIMYWHI, 3BOPOTHIN [0 CTYIIeHSI PO3BEOEHHS B PeaKIlil
cepoHeuTparisaliii).

[Toka3HUK CEPOKOHBEPCIi B aHTUTINaX IPOTH KAIUTIOKY (TUTPH, V¥ 4 pa3u Oinbli, y mopiBHAHHI 3
TATPaMHU [0 BaKIMHaIlil) CTaHOBUTH 92,6 % Oy KalUIIOKOBOT0 aHAaTOKCUHY i 89,7 % mna OT'A.

ImyHHa 8i0no8idb nicaa pesakuuHauii y dimetu sikom 8id 4 do 13 pokis

V kIIiHiYHKEX gocTifXKeHHaX BakuuHu TeTpakcuM® y OiTed BikoM Bim 4 mo 13 pokiB iMyHHa
BiOTIOBiAb Micsa peBaKIMHAaIll TpoTH AudTepii, mpaBlsd, monioMienity tTumis 1, 2 Ta 3 Ta
AHTUTEHIB KaIUTIOKY OyJjIa IMiIBUINEHOIO Ta IepeBUIllyBajla CEpO3axuCHi piBHI mpoTu audTepii
(= 0,1 MO/wmmn), mpaBus (= 0,1 MO/mn) Ta Bipycy nosnioMienity tumis 1, 2 Ta 3 (piBeHb = 8y
BeJINYMHi, 3BOPOTHIN OO CTYIEeHs PO3Be[eHHs B peakllil cepoHelTpanti3aiiii).

B mocrmipkenHi 3a yyacTio miTe# BikoM Bifm 11 go 13 pokiB 6yo miaTBepaKeHO aHAMHECTUYHY
BiAITIOBigb Ha KOMIIOHEHTH BipyCy IIpaBUs, AUQTepil Ta MOTiOMienmiTy.

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

EheKTUBHICTb BaKI[MHY W00 AlleJTIONIIPHUX KAIlTIOKOBUX (aK) aHTUTeHiB, 110 MiCTATHCS Y BaKI[UHI
TerpakcuM®, IPOTH HAUTAXKYOI HOPMHU XapaKTEPHOTO KAITIOKY 3a Bu3HaueHHAM BOO3 (= 21
[EeHb IapOKCU3MaIbHOT 0 Kalll0) 3a0KyMeHTOBaHa B paHA0Mi30BaHOMY IIOIBIVHO CIIIIOMY
[OCJIIIKEeHH], IPOBEIEHOMY 3a Y4aCTI0 HEMOBJIIAT, IKi OTpUMaIu TPUL030BY [IEPBUHHY
BaKIMHAIIil0, Y BUCOKOeHOeMiuHil KpaiHi (CeHeran).

30aTHICTh AlleNIONSPHAUX KaNTOKoBKX (aK) anTureHiB y BakuuHi TeTpakcuM® 3HUKYBATH YaCTOTY
KAIIJTIOKY B OBI'OCTPOKOBIH ITEPCIEKTHUBI Ta KOHTPOIIOBATH 3aXBOPIOBAHHS OYII0
migTBepAKeHO B xofi 10-piyHOro HalliOHAIPHOT'O AOCTIIXKEeHHS MiCIIPeeCTPaIliiHOT0
3aCTOCYBaHHS BakIimHY [TeHTakcum® y [IBerri.

dapmakoKiHemuka.

He 3daCTOCOBYETHCH.



Kniniuni xapakKTepuUCTHKH.
Iloka3zaHHA.

I KOMIIJIEKCHOI mpodinakTuku AudTepii, MpaBild, KallJIIOKY Ta IMOJiOMIENiTy BAKI[MHOIO
TeTpakcum®:

- 7151 KypCy IePBHUHHOI iMyHi3allil HEMOBIIAT y Billi 2 Micsmi Ta 4 Micsii;
- IJ1s1 peBaKIMHaIil y Bimi 11 MicsiB Ta 6 poKis;

- IJ1s peBaKIMHalii miTe# y Bini Big 11 mo 13 pokiB, gki He Oyu mieieHi y Billi 6 PoKiB
BaKITMHOIO 3 BMiCTOM KAIITFOKOBOI'0 KOMIIOHEHTa B KOHIIeHTpallii 25 MKT (aK).

IIpu npoBeneHHi imyHi3aIrii giTeir Ha TepuTopii YKpaiHu ci1ig KepyBaTHCA Til0UNMH
Hakazamu MO3 YkpaiHu.

IIpomunoka3aHHs.
- [ligBullleHa YyTJIUBICTbD:

no Oymb-sKOI 3 [IifoUrX PEUYOBUH IIpernapaTy TeTpaKCI/IM®,

no Oymb-sKO1 3 IOIOMiKHUX pedoBUH (AuB. po3min «Ckiam»),

IO TIIyTapasbieriny, HeOMIIMHY, CTPenToMinuHy abo momimMikcuny B (ski
BAKOPHUCTOBYIOTLCS B MPOIECi BUPOOHUIITBA i MOXKYTh OyTH IPUCYTHI y CHiIOBi# KiJTbKOCTI),

IO BAKITMHY MIPOTH KAIITIOKY (alemoIsapHui a00 MiTbHOKIITUHHUN KOMIIOHEHT).

- BuHUMKHEHHS TSXKKOI aJlepriuHol peakilii MicJIs MomepeqHboro BBEOEeHHS ITi€l BaKIIMHYU a0
BaKIMHM, III0 MiCTUTh TaKi caMi peYOBUHM.

- BakmuHanio crnig BigKIacT y BUMIaAKy TUXOMaHKU abo rOCTPOT0 3aXBOPIOBAHHS.
- IIporpecyoua eHuedanonaTis.

- EHnedanomnaris, 110 BUHUKIIA IPOTIToM 7 OHIB Iicjisg BBeIEeHHS MOMePeqHbol mo3u 0yb-
STKOI BaKIIMHH, 1[0 MiCTUTh aHTUTeHHY 30yIHUKA KallIioKa (auemonsapHi abo HiIbHOKITITUHHI
BaKI[MHU IIPOTHU KAIIIIOKY).

B3aemodin 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu é3aemoditi.

TerpakcuM® MOXKHA OMHOYACHO BBOOWTH 3 BAKIKUHOIO [JIs MPOMiIaKTHKY KOPY, eMifeMiYHOr0
IIAapPOTUTY Ta KPaCHyX# a00 3 BAaKIIMHOIO IIPOTH BiTPSIHOI Bicmiu ab0 BAKIIMHOIO OIS
mpodiTaKTUKY TEMATUTy B, anle 3a yMOBY BBeIeHHS V ABi Pi3Hi iNSHKY Tifna.



TerpakcuM® MOXKHA BUKOPHUCTOBYBATH MJIsI BiTHOBIEHHS KOH IOTOBAHOI BaKIIUHY [JIS
npodinakTukry iHdekui, cnpuanHeHunx Haemophilus influenzae tuny b (AxT-XIB).

Ilepen mIenIeHHSIM HEOOXiIHO MOMePeIUTH JIiKapsi MPO MPUHOM OYIb-IKHX MeIHKaMeHTiB
a00 BaKIIHMH.

Ocob 1ueocmi 3acmocyeaHHsi.

g mnpunis 6e3 MpregHaHOl TOJIKK 3MiHHA TOJIKa IOBMHHA OyTU MillHO IIPUKPIMieHa LIISIX0M
obepTaHHA il Ha YBEPTh 00€PTY BiIHOCHO WImpHIa. TeTpakcuM® MOXKHA BUKOPHCTOBYBATH IS
PO3BeMleHHS KOH'IOTOBaHOI BaKIIMHY [JIS MPOoQiaKTUKY iHDEKITi#, CIpUUYNHEHUX
Haemophilus influenzae tuny b (AkT-XIB). [lepeq BUKOPHUCTaHHSM IUIPHUI] i3 CYCIEH3I€I0 CIIif
CTPYCUTH [0 OTPUMaHHS TOMOTE€HHOI CyCIIeH3ii MyTHYBaT0-0i710T0 BigTiHKY.

[Ticns 6ymob-sgKOi BaKIKMHAII1 a00 HABIThH Iepey Hel0 MOXKe BUHUKHYTH CUHKOIE (HeIIPUTOMHICTE) SIK
IICUXOTeHHA Peakllis Ha BBeeHHs T'oJIKu. [ 3amo0iraHHs TpaBMaM BHACIIIIOK HEIIPUTOMHOCTI Ta
71T yCYHEHHST CUHKOIAIbHUX Peakiliii MOTPiOHO JOTPUMYBATUCh BiTIOBITHUX IIPOLENYD.

[Ticyiss BUKOPHUCTAHHS BCi 3aJIMINKK BAaKIIMHMY, IIMIPUITK Ta (GJIaKOHK HEOOXiTHO 3HUIIMUTH 0e3MeYHUM
crroco0oM 3TigHO 3 Ail0YMMHK BUMOTaMHU LIOM0 YTHUJIi3alii 6iomoriunux BimxoniB. He BUKOPHCTOBYBaTH
BaKI[MHY 3a HAsIBHOCTIL 3MIHU KOJILOPY Ta CTOPOHHIX JOMIIIOK.

IMyHOreHHicTh BakuuHYE TeTpakcuM® MOXKe OYTH 3HMKEHOI0 BHACITIOK iMyHOCYIIPECUBHOTO
nikyBaHHS abo imyHopmedimuTy. ToMy mepen BaKIMHALIi€l0 PEKOMEHOYETHCS BigKIacTu
BAKIMHALIIO 10 3aKiHUYEHHS JTiKyBaHHS a00 MOCATHEHHS peMmicii 3axBoproBauHsi. OJHaK BaKIMHAIlS
ocib 3 xpoHiuHUM iMyHOmedinuToM, Hanpukiap 3 BIJI-iHdek1ielo, peKOMEHIYETLCS HaBIiTh
TO[Ii, KOJTM iMyHHA BifiTOBigb MOXKe OyTH 00MeKEHOIO.

AK110 micag nonepesHbOTr0 BBeAEeHHS BaKLIMHMY, 110 MiCTUTh NIPaBLIEBAY aHAaTOKCUH, PO3BUBCS
cungpoM [iiteHa-Bappe abo myie4oBuil HEBPUT, PillleHHS IIPO 3aCTOCYBaHHS OyOb-IKOl BAKLIKUHHU, 110
MiCTUTB ITpaBIIeBUY aHAaTOKCHH, TIOBUHHO 0a3yBaTUCS Ha PETEIbHOMY 3BaXKyBaHHI ITOTEHITINHOI
KOPHUCTI Ta MOXKJIMBUX PU3UKIB BaKlMHallil. BakMHalis 3a3BU4ail BUIIpaBAaHa OIS JiTeH, y TKUX
HETIOBHICTIO 3aBepIleHi CXeMH IIepPBUHHOI iMyHi3allil (HampuKiia, BBeJeHO MeHIIe HiX TPH [03HU).

He BBOTUTH BHYTPIiIHLOCYTHHHO: IEPEKOHATHCSH, 1[0 I'0JIKa He MOTPaNua Y KPOBOHOCHY
CYOHHY.

He BBOOMTH BHYTPIIHBOIIKiPHO.

9K i BCi in’ekuiiHi BakuuHy, TeTpakcum® BBOTUTHCS 3 00€PEXKHICTIO oco0aM 3
TPOMOOIIUTOIEHIEI0 ab0 OPYIIEHHSM 3TOPTaHHS KPOBi, OCKINIbKY MiCNIS
BHYTPILITHEOM $I30BOT0 BBEJEHHS y IUX 0Ci0 MOXKe BUHUKHYTH KPOBOTEYa.

[Tepern mpoBeOeHHSM IIEJIEHHS CITif 3i0paTu nonepegHii MeIUYHUM aHaMHe3 XKUTTS (0COOIMBO
3BEPTAlOYM yBary Ha icTopito iMyHi3anii Ta BUHUKHEHHS Oyab-aKuX HeOakaHUX pPeakiliit) Ta MPOBECTH
KJIiHiuHe 00CTEeXKEeHHS.

[Ticns 6ynob-gKOI BaKIMHAllii ab0 HaBiTh epes Hel0 MOXKe BUHUKHYTU CUHKOIE (HEMIPUTOMHICTE) SIK
TICHXOTeHHa Peakllis Ha BBefeHHs T'ojKu. [y 3amobiraHHs TpaBMaM BHACITIHOK HETIPUTOMHOCTI Ta



71T YCYHEeHHST CHHKOIAIbHUX Peakiliii moTpibHO JOTPUMYBATUCH BiAMOBITHUX ITPOLIEOYD.

fAxkmio BigoMo, 1m0 Oyab-IKul 3 HaBeeHUX HUXK4Ye CUMIITOMIB OyB IIOB’sI3aHUM ¥ Yaci 3 OTpUMaHHAM
BaKI[MHMY, 1[I0 Ma€ B CKIafi KAITIOKOBUN KOMIIOHEHT, CJIifl MEPErIgHyTH Mofaasblile BUKOPUCTaHHS
TaKol BaKI[UHU:

- TeMmmepatypa = 40 °C npotarom 48 rogus, He OB’ A3aHa 3 OyOb-IKOI0 iHINOI0 ifeHTU(PIKOBAHOIO
IIPUYUHOI;

- BTpaTa CBimoMOCTi abo IOKONOAiOHUM CTaH, FiNOTOHIYHO-TITOPECTIOHCUBHUYN CUHIPOM IIPOTITOM
48 roOguH micid HMemnIeHHs;

- TpuBanuy Oe3yTIMHUMY I71aY BIPOOOBXK = 3 TONUH, AKUY BUHUKAE MPOTITOM 48 rogux micns
BaKI[MHAIIII;

- ¢ebpunbHi a60 adebpunbHi CymoMu IPOTATOM 3-X [HIB MiCIIS IIEIeHHS.

HasBHiCTh B aHaMHe3i nanieHTa GeOpuIbHUX CyIoM, He TTOB’I3aHUX 3 NONlepPefHiM BBEJEeHHIM
BaKILMHMU, He € IPOTUIIOKA3aHHAM [IJI9 BaKLUKHAII1. Y I[bOMy BUIIa[IKy OyXKe BaXKJIMBO BUMIpIOBaTH
TeMIlepaTypy Tijla IPOTATroM 48 ronguH micins LelJIEHHS Ta PEeTyJIIPHO 3aCTOCOBYBATHU 3a
IpH3HaYeHHSIM JliKaps XKapo3HUXKYyBallbHiI 3aco06u mpoTsaroM 48 roguH.

AdebpumnbHi CymoMu B aHaMHe3i, He TI0B’s13aHi 3 MomepeHiM BBeIeHHSM BaKIIMHU, TOBUHHI
OITiHIOBATHCS CIIEIialiCTOM Mepeq NPUUHATTSAM PIllleHHS NP0 BaKIMHAILIIIO.

Y pazi po3BUTKY HAOPSKY HUKHIX KiHI[IBOK ITiCJIS IIEIIeHHS BaKIMHOIO, 110 MiCTUTh KOMIIOHEHT
Haemophilus influenzae Tuny b, o0uABi BaKIIMHU: BaKIIMHY IS TpodinakTUKU nudTepii, mpablis,
KAIIJTIOKY, MTOJIIOMIENIITYy Ta KOH I0r0BaHy BaKIUHY A1 NPO(DITaKTUKY iHPEKIil, CHPUYNHEHUX
Haemophilus influenzae tuny b, - OTPiOHO BBOOUTHU y Pi3Hi OiNSHKY Tina Ta y pi3Hi [AHI.

[ToTeHUiMHUY PU3KK allHOE Ta HEOOXigHICTh MTPOBENEHHS MOHITOPUHTY AUXalbHOI QYHKIII IpOTSIroM
48-72 roguH He0oOXiIHO BpaXOBYBATH IIPY IIPOBeNEHHI IepBUHHOI iMyHi3alil y rmu6oKo HeJOHOIIEHUX
miTed (HapofKeHi y TepMiH < 28 TUXKHIB recratiii) Ta 0co0IMBO y [iTel 3 HE3PiNiCTIO AUXaIbHOI
cucteMu B aHaMHe3i. OCKiTbKY KOPUCTh BaKIMHALIl 1 1iel TPynu JiTel € BUCOKOIO, BaKIMHALIil0 He
ciipm ckacoByBaTu abo BigKiafaTH.

4K i Ipu 3acToCyBaHHI ycCix iH €KIiHNX BaKILMH, TOBUHHI OyTH HAIOTOTOBI yci HeoOXigHi miKapchKi
3aco0u [y HaJaHHS HeBiIKIafHOI MEOUYHOI JOTIOMOTH ¥ PiIKWX BUIagKaX PO3BUTKY
aHaQinmakKTUYHOI peakiii Ta 3abe3nedyeHuil peTeIbHUN HATTIS.

[TauieHTH MOBUHHI Mepe0yBaTH i MEOUYHUM HATJISIAOM MPOTAaroM 30 XBUIUH IiC/IsT BBEIEHHS
BaKI[MHHU.

ey nikapchbKu# 3acid MicTUTh (beHimaTaHiH, eTaHOI Ta HATpik

12,5 MKT ¢deHinananiny y KoxHi#t mo3i 0,5 mi1. ®eninananin Moxe OyTH MIKigIUBUM OIS 0Ci0, sKi
cTpaxmaioTh Ha peninketonypito (PKY), pinkicHu# reHeTUUHUHN PO37Iafl, 3a SIKOTO BiIOyBaETHCS
HaKONMYEeHHS (eHinanaHiHy, OCKiJIbKY OpraHi3M He 3[aTeH BUBOOUTU MOT0 HaleXKHUM YHMHOM;

2 MT cnupTy (eTaHOIY) Y KOXKHi# mo3i 0,5 M. HeBenuka KinbKiCTh CIUPTY B IIbOMY JIiIKAPCHKOMY
3aco0i He MaTUMe KOOHOTO IIOMITHOT'O BIIJIUBY;



MeH1Ie 1 MMonb (23 Mr)/go3y HaTpilo, TOOTO TPaKTUYHO BiIbHUM Bifl HATPilo;

IIpocTexkyBaHIiCTh

3 MeTOI0 ITOKPAIeHHS TPOCTEXKYBAHOCTi 0i0/TOTiYHUX NTiKapChKuX 3ac00iB MOTPIOHO YiTKO
PEECTPYBaTH Ha3BY Ta HOMEP Cepil BBeIeHOTI0 JTiKapChKOTro 3aco0y.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

He 3acTocoByeThcs. BaklinHa mpu3HadeHa TiIbKY OJIS BAKOPUCTAHHS B IefdiaTpil.

30amuicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

® IIpU3HAYEeHUM TiMbKY [JIST BUKOPUCTAHHS B IediaTpil.

He 3acTocoByeTncs. TeTpakcum
Cnocib 3acmocyeaHHsi ma do3u.

IIpu npoBeaeHHi iMmyHi3amii giTe# Ha TepuTopii YKpaiHH 11070 MPOTHIIOKa3aHb, CXeM
imyHnizamii Ta B3aeMopii 3 iHIMMMH TiKapCHbKHUMH 3aC00aMH CJIil KePyBaTHCA Til0UHMH

Hakazamu MO3 Ykpainu.

BaknuHallisi IPOBOAUTHCS MeIHYHHUM IIePCOHA/IOM y KabiHeTax nmpodiTaKTHUYHHX
nIeNjIeHb TiKyBaJIbHO-IPOPITaKTHIHHUX 3aK/IadiB.

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

[TepBuHHA BaKLKHAIliA: 2 iH €KIIil 3 iHTEpBaJOM y [Ba Micslli, OfiHa - y Billi 2 MicsIIiB, ApyTra - y Billi
4 MicsuiB.

PeBakiunanis: 1 in’ekmisa y Bimi 11 micaris.

IIpu mepBUHHIM BaKIMHAII i IpX IpoBefeHHi 1- pepakuuHanil BakiuHy TeTpakcuM® MOXKHA
BBOOUTH 3 JOJlaBaHHAM [0 Hei KOH'IOTOBaHOl BaKLIMHYU TpoTu Haemophilus influenzae tumy b
(AkT-XIB) a60 00MABi BaKIMHY MOXKHA BBOOUTH OOHOYACHO Y Pi3Hi Micls iH’€KIIii.

PeBakuunanis y Bimi 6 pokis: 1 iH'eKis.

PeBakmuHatis y Biti Big 11 go 13 pokiB s gitei, ski He Oyiu 1esieHi y Billi 6 pokiB BaKIIMHOIO 3
BMiCTOM KaIIUTIOKOBOT'O KOMIIOHEHTa B KOHIIeHTpalii 25 MKT (aK).

BaxkuuHy BBOISTE BHYTPILIHEOM 930BO.

PekomeHnnoBaHe Miclie IeNIeHHS OIS HEMOBIIAT - IIepelHbO-IaTepasibHa MMOBEPXHS CTETrHa (cepemHs
TPeTHUHaA), IJIs CTapIINX OiTel - minsgHKa JelbTONogiOHOTo M'sI3a.



Himu.

Bak1iHy 3aCTOCOBYIOTh HiTAM 3 2-MiCI9HOTO BiKy (guB. po3min «Crocid 3acTocyBaHHS Ta SO3U»).

Ilepedo3yeanns.

[HpopMalria BigCyTHSA.

ITo6iuni peakuii.

[Tig yac npoBeOeHHs KIIHIYHUX OOCIIiAXKEeHb 3a y4acTIO [iTeH, 110 OTPUMYyBaju TeTpaKCI/IM® AK
TIEPBUHHY BaKILKHAIlI0 0KpeMo ab6o B KoMOiHatii 3 BakuuHO0 AKT-XIB, HaliyacTiie
TIOBiIOMIISITIM TIPO ITOSIBY MiCIIEBUX PeakKIliii B MiClli iH'€KIIil, aHOpMalbHUY II71a4, BTPATYy
areTUTy Ta APaTiBIUBICTb.

11i 03HaKM Ta CUMIITOMHU 3a3BU4Yail 3 BISIOTECS IPOTATOM 48 TOOUH MiC/is LIeNIeHHS 1 MOXKYThb
TpuBaTHU MPOTATOoM 48-72 roguH. BoHU 3HWKAIOTh CIIOHTAHHO, HE BUMarawy4y CIelialbHOT0
JIiKyBaHHS.

YacToTa peaktii B Micli iH’eK1lil Ma€ TeHIOEeHIIi0 1o 30inbIIeHHs TPU OYCTEPHiM BaKIIMHAIIil ¥
IIOPIBHAHHI 3 IEPBUHHOI0 iMyHi3alli€ro.

TIpodins Gesneku npenapaty TeTpakcuM® iCTOTHO He BifpPi3HAETHCS B Pi3HUX BIKOBUX I'pyIIax.
BTim meski peakii (Mianrisi, He3gyKaHHs, TOJIOBHUM 0inb) € Oinbil crienuivHUMYU OIS OiTEn
BIKOM BiJl 2 POKIB.

[ToGiyHi peakii Knacu}ikyoThCs 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,

pigko: Big 3 1/10000 mo < 1/1000,

nyxe pigko: < 1/10000,

YaCTOTA HEBimoMa: HEMOXKJIUBO OL[IHUTHU 3a HasgBHUMU JaHUMU.

Ha migcTaBi cnoHTaHHUX 3BiTiB OyNiu BUSIBIIEH] [esKi M0GiUHI peakiiil, [0 CIIOCTepiraaucs gyxe pigko
micIis BBefleHHA BakiuHy TetpakcuM®. Tak sIK IOAHHS 3BiTiB OY/I0 CIIOHTAaHHHM, a PO3Mip
BUOIPKM € HEBiMOMMM, He 3aBXKAM MOXKHA TOYHO PO3paxXyBaTu MOKa3HUK 3aXBOPIOBAHOCTI abo
BCTAHOBUTHU IIPUYMHHO-HACIIIOKOBUY 3B’I30K MiX 3aCTOCYBaHHSM BaKLMHU 1 JaHUMU
peakuismu. ToMy 4acToTy IUX M0OIYHUX peaklliif 3a3Ha4YeHO K «4acTOTa HeBimoMa».



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

YacToTa HeBimoMa: peakllil Tinep4yTIUBOCTI HETAMHOT0 TUILY, TaKi IK HaOpSIK 00IM9Ys,
aHrioeneMa, HaOpsk KBinke, aHaimakTUYHI peakilii.

Memaboaisam i po3aadu xapuy8aHHs

[lyKe 4acTo: BTpaTa aleTUTy.

ITcuxiyHi po3aadu

[ly>Xe 4acTO: 3HepPBOBAHICTh, APATIiBIMBICTh, RHOPMaJIbHUY I1J1ady.
YacTo: 6€3COHHS, TIOPYIIEHHS CHY.

Heuacro: TpuBanuit 6e3yTilIHKY TI71ad.

Posaadu 3 60Ky Hepeosoi cucmemu

Iy*e 4aCTO: COHJIUBICTh, TOJIOBHUM Gifb.

YacToTta HeBimoma: pebpunbHi a60 adheOpuIbHi CyOMH, CHHKOIIE.
Il nyHKOBO-KUWKOBI po31adu

Iyxe dacTo: 6/10BaHHS.

Yacro: miapes.

Po3aadu 3 60Ky wkipu ma nidwKipHoi KaimKo8uHU

YacToTa HeBiOMa: BUCUII, epuTeMa, KPOIUB' IHKA.

Po3saadu onopHo-pyxo8020 anapamy ma CnoAy4YHOI MKAHUHU
[ly>e 4acTo: Mianrid.

3azanvHi po3aadu ma peakuyii y micui ee0eHHA

Ilyxe yacTo: epuTeMa B MicIli in’ek1ii, 6inb B Micii iH’ekii, HaOPSK B MicIri iH’eKirii,
nuxoMaHka = 38 °C, He3[yKaHHS.

YacTo: yulibHeHHS B MiCIIi iH’€KIIil.
HeyacTo: moyepBoHiHHS B MicIi iH’ek1ii Ta Habpsak = 5 cM, nuxoManka = 39 °C.
Pigko: nuxomanka > 40 °C.

YacToTa HeBimoMa:



- BeluKa peakllis B MicIli BBefeHHs iH'eKIlil (> 50 MM), BKITIOYaoyy 00MUPHUN HaOPSIK
KiHITiBKH, 1[0 MOKe TIOLINPIOBATUCS Bifl MiClld BBe[IeHHS Ha ofiH abo oOuaBa cyrnobu. Lli peakiii
IIPOSIBNIAIOTHCS IPOTSITOM 24-72 TOOMH Iics BaKIMHALlil Ta MOXKYTb CYyIIPOBOMIXKYBATUCS TaKUMHU
CHMIITOMAaMH, SIK epUTeMa, MiclieBe MigBUIIEHHS TeMIepaTypH, YyTIuBicTh abo 6inb y Micti i’ eKiril.
CuMIITOMU 3HHKAIOTh CIIOHTAHHO MPOTATOM 3-5 [HiB. BiporigHicTh po3BUTKY MOOiOHUX peakilii
3aJIeXKUTh Bif KIJIPKOCTI II0IepefHb0 OTPUMAHUX 403 BAKIUH, 110 MICTATH alle/II0JIAPHUN
KaITIOKOBUY KOMIIOHEHT, 3 IMigBUIIEHHIM PU3UKY IIiCIIs BBeOeHHA 4-1 Ta 5-1 103;

- MOBiIOMJISIIOCS IIPO TilTOTOHIYHO-TITOPECIIOHCUBHUY CUHAPOM IIiC/ISl BBEJEeHHS BaKLUHY, 1110
MiCTHUTh KOMIIOHEHT KalllJTIOKY;

- HabOpsK onHiel a6o 000X HUKHIX KiHIIIBOK B pe3yJIbTaTi BBEIEHHS BaKIUHHU, 1[0 MiCTUTh
KOHIOTOBAaHMM KOMIIOHEHT, IJIs TpodilakTUKY iHeKIil, cnpuunHenux Haemophilus
influenzae tuny b. Taki peakilil mepeBaxkHO 3'ABISIOTHCS Yepe3 KijlbKa TOfUH IiCs
IIPOBEIeHHS IIePBUHHOI iMyHi3allil Ta CIIOHTaHHO 3HUKAIOTh 06e3 HaCJIiAKiB MPOTATOM 24 TOANH.
3a3HaveHi peakilil MOXYTh CyIIPOBOIXKYBATHCS 11iaHO30M, EPUTEMOIO, TUMYACOBOIO MTYPITYyPOIO i
CUTIBHUM INTaveM. Lli peakiril MOXyTh BUHUKATH, KOJTH TeTpaKCI/IM® BBOOATHL OOHOYACHO 3
KOH'I0TOBaAHOIO BAKIIMHOK O/ MPodinakKTuKY iHpeKlil, cnpuunHenux Haemophilus
influenzae tuny b.

ITomeHu,itiHi nob6iuHi peakuii (TOOTO HecIpUATIMBI MOfil, IKi Oy/IM 3apeECTPOBaHi 3 iHIIMMH
BaKIMHAMH, 1110 MICTSITh OOUH a0 KijlbKa aHTUTE€HHUX KOMIIOHEHTIB, aHAJIOTIYHUX IIPerapaTy
TeTpakcuM®):

- Imicns BBeIeHHS BaKI[MHY, III0 MiCTUTD IIPABILEBUM aHATOKCUH, 3aiKCOBAaHO BUIIAOKKU PO3BUTKY
TIJIEY0BOTO HEBPUTY Ta cuHapomy lifiena-bappe.

[lo0amkoesa iH(popmayia cmocosHO OKpeMux NonyAauiu

- arHoe y ru00K0 HENOHOIIEHUX OiTel (Hapomunucs < 28 THXKHIB recTailil) (A1B. po3min
«0Oc06IUBOCTI 3aCTOCYBaHHS»).

ITogidomaeHHs u,000 liMoBipHUX NOOIYHUX peakuyill

[ToBimoMnenHs npo mobiuHi peakilil micnis peecTparlii TikapchKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCThH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKOro 3acoby. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0X IallieHTaMm abo ixHiM
3aKOHHUM IIpefCTaBHUKAM CJIiT TIOBiOMJISITH TIPO YCi BUIIAAKHU Iif03PI0OBaHUX IMOOIYHMX Peakllii Ta
BifiCcyTHOCTI e(peKTHUBHOCTI TiKapChKOT0 3aco0y Yyepe3 aBTOMaTu30BaHy iHopMaliiHy CUCTeMY 3
dhapMakoHarnsAmy 3a nmocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 POKH.

YmMmoBH 30epiranns.

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



3axuIaTy Bif cBiTna. 30epiraTy B HEMOCTYIIHOMY OJIST MiTeM MiCIIi.

HecymicHicme.

110 BakIIMHY He CJIifl 3MilllyBaTH 3 iHIIMMU JTiKapChKUMU 3aco0aMH, 3a BUHSTKOM BKa3aHUX y PO3Misi
«B3aeMopis 3 iHIMMMY JTiKapChKUMHK 3aC00aMu Ta iHIII BUAKW B3aEMOIIN».

YnaxoBka.

[To 1 monepenHbO 3amoBHeHOMY wmmpuIly 1mo 0,5 mi (1 mo3a) 3 MpUKpimnIeHo roikoo (abo 2-Ma
OKpPEMUMHU T'OJIKaMH), 110 MICTUTb CyCIeH3ii0 s iH €KIlil, B KapTOHHil! KOpOOIIi.

[To 1 momepenHbO 3amoBHEeHOMY wmmpuIly 1mo 0,5 mi (1 mo3a) 3 MPUKpIMIeHoo rofikoo (abo 2-Ma
OKpEeMMMHU T'OJIKaMH), 110 MICTUTDb CyCIIeH3i0 IJIs iH' €Kil B KApTOHHiN KOpoO1li, B AKiil MiCTUThLCA
CTaHOAPTHO-eKCIIOPTHA YIIaKOBKa Ta iHCTPYKILiS [JIST MEOUYHOTI'O0 3aCTOCYBaHHS.

Kareropisa Bigmycky.

3a perenTom.

BupooOHHKH.
Canodi ITactep, ®paniris.

Canodi-ABeHTic 3pT.

Micne3HaxomKeHHsI BHUPOOHHKIB Ta aJpecH Micisi IPOBadXKeHHsI iX Tisl/TbHOCTI.

1541 aBeHw0 Mapcenb Mep’e, 69280 Mapci n’'Etyans, ®paHiis.

[Tapxk Iugactpiens o'lakapsine, 27100 Bane-ge-Pou, @paniis.

Bynisna 5, Kamnona Ytua 1, bByganemr XXII, 1225, Yropmusa.

3asiBHHUK.

Canooi ITactep, Opanuis



Micue3naxonmemm 3adABHHKaA.

14 Ecniac Aupi Banne 69007 Jlion, ®pa#niis



