IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TEKCAKCHUM®/ HEXAXIM
BaknuHa mis npoditakTuku nudrepii, mpaBisi, KallTIOKy (auenmnﬂpﬂnﬁ KOMIIOHEHT),

renatuty B pekomOiHaHTHA, moTioMi€eniTy iHaKTHBOBaHA Ta 3aXBOPIOBaHb, CIPHYHMHEHUX
Haemophilus Tuny b, koH’1orosaHa, ancop0oBaHa, pigka

Cknao:
0itoui peyosuHu:

Diphtheria, tetanus, pertussis (acellular, component), hepatitis B (rDNA), poliomyelitis (inactivated)
and Haemophilus influenzae type b conjugate vaccine (adsorbed) (DTaP-IPV-HB-Hib);

OnHa mo3a BakuuHu' (0,5 MJI) MiCTHTB:

mu(pTEepiiHUY aHATOKCUH > 20 MO?
IpaBLEBUHA aHATOKCHH > 40 MO*
anturenu Bordetella pertussis:

KalllJTIDKOBUY aHaTOKCUH 25 MKT
GbinmaMeHTHU reMarTioTHHIH 25 MKT

iHaKTHBOBaHUI MOMioBipyC*:

tumny 1 (mram Mahoney) 40 D-opuHULL’
tuny 2 (muram MEF-1) 8 D-omuHUID
tuny 3 (mram Saukett) 32 D-oguHULL
TIOBepXHeBHil aHTHUTeH Bipycy remaTuty B° 10 Mkr
nonicaxapup Haemophilus influenzae tumy b 12 MKr

(momipubo3unpubdiTon pocdar),

KOH'IOTOBaHUM 3 IIPABIIEBUM IIPOTEIHOM 22-36 MKT

' Ancop6oBaHa Ha TiIpOKCHUI aloMiHilo, rigpaTtoBaHOMYy (BigmoBigae 0,6 mMr AD).
* MixKHapOMHi ONMHALI.

° AGO eKBiBaJleHTHA aKTUBHICTh, BU3HAYEHA OIIHKOK iMyHOT€HHOCTI.



* OrpuMaHi Ha KniTuHax Vero.
® AGO eKBiBaJIeHTHA KiJIbKiCTb QHTUTEHY, BU3HAUYEHA BiIOBIIHUM IMyHOXIMIYHUM METOLOM.

® OTpuMaHnuii Ha KniTMHAX ApixAXiB Hansenula polymorpha 3a gomnomoroo pekoMm6inanTHol [JHK-
TEeXHOJIOTIl.

0ONOMICHI PeYOBUHU:

rigpodocdar guHaTpio, gurigpodocdaT Kasio, TPOMETaMoJI, Caxapo3a, He3aMiHHiI aMiHOKUCIIOTH, Y
ToMy uncii L-beHinanaxid, rigpokcun HaTpito Ta/abo oIToBa KUCI0Ta Ta/abo XJI0PUCTOBOJHEBA
KHucnoTa (s Kopekiil piBas pH), i Boma mams iH'€KITi.

Y BakuuHI MOXYTb OyTU NPUCYTHI y CITiMOBiM KiTbKOCTI PEYOBHHY, 1110 BUKOPUCTOBYIOTLCS B IPOIeCi
BUPOOHHUIITBA: TIIyTapaiberia, GbopManbaerii, HeOMIllMH, CTPEITOMILIMH Ta MOJiMIKCHH B (muB.
po3min «[IpoTunokasaHHSI»).

IlonomixkHa pe4yoBUHA 3 BiIOMUMHU BJIaCTUBOCTSIMU:

dbeninananid - 85 MKT (guB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

Jlikapcbka ¢popma. Cycrensia ans in’ekmin mo 0,5 mn (1 go3za).

OcHogHi ¢i3uko-ximiyHi 81acmueocmi: CTepusibHa, KalaMyTHa 3 OilyBaTUM BiITIHKOM CyCIIeH3isl.

dapMmakoTepaneBTHYHA rpyna. KomOiHoBaHi mpoTubakTepianabHi Ta MPOTUBIPYCHI BaKIIMHH.

Kog ATX JO7CAO09.

ImyHon02iuHi i Giono2iuni 8 1acmueocmi.
dapmakoOuHamika.

IMyHOTEHHICTE BaKI[HU T'excakcum” y OiTed BiKOM IOHaA 24 MicALi B XOAi KJTiHIYHUX JOCIiAKEHb He
BHBYAIaCs.

IMyHHa BilNOBiOb MiCHS MEePBUHHOI BaKIIMHAIII]

IMyHOTEHHICTh BaKI[UHU T'ekcakcuM® OIiHIOBAJIH B KJTiHIYHHUX MOCTIMKEHHSIX y OiTed BiKOM Bif

6 TuxkHiB. HeMoBmngTa Oysu BaKIIMHOBaHI fiBoMa go3aMu (y Billi 3—5 Mics1iB 6e3 BakIMHAalIlil TPOTH
remnaTtuTy B Bimpa3sy micnst HapomkeHHs) abo TphOMa J03aMU KypCy MEPBUHHOI BaKIMHAlIii (B
6—10—14 THXKHIB 3 BaKI[MHAIIi€I0 IPOTHU renaTuTy B abo 6e3 Hel; 2—3—4 micsmi 6e3 BaKIKUHAIIi1
IPOTH TenaTUTy B Bimpa3sy micis HapomxkeHHs; 2—4—6 MmicsiliB 6e3 BaKIMHALlll TPOTH TenaTuTy B
Ofpa3ly Iic/is HapOoAXKeHHS Ta 3 BaKIMHAIII€I0 IPOTY relaTUuTy B ompady micias HapoOoKeHHS).



B mocmimkeHHSIX iIMyHOT€HHOCTI Yepes3 MicCsIlb icist OCTaHHbOI NO3U MEPBUHHOI BakKIMHalil (2-i abo
3-1 mo3u 3aeKHO Bif 3acTocoBaHoro rpadika) y 97,6-100 % mitedt 6yB HOCATHYTHH
CepOIpPOTEeKTOPHUY piBeHb aHTUTIN (= 0,01 MO/Mmn) npotu audTepii Ta y 100 % mitert — mpoTtu
IIpaBI.

[Ticns 3aBepleHHS TePBUHHOI BaKIuHalii 88-96,2 % HeMOBNIAT OyIu CEPOKOHBEPTOBaHi
(cepoKOHBepCis: MiHIMYM 4-KpaTHe MigBUILEHHS TUTPiB @HTUTIJI IPOTH KaIlJIFOKOBOTO aHATOKCUHY
(PT) Ta anTudinamenTHoro remarmioTuHiny (FHA) y mopiBHSHHI 3 piBHIMU aHTUTIN [0 BaKIuHalil (1o
BBefleHHs 1-1 mo3u)). BakiiuHanbHa BiAMOBiAb (IKIO KOHIIEHTPALIiST aHTUTINI 0 BaKIMHAL CTAHOBUTH
<8 OE/ mn (oguuuti (ELISA) imyHOpEpPMEHTHOT0 aHaIi3y/M), KOHIIEHTPAIis aHTUTIN Micys
BakIMHalll noBuHHa Oyty = 8 OE/M1, B iHIIOMY BUNIAgKy KOHIIEHTPALlS aHTUTIN Iic/Is BaKIMHALil
TIOBUHHA OyTU = PiBHA [0 BaKIKHAIlii) IuX aHTUTiN cTaHoBuIa 98,4-100 %.

[Ticns mepBuHHOI BakIuHalii moxnaiMene 99 % mited, siki Oyau BaKIIMHOBAHI 3-Ma [03aMH i
moHaimenIne 90,8 % miTel, sski Oyu BaKIMHOBaHI 2-Ma 003aMU BaKIIUHU TekcakcuM®, Manu
CEepOIPOTEKTUBHI TUTPU aHTHUTINI IPOTH BipycCiB nmomioMienity 1, 2 Ta 3 Tumis (= 8 y BeIu4uHi,
3BOPOTHIY IO CTyIEHsS PO3BeHEeHHS B peakllil cepoHelTparilatii).

Y 71,5 % (micnsg mBox mepBUHHUX 103) i 98% HeMOBNAT (Iic/is TPhOX IEPBUHHUX [03) OYIIO0 HOCATHYTO
piBHS TUTPIB aHTUTIN H0 nojipubo3unpuditrondocdary (IIPP (PRP)) = 0,15 MKr/mIL.

[MTonaiimeHntne y 95,7 % HeMOBIAT, dKi Oy7u IemnseHi 3 [o3aMu BaKIUHU Tekcakcum® (6e3
BaKIMHAIll IPOTH TenaTUTy B ofpa3y micis Hapo[XKeHHS), JOCATHYTO TUTPIiB @HTHUTIJI IPOTH
renatuty B (auTtu-HBs) B KoHneHTpanii =10 MMO/mMn yepes3 MicsIb micas 0CTaHHBOI 7031 Ta y 97,2
% HEMOBISAT — IiCIs APYrol 403y (IIpu 3aCTOCYBaHHI 2-M030BOI CXeMU BaKIMHallil Ta 0e3 BaKIMHallil
npotu renatuty B npu HapomxeHHi). [llonaliMenIe y 99 % miTell, BaKIMHOBaHUX BaKIIMHOIO IPOTH
renaTUTy B npu HapoaKeHHI, HOCATHYTO piBHA aHTUTIN 1o HBs =210 MMO/Mmi.

IMyHHa BifmoBigb micns 6ycTepHoi BaKIMHAIIi1

ITicns 6ycTepHOI BaKIMHAIl BaKIIMHOI ['ekcakcuM® y Bini 11—12 Micanis (micis 2-1030B0Oro Kypcy
TIepBUHHOI BaKIMHalil ¥ Biti 3—5 Mics1iB) Ta micns 6ycTepHOI BakKLKHalii HA APYTOMY POLi XKUTTS
(micma 3-m030BOT0 MEPBUHHOTO KypCy BaKIMHAaLIl y Bili Bifg 6 THKHIB 70 6 Micamis) 97,2- 100 % ta
100 % miTeit Manyu KOHIIEHTPAIIil0 3aXUCHUX aHTUTIN (> 0,1 MO/mn) npoTtu nudTepil Ta mpaBIs
BiiIOBITHO. Y Ci [iTH OOCATIA CEePONIPOTEKTOPHUX TUTPIB @HTUTIJI MPOTH BCiX TPHOX THUIIB
nosioBipyciB (=8 (1/po3BenenHs)). PiBeHb cepokonBepcii oyt antutin go PT ta antutin fo FHA
CTaHOBUB BinmoBinHO 86-96,2 % Ta 94,3-99,4 %. BakiinHanbHa BinmoBinb ais aHtuTin go PT ta
antuTin go FHA cranosuna 100 %. Big 93,5 % mo 98,9 % Bcix miTell ocsArny piBHA TUTPIB @aHTUTIN H0
agtureny [1P® = 1,0 mxr/mn. 99,7-100 % giTed 3 BakKIMHALIIE€IO IPOTU TeNaTUTy B IIpyu HapoaXKeHHi
Ta 96,4-99,4 % — 6e3 BakIMHAallil TPOTY TemaTUTy B Ipu HapoAXKeHHi JOCATIN KOHLIeHTpPallil aHTUTIN
go HBs = 10 MmMO/Mit.

IMyHHa BinnoBigb Ha aHTUreHu Hib Ta KamnoKy micisd BBeOeHHS 2 003 V Billi 2 i 4 MicALiB

ImynHa Bifnosigb Ha anTurenu Hib (ITP®) i kammoky (PT i FHA) oninioBanacs micnis BBeeHHS 2 103
y Higrpymi MauieHTiB, K1 OTPUMYyBaJu TekcakcuMm® (N = 148) y Bili 2, 4 Ta 6 micauis. IMyHHa
BignoBiab Ha aHTUureHu [1P®, PT i FHA uepe3 1 micaip micns 2 0o3, SKi BBOQUIKACS Y Billi 2 i

4 micsiniB, Oyna momibHOO M0 BiATIOBIMi, sika criocTepiranacs yepe3 1 Micsiipb micns 2-m030BOTO KypCy
IIepPBUHHOI BaKIMHAIIil, IKAY BUKOHYBaBCA y Billi 3 1 5 MicsauiB: Tutpu anTuUTin go [1P® = 0,15 Mxr/Mn
cnoctepiranucsa y 73,0 % oci0, BakinHanbHa BinmoBigs Ha PT -y 97,9 % ocib, BakuuHaNbHA BigIOBigh
Ha FHA -y 98,6 % ocib.



Cri¥KicTh iMYHHOI BiflOBifmi

HocmifKeHHS HOBTOCTPOKOBOIL CTIMKOCTI aHTUTIJI, iHAYKOBaHMX BaKIMHALII€I0, TiCJIA 3aCTOCYBaHHS
pi3HUX rpadikiB MepBUHHOTO KyPCYy BaKIMHALIil Y HEMOBIIIT Ta [AiTel MOJIOAIIOrO BiKy (IepBHHHA
BakIMHaIis y Biui 6, 10 Ta 14 TuxkHIB Ta OycTepHa BaKUKHalig y Bili 15—18 micsuiB 3 BakIuMHalIli€0
IIPOTH TenaTuTy B npu HapomxkeHHi abo 6e3 Hel (B [liBmeHHO-AdpUKaHCHKiM Pecmy6ili) Ta
IepBUHHA BaKUMHAIlA y Billi 2, 4 Ta 6 Mics1iB Ta OycTepHa BaKIMHallig y Bitli 12—24 micsii 3
BaKIMHAIli€I0 TPOTH renaTuTy B npu HapomxkeHHi (KonyM0ist)) mokasanu mifgTpruMaHHS PiBHIB
IMyHHOTO 3aX{CTY BUILle BCTAHOBJIEHUX 3aXWCHUX PIBHIB aHTUTIN [JjId BaKUWHAJIbHUX aHTUTEHIB.

PiBHi cepompoTeKiiii (3aranbHONPUUHATI cyporatu s aHTUTIN fo PT Ta FHA a6o KopensaTy 3aXucTy
(iHmri KoMIoHEHTH)) y Billi 4,5 poKy micis BaKIMHALlil BaKIIMHOIO Tekcakcum”:

aHTuTina mo 36ymHuka gudTepii: 97-100 % (= 0,01 MO/mn) ta'y 57,2-75,3 % (= 0,1 MO/mn);
aHtuTina po 36ynuuka npasus: 100 % (= 0,01 MO/mn) i 80,0-89,5 % (= 0,1 MO/mn); aHTHUTiNa IO
KalllJTIOKOBOT0 TOKcuHy PT: 22,2-42,5 % (= 8 OE/mn BignosigawTs 4 LLOQ (HUXKHIY TOPOTOBUMN
piBeHb KinmbKicHOT0 Bu3HaueHHd (2 OE/Mi) y iMyHODEepMEeHTHOMY aHasi3i); aHTUTiNIa (iTaMeHTHOTO
remarmotuHiny FHA: 85,6-93,8 % (= 8 OE/mn); anTtutina no HBs auTtureny: 73,3-96,1 %

(= 10 MMO/mn).

AnTHTina mo 30ymHMKaA MojioMieniTy 6ynu mpoaHai3oBaHi Jullle B BUIle3a3HAYEHOMY [IOCTIIXKEHHI B
Konym6ii: piBers ceponporexkiii (=8 (1/po3BenenHs)) ctaHoBuB 99,5 % (aHTUTINA [0 30yIHUKA
nomiomieniTy 1 tumy) ta 100 % (anTuTina go 30yoHUKa momioMiemniTy 2 Ta 3 TUMiB). PiBeHb aHTHUTIN 0
30ygHMKa IOJIIOMI€ENiTY He aHali3yBalucs B MOCIIIXKEHHI, 1110 TPOBOAUIOCH B [TiBOeHHO-
AdpukaHchKii Pecmy6rini (mepBrHHA BaKIMHalisg y Bitli 6, 10 Ta 14 TuXHIB Ta OycTepHa BaKIMHAIIiS
y Bini 15—18 Mmics11iB 3 BaKIIMHAIIEIO TPOTH TemaTUTy B mpu HapomkeHHi abo 0e3 Hel) yepes
npoBeneHHs HallioHanbHUX [OHIB IenneHHS 3 BUKoprucTaHHIM OIIB (opanmbHOI BaKIIWMHU IPOTH
OJTIOMI€ENITY).

CTiliKiCTh IMyHHUX BifIIOBifie}l Ha KOMIIOHEHT BaKIIMHU I'ekcakcuM® NPOTH renaTuty B oriHoBanach
B HEMOBJIAT, SKMM BBOIOUJIM BaKILMHY 3a IBOMa Pi3HUMU CXEMaMHU.

[Ticns 2-m030BOT0 KypCy MEPBUHHOI BaKI[MHAIll HEMOBIIAT y Billi 3 Ta 5 MicsiB 6e3 IIenaeHHs IPOTH
remnaTtuty B ofpa3sy micns HapomKeHHS, fKiy Bimi 11-12 MicsuiB oTpumanu 6yctepHy mo3y, 53,8 %
niten 6ynu cepo3axuiiieHuMu (aHTuTina go HBsAg = 10 MMO/mn) y Biti 6 pokiB i 96,7 %
IIPOIEMOHCTPYBA/IN HasIBHICTh aHaMHECTUYHOI BiITIOBifIi MMiC/Is OKpeMOol 03U BaKIIMHU IIPOTH
remnatury B.

[Ticrs mepBUHHOI BaKIIMHAIlil, III0 CKJIafiajach 3 OJHi€l 1031 BaKI[MHU IIPOTH TeMaTUTY B, BBemeHol
0IIpa3y Iicis HapoaXKeHHs, Ta 3-0030BOr0 KypcCy y Billi 2, 4 Ta 6 micsiis 6e3 6ycrepHoi go3u, 49,3 %
mitewt 6ynu cepo3axuliieHuMu (aHTuTina go HBsAg = 10 MMO/mn) y Bii 9 pokiB i 92,8 %
IIPOJIEMOHCTPYBAJIK HasBHICTh aHaMHECTUYHOI BiIIOBifIi Mic/Is OKPEMOl [03U BaKLIMHU ITPOTH
renaTtury B.

Li mani migTBEpAXKYIOTh HAABHICTb CTIMKOI iMyHHOI ITaM’sTi, 1110 PO3BHHY/IaCh B HEMOBIIAT, SKi
OTPUMYBaJIi BaKLAHY Tekcakcum®.

IMyHHa BIifNIOBiOb Ha CekcakcuMm”® YV HEIOHOIIIEHUX HEMOBIAT

IMyHHY BifIIOBifib Ha AaHTUTeHM BaKIUHU ['ekcakcuM® y HegoHomeHux (105) HeMOBNIAT (recTaliiHuit
BiKk Big 28 mo 36 TuxkHIB), y ToMy uucyi y 90 HeMoBisAT, MaTepi skux Oynu menseHi KITI-BakInHO0O



Iig yac BariTHocTi, Ta 15 HEMOBIAT, MaTepPi AKUX He Oy/IM IIEIIeHi i Yac BariTHOCTI, OLiHIOBAIK
micst 3-M030BOTO MIEPBUHHOI0 KYPCY BaKIMHalil y Bimi 2, 3 Ta 4 MicsA1iB Ta 0TpUMaHHsA OyCTepHOI
no3u y Bii 13 micsauis.

Yepes Mics1b Mmicysg MepBUHHOI BaKIMHAI1 BCi matienTu Oynu cepo3axulileHi Bif gudTepil

(= 0,01 MO/mn), mpagig (= 0,01 MO/mn) Ta nomiomienity tTuniB 1, 2 ta 3 (= 8 (1/po3BeneHHs));
89,8 % martienTiB Oynmu cepolaxuileHi Big rematuty B (= 10 MO/mn), a 79,4 % - cepo3axuilieHi Bif
iHBa3WBHUX 3aXBOPIOBaHb, BUKIUKaHUX Hib (= 0,15 MKr/min).

Yepes micsis micnst 6ycTepHOi 003 BCi malieHTy 0ynu cepo3axullleHi Big agudrepii (= 0,1 MO/mn),
npasus (= 0,1 MO/mn) Ta nomiomienity Tumis 1, 2 Ta 3 (= 8 (1/po3BeneHnHs)); 94,6 % mailieHTiB Oyu
ceposaxuleHi Bif rermatuty B (= 10 MO/mi), a 90,6 % - cepo3axuiiieHi Bifi iHBa3MBHUX 3aXBOPIOBaHb,
BuKNuKaHux Hib (= 1 MKr/™Mi).

[Ilomo KamutoKy, TO Yepe3 Micsipb MMics mepBUHHOI BakuuHaMii y 98,7 % Tta 100 % narienTis
YTBOPUJIUCH aHTUTL/IA Ha piBHI = 8 OE/mn po anturenis PT Ta FHA BignosigHo. Yepe3s micalp micns
oycTtepHoi mo3u y 98,8 % marlieHTiB yTBOPUINCS aHTUTINIA Ha piBHI = 8 OE/Mn mo 0060x aHTUreHis PT
ta FHA. KoHIleHTpallisl aHTUTIN [0 KaluToky 30inpimuaack v 13 pasiB micis mepBUHHOI BaKIMHALl Ta
y 6-14 pagziB micns oTpuMaHHs OyCTepHOI JO3H.

IMyHHa BINIOBiOb Ha CekcakcuMm® y HEMOBSAT, MaTepi akux 6ynu mernneHi KIITI-BaKIIMHOO I Yac

BariTHOCTI

IMyHHi BigIIOBifi Ha aHTUIeH: BaKIMHK ['ekcakcuM® y goHomenux (119) ta HemoHomerux (90)
HEMOBJIAT, MaTepi sikux Oynu menneHi K[TI-BakKIIXHOIO Iif Yac BariTHOCTI (Mix 24 Ta 36 TUXKHIMHU
BariTHOCTI), OI[iHIOBAJIUCH IiCJIsi 3-0030BOT0 IIEPBUHHOIO KYypCy BakIHaliil y Bimi 2, 3 Ta 4 Mic41iB Ta
micnsa oTpuMaHHS OycTepHOI 031 ¥ Billi 13 (HemoHo1IeHI HeMoBnsATa) abo 15 (HegoHoIeHi
HEMOBJISTa) MiCSIIiB.

Yepes Micsirs micrst epBUHHOL BaKIIMHAIIl BCi MallieHTu Oy cepo3axuineHi Big qudrepil

(= 0,01 MO/mn), npasug (= 0,01 MO/mn) Ta momioMienity TumiB 1 Ta 3 (= 8 (1/po3BenenHs)); 97,3 %
nauieHTiB 6ynu cepo3axullleHi Big nomiosipycy tumy 2 (= 8 (1/po3Benenns)); 94,6 % narieHTiB Oynu
cepo3saxullleHi Bifg rematuty B (= 10 MO/mn), a 88,0 % - Big iHBa3MBHMX 3aXBOPIOBaHb, BUKJINKAHUX
Hib (= 0,15 Mxr/Mmn).

Yepes Mics1lh micis oTpuMaHHs 0ycTepHOl qo3u Bci marllienTu 0ynu cepo3axuineHi Bim qudTrepii

(= 0,1 MO/mn), mpasug (= 0,1 MO/mn) ta noniomienity Tunis 1, 2 ta 3 (= 8 (1/po3Benenss)); 93,9 %
nalieHTiB Oynu cepo3axuineHi Big renatuty B (= 10 MO/mn), a 94,0 % - cepo3axuiiieHi Bif
iHBa3MBHUX 3aXBOPIOBaHb, BUKIMKaHUX Hib (= 1 MKr/min).

[Tomo KaIUTIOKy, TO Yepe3 MicsAlb Mmicnisa mepBUHHOI BaknuHalii y 99,4 % ta 100 % naiieHTiB
YTBOPUJIUCH aHTUTL/IA Ha piBHI = 8 OE/mn po anturexis PT ta FHA BignosigHo. Yepe3s micalp micns
oTpuMaHHs 6ycTepHOoi 1031 v 99,4 % malieHTiB yTBOPUIUCS aHTUTINa Ha piBHI = 8 OE/M1 mo 060x
antureniB PT ta FHA. KoHIleHTpallist aHTHTIN IO KalUTIOKy 36inbImuiiack y 5-9 pasiB micns
TIepBUHHOI BaKIMHAIll Ta y 8-19 pasiB micns oTpuMaHHsA OyCTEPHOI J03H.

IMyHHa BiNOBib Ha BaKIMHY CekcakcuM® B HEMOBJIST, SKi MaJly pu3uK 3apaxeHHsa BlJI-indekiieio

IMyHHI BiATIOBifl Ha aHTUTE€HU BaKILHHU T'ekcakcuMm” y 51 HeMOBNATH, IKi MaJld PU3UK 3apakKeHHS
BlJl-indexkuiero (9 iHpikoBarUX Ta 42 HeiH(IKOBaHNX), OLIHIOBANIKACH MiCNIS 3-H030BOT0 KypCY
TIepBUHHOI BakKIMHAaIlil y Bitli 6, 10 Ta 14 TuXHIB Ta OycTepHoi no3u y Bili Bix 15 mo 18 micsis.

Yepe3s MicsIb mics MepBUHHOI BaKIMHALIll BCi HeMOBIIsiTa Oynu cepo3axulleHi Big pudrepil



(= 0,01 MO/mn), npasug (= 0,01 MO/mn), Bipycy nomioMienity tumiB 1, 2 Ta 3 (= 8 (1/po3BeneHHs)),
rermatuty B (= 10 MO/mn) ta 6inbin Hix 97,6 % — Bif iHBa3MBHMX 3aXBOPIOBaHb, BUKIMKaHUX Hib (=
0,15 MKrT/M™MIT).

Yepes micsis micis 6ycTepHOi o3u Bei malieHTy 0yu cepo3axuineHi Big gudrepii (0,1 MO/mn),
npaBid (= 0,1 MO/mn), Bipycy nomiomienity tumiB 1, 2 Ta 3 (= 8 (1/po3BefieHHs1)), renaTuty B
(= 10 MO/mn) Ta 6inbmr HiX 96,6 % — Bif iHBa3MBHUX 3aXBOPIOBaHb, BUKIMKaHUX Hib (= 1 Mkr/mi).

[ITo cToCyeThCS KAIIIOKY, TO Yepe3 Micslp micis nepBuHHOI BakuuHalil y 100 % maiieHTiB
YTBOPHUINCS aHTHUTINIA Ha piBHI = 8 OE/M 10 aHTUTeHiB KallmoKoBoro anatokcuny (PT) Ta
aHTtudinaMmenTHoro remaraoTuHiHy (FHA). Yepes Micsip micnsg 6ycTepHoi fo3u ¥ 100 % matieHTiB
YTBOPHUJIKCS aHTHUTiNa Ha piBHI = 8 OE/Mn mo anturenis PT tTa FHA. PiBeHb cepoKOHBeDCIl,
BU3HAYEHUI K MiHiManbHe 4-KpaTHe 30ibIIeHHS MOPIBHSIHO 3 PiBHEM Iepeq BaKIMHAlli€o (Tepef
no3oio 1), cranoBuB 100 % y BlJI-iHdikoBaHil Irpymi CTOCOBHO aHTUTIN [0 KAIJIOKOBOTO aHATOKCUHY
Ta aHTHUTIN A0 (PiTaMeHTHOro reMarnTuHIHY, 96,6 % CTOCOBHO aHTUTINI [0 KALIJTIOKOBOTO
aHaTOKCHHY Ta 89,7 % CTOCOBHO aHTHUTIN A0 GiTaMEHTHOTO reMarjloTUHIHY y I'PYIi HeiHpiKoBaHUX
HEMOBJIAT.

EdbekTuBHICTh Ta Pe3VAbTATUBHICTL 3aXUCTV Bifl KAIIIIOK

EdexTuBHICTh BaKLIMHALl aHTUT€HaMU alle/TIoJIIPHOr0 KOMIIOHEeHTa KaluuIioKy (akK), 1o MicTaTecs y
BakIuHI ['ekcakcuM®, 175 podinakTHKY HaOINbII TSXKKOI, TUIIOBOI (3a BU3HaueHHSM BOO3) dopmu
KaLTIOKY (= 21 meHb TapOKCU3MaIbHOTO KalllJil0) 3aJ0KyMEHTOBaHa 3a pe3yJibTaTaMu
PaHIOMi30BaHOTO MOABIMHO-CIIIIOTO JOCTIIXKEHHS, B SKOMY HEMOBJIATa OTPUMYBaI 3-0030BUM KYPC
IIePBUHHOI BaKIMHallil 3a gonomoroio aK[II1 BakIMHY Y KpalHi 3 BUCOKOIO EHIeMiYHOI0
3axBopioBaHicTio (Cenerarn). Y 1boMy HOCHifXKeHH] 0y10 BUSIBIEHO HEOOXigHICTh 3aCTOCYBaHHSA
OycTepHOI 03U BaKLUMHU [iTSIM MOJIOAIIOTO BiKY, TOUMHAIOYN 3 6-TUXKHEBOTO BiKY.

Y 10-piunomy HallioHaIbHOMY 00CEpBaLiiHOMY [OCTioXKeHHi, sKe npoBoaunu y IlIBeril Ta mig yac
sgkoro rn’situBaneHTHY aKTT-ITTB/Hib BakuuHy BBO#UIX 3a cxeMoio ¥ 3, 5 i 12 micsis, 6yno
IIPOJEMOHCTPOBAHO NOBIOCTPOKOBY 3[ATHICTh aHTUTEHIB alleIIPHOr0 KOMIIOHeHTa KaumoKy (aK),
110 MiCTATHCS Y BaKIKMHI ['eKcakcuM®, 3MEHIIYBaTH 3aXBOPIOBAHICTh Ha KALIIOK Ta KOHTPOJIKOBATH
3aXBOPIOBaHHS Ha KAIUIIOKY [iTel. Pe3ynbTaTé HOBIOCTPOKOBOIO CIIOCTEPEXEHHS II0Ka3au pi3ke
3HU2KEHHS 3aXBOPIOBAHOCTI Ha KAIIIOK MiCg BBEAEHHS OPYrol 03U BaKIWHU He3aleXkHO Bif TOro,
SIKy caMe BaKLXHY 3aCTOCOBYBaJIH.

EdeKTUBHICTh 3aXUCTY Bil iHBa3uMBHUX iHdeKIil, BUKnuKanux Hib (Haemophilus influenzae tuny b)

EdexTuBHICTh BaKIMHALIil TPOTH iIHBA3WBHUX 3aXBOPIOBaHb, BUKIUKaHUX Hib, mnsxom BUKOPUCTaHHS
koMOinoBauux aKIIII i Hib BakiuH (1'AITUBaIEHTHUX Ta IECTUBAJIEHTHUX, Y TOMY YKCJIi BaKIMH, SKi
MicTaTh aHTHreH Hib Baknuay I'ekcakcuM®) Gynia IpofeMOHCTpOBaHa y HiMedunHi B XOfi TPHBAIOro
(3 5-piuHMM NEPiOIOM CIIOCTEPEKEHH ) NOCIIIXKEHHS MiCAApeecTpaliiHoro Harnsany. EQekTuBHIiCTh
BaKIKHaIll cTaHOBuUA 96,7 % micng Kypcy epBUHHOI BakiuHaii i 98,5 % micnsa BBegeHHS OycTepHOl
no3u (He3aJleskHO Bifl MEPBUHHOI BaKIIMHAIIil).

dapmaxoKiHemuxka.

He pocnipgxyBamnacs.

Kniniuni xapaKTepuCTHKH.



IToxka3auns.

IIpenapat 'ekcakcum® (aKOII-ITIB-I'B-Hib BakiuHa) moka3aHui A7 IEePBUHHOI Ta 6yCTEpPHOI
BaKIIMHAIlil HEMOBJIIAT i giTe!l MOJIOAIIOTO BiKy, IOYMHAIOYH 3 6-TUKHEBOTO BiKy, OIS MPOodiTaKTUKU
mudTepil, IpaBis, KAIUTIOKY, FeaTUTy B, momioMieniTy Ta iHBa3WBHUX 3aXBOPIOBaHb, CIPUYMHEHUX
Haemophilus influenzae tuny b (Hib).

BakuuHy CJ1il BAKOPHCTOBYBATH 3TigHo 3 0QilliHHUMH peKOMeHIalisiIMH HOPMaTHBHHX
TOKYMEHTIB 11010 MpOBeaeHHA NPOo}iIaKTHYHUX IIEIUIeHb, Til0UYHX Ha TePUTOPil YKpaiHu.

IIpomunoka3aHHsi.
AHadinakTudHa peaxilis B aHaMHe3i Ha IToNepefHe BBeleHHS BaKIUHY [ eKcakcuM®.

linep4yTnuBiCTh OO0 Oif0UMX PEUOBUH, [0 OYOb-SKOI 3 HOIIOMIXKHUX PEUOBUH, ITePeliueHnX y Po3aisi
«Cxag», 00 3a/JIMIIKOBUX PEUYOBUH, IKi MOXKYTh 3HAaXOOUTHUCS B IIpenaparti y CIIiZ0BUX KiJIbKOCTSAX
(rmytapanbperin, dopManbaerif, HEOMILMH, CTPENTOMIIMH Ta MoniMikcuH B), mo 6ymb-siKol BaKIIMHU
NPOTH KaITOKy abo Ha MoIepeHE BBe[ileHHs BakIMHu ['ekcakcuM® a00 BaKLWHHY, 110 MiCTUTh TaKi
caMi miroyi KOMIIOHEHTH ab0 CKIafoBi.

[ToTpibHO BigKnacTu iMyHi3alifo y ocib 3 moMipHUMHU ab0 BaKKUMU TOCTPUMHU TapsIYKOBUMU
3axBOpIOBaHHAMHU abo iHdekIrieto. HasgBHICTL nerkux iHdekii Ta/abo HeBeMKOTro MigBUIIEHHS
TEeMIIePaTypH Tijla He MOBHUHHI OyTH MPUBOHOM M5 BiIKIagaHHS IIEIIeHHS.

IllennenHs BakIMHO0 ['eKcakcuM® IPOTHUIIOKa3aHe 0cobaM, y SKMX BUHHKIIA eHIedaonaris
He3'sSICOBAHOI €TioJoril MPOTATroM 7 OHIB IiC/sS IOIEPEeNHbOTO IIEIEHHS BaKIIMHOIO, III0 MiCTHIIa
KaIIUTIOKOBUY KOMITOHEHT (ILiTbHOKJIITUHHUM a00 allemoIsIpHuil). 3a TAKUX YMOB BaKIIMHALIII0 TPOTH
KAIIUTIOKY CJIi IPUIUHUTHY i KypC BaKIMHallil HeoOXiTHO TPOOOBKUTH BaKIIMHOIO TPOTH AuPTEii,
mpaBls, rernaTuty B, nomiomieniTy ta Hib-iHdekirii.

Bak1iuHy MpoTH KaIUTIOKy He CJIifl BBOOUTH 0co0aM 3 HEKOHTPOJIbOBAHUM HEBPOJIOTIYHUM PO3JIaioM
ab0 HEKOHTPOJILOBAHOIO EIIiNIeNCielo N0 MpH3HaYeHHS HalleKHOr0 JIiKyBaHHS IIbOTO CTaHYy,
HOpMaJti3allil cTaHy IalieHTa Ta IMOKW KOPUCTD Bif TAKOTO IIeleHHs Oyle 0qHO3HAYHO IlepeBaxaTu
PU3UKH.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

T'ekcakcuM® MOXKHa 3aCTOCOBYBATH OJHOYACHO 3 MTHEBMOKOKOBOIO TI0JIiCaXapyIHO0 KOH I0TOBAHOIO
BaKIIMHOIO0, BaKIIMHAMMU OJIs1 TPO(DilaKTUKK KOPY, MapOTUTY, KpacHyxu (MMR), poTaBipycHUMEI
BaKIIMHAMH, KOH I0OrOBAaHOIO BAKIIMHOIO IMPOTH MEHIHTOKOKY C a60 3 KOH'I0Tr0BaHO BAaKIIMHOIO ITPOTH
MeHIHTOKOKY Ipyn A, C, W-135 Ta Y, ockinbku He 6y/10 BUSIBJIEHO KJTiHIYHO 3HAYYIIOTO BIJIUBY Ha
YTBOPEHHSI @HTUTIN O KOXKHOT0 3 BBE[IEHUX aHTUTE€HiB. M0XKe CIIOCTepiraTucs KIiHIYHO 3HAUYILIUX
BILIUB Ha BIATIOBIAb @HTUTIJI IPX CYMICHOMY 3aCTOCYBaHHI BaKI[MHU T'ekcakcuM® i BaKIMHU IPOTHU
BiTPSHOI BicTiM, TOMY 1ii BAKIIMHY HE CJIifi BBOOUTH OIHOYACHO.

fKIO0 PO3rIAfacThCA IUTAHHA PO OJHOYACHE BBEIEHHS 3 IHIIOK BAKIMHOW, IIEMJIEHHA IUMHU
BaKIMHAMU Ma€ BUKOHYBATHUCA Yy Pi3HI AUIAHKY Tina.

T'ekcakcuM® He MOXKHA 3MinryBaTH 3 Oyab-IKMMU iHIIMMU BaKIIMHAMU a00 iHIMUMU JTiKapChbKUMU



3acobamy, IIPpU3HAYEHNMH [OJId IIaPEHTEPAJIbHOTO BBEOEHH.

He Hapxonuio X0OHUX MOBiTOMIIEHDb NP0 BUMAAKY KIIiHIYHO 3HAYYIIO0l B3a€EMOLil 3 iHIIKUMHU
JiKapchKUMHU 3acobaMu ab0 0ioNoriyHUMU MPOAYKTaMH, 3a BUHSITKOM IIPOBEIEHHS iMyHOCYIIPECUBHOI
Teparil (quB. po3min «OcoOGIMBOCTI 3aCTOCYBAHHS»).

BrnuB Ha pe3ynbTaTé 1ab0paTOPHUX aHami3iB: AuB. po3min «OCcoOIUBOCTI 3aCTOCYBaHHS».

Ilepen mIeNIEHHSIM HEOOXiIHO MONMePeIUTH JIiKapsi PO MPUHOM OYIb-IKHX MeIHKaMeHTiB
(y ToMmy uHcCi1i 0e3penenTypHHux).

Oco06.1ueocmi 3acmocyeaHHsi.

BigcTtexxeHHS

3 MeTO10 TOKpallleHHs BificTexkeHHs 6i070TigyHUX JTiKapChbKUX 3aco0iB CIIif 4iTKO piKCcyBaTu Ha3By Ta
HOMED cepii BBeIeHOT0 JTiIKapChKOT0 3aco0y B MeIWUHill JOKyMEeHTallil TPU IPOBefleHHi IIelIeHb.

[Tepen BBemeHHSM BaKLMHMU IONIePeAHLO HAallOBHEHK MIIPHI] a0o (H1akoH HeoOXiTHO CTPYCUTH [0
OTpUMaHHS OJHOPiAHOI, KajaMyTHOI 3 O6ifyBaTUM BifiTiHKOM cycneH3il. 3abip go3u (0,5 mn) i3
(bnaxkoHa 3[iMCHIOITE 3a JOIOMOTIOI0 IIITPUIia AJIS iH EKITN.

CycmieHgito nepef BBefleHHIM He0OXiIHO Bi3yaJbHO OTJISHYTH. Y pa3i HagBHOCTI OyOb-IKUX CTOPOHHIX
MOMIIIIOK i/a00 3MiHM 30BHIIIHBOTO BUTJIAAY L€l MOIepeqHb0 HalloOBHEHUY MIpuI] abo ¢IakoH Ciif
3HULLIUTH.

Y pagzi BUKOpHCTaHHA IINPULiB 6e3 mig eqHAaHOI TOJIKH, TOJKY CIIif ITiIbHO IPUKPIMUTH [0 IIMPULIA,
obepTaioyu il Ha OHY YBEPTH KOJIa.

3auINKY BaKIWHY a00 HEBUKOPUCTAHI MaTepiany HeoOXiqHO 3HUIIUTH 3TigHO 3 Oil0YUMU BUMOTAMHU
IIOM0 yTHIi3allii 6ioorivHux BigxoiB.

T'ekcakcuM® He 3a6e3ledye 3aXUCTY Bifl 3aXBOPIOBaHb, BUK/IMKAHKUX iHIMMMHU 30YIHAKAMH, OKPIiM
Corynebacterium diphtheriae, Clostridium tetani, Bordetella pertussis, Bipycy remnaTtury B, Bipycy
nosniomieniTy Ta Haemophilus influenzae tuny b. OfHaK MOXHa O4iKyBaTH, [0 TaKe IelIeHHs Oyne
TIIoNlepe)KyBaTH PO3BUTOK renatuty D (00yMoOBIeHUN eNlbTa-aT€HTOM), OCKiJIbKY renaTuT D

He BUHUKAE 3a BiICYTHOCTIL B OpraHi3Mi BipyCy remnaTtuty B.

TekcakcuM® He 3abe3rneyye 3axXUCTy BifiHeEKIIil MeviHKy, BUKIUKaHUX BipycaMu relaTuTy A,
renatuty C ta renaturty E, abo Bif iHIINX Ne4YiHKOBUX [TaTOTE€HIB.

Y 3B’sI3Ky 3 TpUBaIuUM iHKyOallilHUM I1epiogoM remaTuTy B MOXKIIKBO, 10 HA MOMEHT ILIETIJIEHHS B
oprasi3mi Oyme MpuUCyTHS Hepo3ni3HaHa iH(eKIlid, BUKIMKaHa 30ygHUKOM renaTuty B. Y Takux
BUTIA[IKaX IS BaKI[MHA HE MOXe IOIepPeuTH PO3BUTOK renaTury B.

TekcakcuM® He 3abe3rneyye 3aXUCTy Bif iHQeKIiiHNX 3aXBOPIOBaHb, BUKJIMKAHUX iHIIUMU TUIIAMU
Haemophilus influenzae, abo Bif MeHIHTiTYy iHIIIOI €TiOJIOTii.

[TauieHTH MOBUHHI Tepe0yBaTH i MEAUYHUM HaTNIsAoM NpoTAaroM 30 XBUIUH IiCyid BBeJEeHHS
BaKIWHH.



[IepIin HiXK BUKOHYBATH IIENJIEHHSA

[ToTpibHO BigKnacTu iMyHi3alito 0ci6 3 mOMipHUMU ab0 TSIKKUMU TOCTPUMHU TapsTYKOBUMU
3axBOpPIOBaHHAMHU abo iHdekIrieto. HasgBHICTL nerkux iHdekIii Ta/abo HeBeTMKOTr0 MigBUIIEHHS
TeMIIepaTypH Tijla He MMOBUHHI OyTU MPUBOMOM [JIs BigKIagaHHS IIEITeHHS.

[Tepepn memnneHHsIM HeOOXiTHO BUBYUTH MEIUYHUYN aHAMHe3 MallieHTa (0coOIMBO MO0 IMOIepeqHix
BaKIMHAIli¥ Ta MOXKIMBUX MOOIYHUX peakilii Ha HUX). HeoOXimHO peTenbHO 3BaXKUTHU OOLINTBHICTD
3aCTOCYBaHHS BakKI[MHU TekcakcuM® mallieHTaM, B aHaMHe3i SKUX € cepio3Hi ab0 TSIXKKi peaxilii, 110
BUHUKIIY y Tiepiii 48 TonuH micis BBefeHHs 0yab-sKOl BAKIIMHY 3 MTOXIOHUMY CKJIaJOBUMHU.

[Tepr HiXK BBOAUTH iH €KUINHUM IITITXOM OyIb-siKuit 6ioyoriyHUM MeguuHMit MPOAYKT, 0coba, TKa
BiilIOBila€ 3a BBEMEHHS BAaKI[MHYU, IOBUHHA BXUTH BCiX HEOOXiMHUX 3aI00iKHUX 3aXO0MiB MJIs
3anobiraHHs BUHUKHEHHIO anepriyaux abo Oyap-gIKuX iHIMKUX peakiliii. 4K i y pasi 3acTocyBaHHS OyOb-
SIKOI BaKLIMHHU, 1[0 BBOOUTHCS iH €KIIiIHO, 3aBKAU Ma€ OyTU JOCTYIIHUM HajleXKHe JIiIKyBaHHA Ta
Harjsdy 3a NallieHTOM Ha BUIAJ0K MOXKJIMBOTO PO3BUTKY aHa(inakKTHYHOI peakiiil micysa BBeJeHHS
BaKIWHU.

Axio Bimomo, 110 micad OTPHMaHHA MMaIieHToOM 6ynB-HKOi BaKIIMHU 3 KAaIITIOKOBHM KOMIIOHEHTOM
BHHHKAJIO 6YJIB-HKG 3 nepeniquHx HHUXK4Y€e SBUIII, H606Xi;E[HO PeTeJIbHO 3BAXKUTH piH.IeHHﬂ IIpo
ImogaJibilie BBeJEeHHA 103 BaKIWHH 3 KalllJIDKOBUM KOMIIOHEHTOM:

. Temmeparypa Tina = 40 °C npotsrom 48 roguH micis BaKLKMHALl, 3a BUHITKOM BUIAKiB, KOIU
HasBHA iHIIa ifeHTU(diKOBaHa MPUYUHA;

. Konarnc abo MmoKononibHui cTaH (TimoTOHIYHO-TiNOPECTIOHCUBHUN CUHAPOM) IPOTATOM 48
TOOMH IIiCJIA BaKIMHAIIII;

. TPHBaJIMi HEBTaMOBHUM IIJIa4 IPOTSATOM = 3 TOOWH BIPOAOBXK 48 TOOUH Iicisa BaKLIMHALL;

. CyZOMH, 3 MiABUILIEHHSM TeMIlepaTypu abo 6e3, siKi BUHUKIIM IPOTATOM 3 OHIB MiCsg
BaKI[MHAILIIl.

MoxnuBi geski 06CcTaBuHM, 3a IKUX IIOTEHIiNHA KOPUCTD Oy/ie MepeBUIyBaTH MOXKITUBI PU3UKHY,
HaIpUKIIa[l BUCOKa 3aXBOPIOBAHICTh HA KAIUTIOK Y TOMYJISIIII.

HasiBHiCTh B aHaMHe3i (heOpUIbHUX CYIOM, HAsIBHICTh Y POOUHHOMY aHaMHe3i cygoM abo CuHOPOMY
PaInToBOl CMEPTi HEMOBJIATH He € IPOTUIIOKA3aHHAMH [0 3aCTOCYBaHHS BaKLIMHHU ['ekcakcuM'. 3a

ocob0aMu, B aHaMHe3i SIKuX € peOpubHi cynoMu, HeoOXimHO 3MiMCHIOBATH PETENbHUM HAT IS MiCs
IIeneHHs, OCKITbKY TakKi Mo6GiuHi peakilii MOXyTh BUHUKATH IIPOTATOM 2-3 OHIB Iic/g BaKIIXHAIIl.

ZAK110 y malfieHTa miciis OTPUMaHHS MONlePegHbOl BaKIIMHY, sIKa MICTHJIa IIpaBleBUY aHATOKCHH,
PO3BUHYBCS cuHApPOM [itieHa - bappe abo m1eyoBuil HEBPUT, PillleHHS PO MOAAJIbIIe 3aCTOCYBaHHS
Oynmb-sIKOI BaKIIMHY, 110 MICTUTD IIpaBIeBHAY aHATOKCHUH, CJIifl MpUiiMaTHA Ha OCHOBI PETENbHOI OLHKH
IIOTEHI[IHOI KOPHUCTi Ta MOXKJIMBUX PU3UKIB BaKIMHALllil, HAIPUKJIaf, 3 OTJIIAY Ha Te, OyB IIOBHICTIO
IIPOBEeEeHUY KypC IePBUHHOI BaKI[MHAalil 4yX Hi. BakiuHaIis 3Bu4aiiHO BUIIpaBaaHa y pa3i HEIIOBHOTO
KypCy IepBUHHOI BaKIMHalil (HapuKiaz, K10 BBeAEHO MeHIIIe HiXK TPU J03U BaKI[UHN).

IMyHOTeHHICTh ITi€l BAaKIIMHU MOXK€E 3MEHIIYBATUCS, SKIIO MalliEHT OTPUMYE
iMmyHOCYnpecuBHyTeparniio abo Mae iMmyHoneinuT. PeKoMeHAYETLCSA 3a4eKaTH 0 3aKiHUeHHS TaKol
Tepalii abo 3HNKHEHHST 3aXBOPIOBAHHS, MEPII HiXK MPOBOOUTH BaKIKHAaIi0. OgHAK BaKIIHHAII 0Ci0 3



XpoHiYHUM iMyHO#edinrTOM, Hanpukiap 3 iHdexuieo BIJI, peKOMeHOY€eThCS BUKOHYBAaTH, HaBiTh
SIKIIIO BifITTOBiAb aHTUTINT MOXKe OyTH 00MEKEHO0.

Oco0auBi TPy MAITIEHTIB

HoctymnHi gaHi mono imyHoreHHoCTi y 105 HegoHOIIeHNX HeMOBIAT. Ui faHi MiATBEPOXKYIOTh
3aCTOCYBaHHS BaKIMHY ['eKcakcuM® He[OHOIIeHUM HiTAM. fK i 09iKyBanocs, y HeOHOIEeHNX
HEeMOBJISIT CIIOCTepirajgacs HUXK4a iMyHHA BIifIOBigb Ha [esKl aHTUTeHU IIPU HeIIPIMOMY IOPiBHSHHI
3 TAKOI0 V IOHOIIEHNX HEMOBJISAT, X0Ua CEPOIPOTEKTUBHUX PiBHIB Oy10 JOCATHYTO (IUB. PO3MiN
«PapMakoguHaMmika»). Y KniHigyHUX BUNIPOoOyBaHHSAX JaHuX 3 6e3MeKu 3aCTOCYBaHHS HEIOHOIIEHUM
HEMOBJIITaM (HapoaXKeHUX Y TepMiH < 37 THXKHIB recTallil) He 30upai.

[Ipu poBemeHHI Kypcy MEPBUHHOI BaKLIMHALI1 CTi[l BpaXOByBaTH IMOTEHIIINHNAN PU3UK PO3BUTKY
anHoe Ta HeoOXifHICTh MOHITOPUHTY AUXabHOI QPYHKINI BIPOOoBXK 48-72 roguH y Oyxe
HEJOHOIIEeHUX HEMOBJIAT (HAapOAXKEeHUX ¥ TePMiH < 28 THXKHIB recratlii), 0CO6JIMBO y AiTeH i3
HEe3PiMiCTIO guXanbHOl CUCTEMU B aHaMHe3i. OCKiIbKM KOPUCTD Bil BaKIMHAIIil B I[ill TPYIIi HEMOBIIST
€ BHCOKOIO, BAaKIIMHAIIIO He CJIifi CKacOBYBaTH a00 BigK/IamaTH.

BapianTu iMyHHOI BifilTOBifi Ha BaKIMHY 3a7I€2KHO Biff TEHETUYHOTO IOIiMOP(i3aMy HEe BUBYAIUCS.

Y 0cib 3 XpOHiIYHOI0 HUPKOBOIO HEJOCTATHICTIO CIIOCTEPIira€EThCA HEOOCTATHS BiATIOBigL Ha iMyHi3allilo
npoTu renatuty B. [ TaKMXMaLi€HTIB CITif 3BaXKUTHU OOLIIbHICTh BBEIEHHS AOJAaTKOBUX HO3
BaKIMHU [IPOTU renaTUTy B 3a1eKHO Bif PiBHIB @HTUTII A0 TIOBEPXHEBOI'0 aHTUTEHY BIpyCy IelnaTUTy
B (anTtu-HBsAQ).

[laHi Mpo iMyHOTEHHICTh B HEMOBJIAT, AKi Manu pu3ukK 3apaxeHHs BlJl-indekiieio (indikoBaHi Ta
HeiH}iKoBaHi), IOKa3a1y, o BaKIUHA [ eKCaKCuM® € IMyHOT'€HHOIO [J1s1 IOTEHIINHO
iMyHOmeilUTHOI IOy Il HEMOBIISIT, IKi Manu PU3UK 3apaxeHHs BlJI-iHdek1ieto, He3amexkHO Bif
ixaporo BIJI-cTaTycy npu HapopXKeHHi (ouB. po3ain «dapmakonuHaMika»). 2KogHux crenudpigHux
mpo6iieM 3 Oe3MeKy B 1Iiii MOMYJIAIlil He CIIOCTePiraaocs.

3ano0ikHi 3aX0I¥ IPU 3aCTOCYBaHHI

He cnig BBOgUTH npenapaTr BHYTPilIHLOCYTUHHO, BHYTPiIIHHOMKIPHO a00 mimmkipHo.

4K i Bci BaKUIMHU [ iH €KLINHOTO BBeleHHS, 110 BaKI[MHY CJIif 3 00epeXKHICTI0 3aCTOCOBYBATH
ocobam 3 TpomOoIuTONEeHI€0 ab0 3 MOPYIIEHHSIMYU 3TOPTAaHHS KPOBi, OCKiNIBKY y TaKUX IMalli€HTiB
Iic/s BUKOHAHHS BHYTPIITHBOM 130BO1 iH €K1 MOXX€e BUHUKHYTH KPOBOTEYa.

[Ticns 6ynob-gKO1 BaKIMHAIIi ab0 HaBiTh Iepef HEl0 MOXKe BUHUKHYTU CUHKOIIE SK IICUXOTeHHa
peaxIlis Ha BBeOeHHS oKy, [IoTpi6bHO BXKUTH BigImOBIIHUX 3aX0fiB, 1100 3amobirty TpaBMam
YHACJiIOK HEMTPUTOMHOCTI Ta YCYHYTH CUHKOIAJbHI peakiiil.

BrnnuB Ha pe3ynbTaTy 1a60pPATOPHUX aHAi3iB

Ockinbku anturex Hib, sKuit € KancyIbHUM IOTiCaXapuioM, eEKCKPETYETLCS 3 Ce4el0, IPOTATOM
1-2 TUXKHIB mic/Ig BaKIMHAIII MOXKIIMBUYM TTO3UTUBHUYN PE3y/IbTaT aHaNi3y cedi Ha 1ei 30yguuK. s
nigTBepOXKeHHs HasgBHOCTI Hib-iHdexkIril B 11e# mepion HeoOXigHO BUKOHYBATH iHIII aHaIli3u.

CekcakcuM® MiCTHTb deHinanaHi, Kaaiii Ta HATPiK

T'ekcakcuM® MiCTUThL 85 MKT (eHinananiny Ha KoxHi 0,5 Ma mo3u. deHinanaHin Moxe GyTH
mKinmuBuM a1 oci6 3 deninkeronypieto (OKY) - pigkicHUM reHeTUYHUM PO3JIafoM, 3a STKOTO



BimOyBa€eThCS HaKONMUUYEeHHS (peHiNanaHiny, OCKiIbKY OpraHi3M He 30aTeH BUBOOUTH HOT0 HaJleXKHUM
YUHOM.

I'ekcakcuM® MicTUTh MeHIIe 1 MMob Kamito (39 Mr) Ta MeHme 1 MMomb HaTpiio (23 Mr) B ofHii 103,
TOOTO IIpemapaT NpakTUYHO BiTbHUY Bif Kaiio Ta HaTpilo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
BariTHicTb
He 3acTocoByeTbcs. LIs1 BakIMHA He MPHU3HAYAETHCS XKiHKAM PETTPOTYKTUBHOTO BiKY.

l'ogyBaHHA TpyANI0

He 3acTocoByeTncs. Ll BakIMHa He IPU3HAYAETHCS XKIHKaM PENPOLYKTUBHOTO BIKY.

®epTUNLHICTD

He 3acTocoByeTbcs. L5 BakIMHA He TPU3HAYAETHCS XKiHKAM PENIPONYKTUBHOTO BiKY.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

He 3daCTOCOBYETHCH.

Cnoci6 3acmocyeaHHss ma do3u.

EOSyBaHHH

IlepguHHa 8akyuHauis

Kypc nepBuHHOI BaKIMHAaIlil CKTaga€eThCs 3 2 003 (SIKi BBOASATH 3 iHTePBAJIOM HE MEHIIEe HixX
8 TuxHiB) a0o 3 o3 (sIKi BBOASTH 3 iHTepBaIOM He MeHIIIe HiXK 4 THXKHi) BiIMoBigHO 0o odiriftHux
PEKOMeHaIliu.

[Tpu 1pOMy MOKHA BUKOPHUCTOBYBATH yCi CXeMU BaKIKHAaIlil, B TOMy 4HCIi Po3mmpery nporpamy
imynizanii BOO3 (EPI) 3i mennenssam y Bimi 6, 10, 14 TuXKHIB, He3aJ€XKHO Bifi TOTO, BBOOUIN OUTHHIL
[03y BaKLWHYU [IPOTHU reraTuTy B ogpa3ly micnisg HapoaXKeHHS 4M Hi.

Y pasi BBe[leHHSA OUTHHI 103U BaKILMHY [IPOTU renaTuTy B ompasy micis HapoaKeHHS:

- TekcakcuM® MOXHA BUKOPMCTOBYBATH [IJIsI BBEIEHHs MONAaTKOBUX 03 BAKIMHU IPOTH T'€IaTUTY B,
IIOYMHAIOYHY 3 6-TUXKHEBOT0 BiKy. JKIIO Apyra J03a BaKLUWHY IIPOTHU rernaTuTy B Mae 6yTu BBefleHa
paHilile IbOTO BiKY, He0OXiIHO BUKOPHCTOBYBaTH MOHOBAJIEHTHY BaKLMHY IIPOTHU TemaTUTy B.

- Bakiuay ['ekcakcuM® MOXKHa 3aCTOCOBYBATH B 3MIllIaHKWX CXeMaX iMyHizarii
reKCaBaJIeHTHOIO/IeHTaBaJIeHTHOIO/TeKCaBaJIeHTHOI0 KOMOIHOBAHUMHY BaKIIMHAMY 3TiNHO 3
0QilitHIMY PeKOMEeHOaIlisIMHU.



BycmepHa sakuyuHauia (pesakyuHauis)

[Ticns 2-m030BOTO KypCy NMEPBUHHOI BaKI[MHAIlil BAKIIMHOIO T'ekcakcuM® HeOOXiIHO BBECTH OHY
OycTepHy [03y Ipemnapary.

[Ticns 3-m030BOT0 KypCy NMEPBUHHOI BaKI[MHAIlil BAKIIMHOIO T'ekcakcuM® CJIil BBECTH ofHy OyCcTepHY
103y Ipenapary.

BycTepHi 031 noTpiOHO BBOAUTH He paHillle HiXk Yepe3 6 MiCSIiB MiC/Ig 0CTaHHLOI 103U KyPCY
IIepPBUHHOI BaKIMHAIIl 3 JOTPUMaHHSAM BUMOT OQiIliitHO 3aTBEpOKEHNX HOPMAaTHBHUX TOKYMEHTIB
1010 ITPOBEEHHS MPO(iTaKTUYHUX IIEelNIeHb, Jil0YUX Ha TepUTOpil YKpainu. HeoOximHO BBECTH SIK
MiHIMyM ofHY H03y BakiuHu Hib.

Kpim TorO, SIKIIIO BaKIMHAIIiI0 IPOTH IrelaTUTy B He BUKOHAIM Ofipa3y Miciisd HapomKeHHs, HeoO0XiIHO
BBeCTU OyCTEpHY 003y BaKLUMHU IPOTU renatuty B. [Ins uiei 6ycTepHOol BaKIMHAI MOXHa
BHKOPHCTOBYBATH BaKIMHY [€KCAaKCHM".

ZAKI0 BaKUIKHAIII0 IPOTY reaTUTy B BUKOHYBa/IM ofgpa3y Mic/is HapoAXKeHHS, Micns 3-0030B01 CXeMu
TIePBUHHOI BaKLMHAIll K OyCTepHY BaKIUHY MOXKHA BUKOPUCTOBYBaTH I'ekcakcuM® a6o
n’atuBaneHTHy aK[II-IT1B/Hib Bakiuny.

T'ekcakcuM” MOXKHa 3aCTOCOBYBATH K OyCTepHY BakIMHY 0co0aM, SIKi paHillle 0OTpEMyBaIH
IIenIeHHS iHINo0 IIeCTUBAeHTHOIO BaKIIMHOIO abo m’stuBanenTHOI0 aKITI-ITIB/Hib Bak1KHOIO ¥
KoMOiHallii 3 MOHOBaJIEHTHOIO BaKI[MHOIO IIPOTH T'elaTUTy B.

[Ticna BakmuHaril y Bimi 6, 10, 14 TuxHiB 3rigHo 3 pekoMeHpauismMu EPI BOO3 cnig BBoguTu
OycTepHY [03Y:

- SIK MiHIMyM HeoOXiHO BBeCTH OfHY OyCTEpHY 03y IOJII0BAKIINHU;

- SIKIII0 BaKI[MHALII0 IPOTY TenaTUTy B He BUKOHAM ogpa3y Iic/Is Hapo[aXKeHHs, HeoOxigHO
BBeCTU OyCTEPHY 003y BaKLIMHU IPOTHU TeNaTUTy B;

- BakKLMHY [eKCakCMM® MOXHA BUKOPMCTOBYBATH My OyCTEPHOI BaKIKHALIIL.

IIpu npoBeaeHHi iMyHi3anii Ha TepuTOpil YKpaiHu n1010 cxeMH 3aCTOCYBaHHsI,
MPOTHUIIOKAa3aHb Ta B3a€MOil 3 iHIIUMH TiKapCLKHUMH 3aC00aMH CJIii KePyBaTHCA TiIOYHMH
Haka3zaMu MO3 YKpaiHH 110710 NPOBeIeHHsI NPOQiTaKTHYHHX HIEI/ICHb.

IllenieHHsT IPOBOTUTH MeTHYHHUH IIEPCOHAI Y KabiHeTax meIIieHb JTiKyBa/IbHO-
npodiTaKTHYHUX 3aKIadiB.

Cnoci6 3acTocyBaHHS

[ITenienHst HeoOXiTHO BUKOHYBATH IIISIXOM BHYTPIIIHEOM s130BO1 iH’€KIlii. PeKOMeHmoBaHUMU
MicIsgMu [Jist il €K1l € mepegHboIaTepaibHa TOBEPXHS BePXHbOI YaCTUHHU CTeTHa (6axKaHo) y
HEMOBJIAT Ta HiTel MOJIOMIIOrO BiKy, MTOYMHAIOUM 3 6-THKHEBOTO0 BiKy, ab0 IembTonomiOHMiM
IIJIEYOBUY M'43 Y AiTeX CTaplloro BiKy, TOYMHAUYU 3 15-MiCAYHOrO0 BiKy (Y II0 [iISHKY BaKLIKUHY
MOKHa BBOOUTH 3 15-MiCAYHOrO BiKY).

Himu.



BesneyHicTh Ta e(eKTUBHICTh 3aCTOCYBAaHHS MpenapaTty [ekcakcuM® [IiTsSM BiKOM [10 6 THKHIB
Hapasi He BCTaHOBJIeHi. [laHi 3 IbOr0 IPUBOAY BiACyTHI.

Takoxk HeMae JaHUX IIOA0 3aCTOCYBaHHA I[bOTO IIpenapaTy AiTAM CTapIlloro BiKy (OUB. PO3Hinu
«[Tobiuni peakuii» Ta «IMmyHosoriyHi i GioymoriyHi BMacTUBOCTI»).

Ilepedo3yeanHsi.

[Tpo BUNagKu mepefo3yBaHHS HE MOBigOMIISIOCS.

ITobiuni peakuii.
a) 3BeneHi maHi monpo opodinio 6e3meKn IpenapaT

B xopi kJiHIYHUX [OCHIAXKEHD y 0Ci0, sIKi OTpuMyBau TekcakcuM®, HAUOIIBII YACTO crnocTepiranucs
TakKi peaxkiiii, K 6i1b y MicIi iH’€KI1il, IPaTiBMUBICTD, IIJTa4 Ta EPUTEMA B MiCIli iH’€KIII.

[Ticns BBeOeHHS IePILOi 03U CIIOCTepiranacs Aelno BUllla OYikyBaHa PeaKTOTeHHICTh V¥ TIOPiBHSAHHI 3
HaCTYIIHUMU J03aMHU.

Be3neyHiCcTh 3aCTOCYBaHHA BaKI[HU TekcakcuM® miTSM BiKOM mMOHAN 24 MicSIB X0Mmi KITiHIYHKUX
IOOCIIiIXKeHb He BUBYaIacs.

b) Tabauynuy mepesnik mo6iYHUX peaKilin

Insa knacudikanii mobiyHUX peakiriii 6yn10 BUKOPUCTaHOTaKi YMOBHi ITO3HAYEHHS:

nyxe 4dacto (=1/10), gacro (Big =1/100 mo <1/10), HeuacTo (Big =1/1000 go <1/100), pigko (Bix
=>1/10 000 mo <1/1000), my=xe pigko (<1/10 000), yacToTa HeBifoMa (He MOXKHa OLIHUTH 3a
NOCTYITHUMH OAHUMMU).

ITo6iuni peaxkirii, 3apeecTpoBaHi B xoi KIiHiYHHX JOC/IiIXKeHb Ta y mepiox
MiC/ISIPeECTPALliHHOI 0 CIIOCTepPeKeHHs

[CucTema-Opran-Knac UacToTa IMo6iuni peakmii
Po3snapu 3 60Ky iMyHHOI HeuacTo Peak1is rinep4yyTInBOCTI
CUCTEMU Pigko AHadimakTUYHA peakiris*
MeTabomniuHi Ta [ly>xe 4acTo BigCyTHICTD alleTUTy (3HUIKEHHS alleTUTy)
aJIiMeHTapHI po3nagu
Po3nagu 3 00Ky HepBoBoi  |[IyKe 4acTo [11a4, COHIUBICTh
CHCTEMHU HacTo AHOpMaJIbHUM 11ay (TpUBaIKi Ijad)
Pinko CyrmoMu 3 MifBUIeHHSIM TeMIlepaTypu Tijia
a0 Oe3 migBUINEHHS TeMrepaTtypu*
[lyxe pigko ['inoToHiuHi peakiii abo rimoToHiYHO-
rinOpeCIOHCUBHUYU CHUHIPOM
Po3nagu 3 00Ky IITyHKOBO- |[IyKe 4acTo broBaHHSA
KHIITKOBOI'O TPAKTYy 'JacTo J:[japey{




Po3snapu 3 00Ky IIKipu Ta Pinko Bucumn
MiOITKipHOI KITiITKOBUHU
3arasbHi po3naau Ta peakuii|llyxke 4acTo binb y Micti iH'€KIIil, epuTeMa y MicIIi iH’€KIil,
B MICLIi BBeI€HHS IIpernapaTy HaOpsK y Micii iH'exii
[IpaTiBIKUBICTD
[imepTepMis (MigBUILIEHHS TeMIlepaTypH Tijla
= 38,0°C)
YacTo YirinbHeHHS B MicCIi iH €KIIil
Heuacto YTBOpEeHHS By37aB MicIli iH' €Kil
limepTepMis (MiABUIIEeHHS TeMIlepPaTypu Tila
= 39,6°C)
Pinko O6MpHI HaOpSIK KiHI[iBOK'

* HebakaHi peakliii, 3apeecTpoBaHi 3a JaHUMU CIIOHTAHHUX II0BiJOM/IEHB.

T [IuB. po3min (c).

¢) Onmc okpeMux HebaKaHUX PEaAKITiH

O6mupHui HaOpsK KiHiiBKY. [ToBigoMmsnocs mpo o6mupHi peakiii B MicIi in’exii (> 50 MM) y
OiTel, BKIII0Yauy o0ImupHe HaOPSIKAaHHS KiHITIBKY, SKe MOXKe MOIMHPUTHCS 3 MICIId il eKIIii 3a Mexi
opHOTO abo gBOX MpHIeriaux cyriao0iB. LIi peakiii po3noynHaOThCSA Y nepiri 24-72 TONUHY TiCIs
BaKIKHAIl]l, MOXYTh CYyIIPOBOMXKYBaTUCSA TAKUMHU CUMIITOMaMH, K epUTEMa, MicIleBe MiiBUILIeHHS
TeMIIepaTypy WKipH, YyTAUBICTh U Oilb B MicCIi iH'€K1il, i 3HUKAIOTh CaMOCTIiHO POTATOM 3-5OHiB.
Pu3uK IXHBOTO PO3BUTKY 3aJIE3KUTh Bifl KiTbKOCTI IIOTIEPENHIX 03 BaKIIKH, 110 MICTSTh alle/TIOISIPHUN
KaIITIOKOBUYM KOMITIOHEHT, IIPY IIbOMY Oi/IbIll BUCOKUM PU3UK XapaKTePHUH micys 4-1 Jo3u.

d) IToTeHuivHi mob6ivxi peakirii (To6To mobiyHi peaxiiii, Ki He crIoCTepiraaucs came IiCys IIeTIeHHS
BaKIMHOW [ekcakcuM®, ajie TOBIMOMISIITUCS iC/Is 3aCTOCYBaHHS 1HIIUX BaKIWH, Ki MICTATh OOUH
KOMIIOHEHT a60 6ifblue, [0 BXOAATh 40 CKJIa[y BAaKIMHA [eKCakCuM").

Po3aadu 3 60Ky Hepeosoi cucmemu

- [ToBimomusiocst mpo BUIIAAKKM PO3BUTKY IIJIEUOBOTO HEBPUTY Ta cuHApoMmy [ilieHa - Bappe micis
3aCTOCYBaHHS BaKIIMHU 3 BMiCTOM IIPaBIIEBOT0 aHATOKCHHY.

- [ToBigoMmsIIOCS TIPO BUMIAOKU PO3BUTKY MepudepuyHol HelpornarTii (IomipaguKyIoHeBPUTY,
mapa’ivy JUIbOBOTO HepBa), HEBPUTY 30POBOT0 HEPBA, HeMi€miHi3allil y leHTpalbHill HepPBOBil
CHCTEMI, eMi€NiHI3yI0YNX 3aXBOPIOBAHb IIEHTPAIbHOI HEPBOBOL CUCTEMU (PO3CITHUYU CKJIep03) Micls
3aCTOCYBaHHS BaKIMHU 3 BMICTOM aHTUTEHY TemaTuTy B.

- Ennedarnomnarisi/ennedarnir.

Po3aadu 3 60Ky pecnipamopHoi cucmemu, op2aHie 2py0HOi Kaimku ma cepedocmiHHA

AnHoe y TTu0O0KO HEOHOUIIEHUX HEMOBIAT (HAPOOXKEHUX Y TePMiH < 28 TUXKHIB recratii) (aus.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

3azanbHi po3aadu ma peadkuii 8 micui 88e0eHHA

[Ticns mienneHHs BaKIIMHAMU, SIKi MiCTATh aHTUreH Haemophilus influenzae tumy b, MOXyTb
BMHUKATH HAOPSKOBI peakilii, 110 MOUIMPIOIOTHCS Ha OfHY a00 OBi HUXKHI KiHIiBKHU. LI peakiris



IepeBaxkKHO CIIOCTePIiraeThCs MiCs MepIIol il €Kil i TpUBaE IPOTATOM MEPIINX JEeKiTbKOX TOANH
nicrnsa meryieHHsa. CUMITOMY, aCOLi0OBaHi 3 Ii€10 peakIli€lo, MOXYTh BKJIIOUATH: 1iaHO3,
II0YEPBOHIHHS, TPAH3UTOPHY NYPIYpPY 1 TpUBaNIuy miad. Yci Li SBullla MaloTh 3HUKHYTU CaMOCTIiMHO 1
0e3 HaCJigKiB mpoTATroM 24 TOOuH.

3BiTHiCTH TPO MOOiYHi peakirii

[ToBigoMnenHs npo nobivHi peakilil y mepion micns peecTpaliii TikapchbKoro 3aco0y € BaKJIUBUM
3axomoM. Lle mae 3mory 3fmificHIoBaTH Oe3mepepBHUN MOHITOPHHT CITiBBiTHOIIEHHS «KOPUCTH/PUIUK»
IIPY 3aCTOCYBaHHI 1IbOTO JiKapchKoro 3aco0y. MeguyHUM IIpalliBHUKaM He0OXiTHO IOBiJOMISATH TIPO
Oynmb-sKi mo0iYHi peakiii 3a JOIIOMOI0I0 CHCTEMH ITOBiIOMJIEHD ITPO N00iYHi peakiii B YKpaiHi.

Tepmin npudamHocmi.

4 poxKu.

YmMmoBH 30epiranns.
30epiraTu npu TemnepaTypi Bix 2 1o 8 °C (y xomogunbHUKY). He 3aMOpoXKyBaTH.
3axuIiaTy Bif cBiTna. 30epiraTy B HEMOCTYIIHOMY OJIST MiTeM MiCIIi.

IaHi cTabinbHOCTI CBimYaTh, 1110 KOMIIOHEHTH BAaKIIMHU 3aJTUIIAIOTHECS CTAOiMbHUMY TPU
Temieparypax fo 25 °C npotsaroM 72 rogus. Y KiHIi ObOT0 IEpPioay T'ekcakcuM® ¢yt a6o
BUKOpPUCTATH, a00 BUKUHYTH. Li maHi HABOOATHCS NTHIIE 3 METOI HalaTH MEIUYHUM ITPAIliBHUKAM
IHCTPYKIIil HAa BUNaAOK TUMYaCOBUX BiIXWJIEHb TEMIIEPATYPH.

HecymicHicmo.

Y 3B’SI3Ky 3 BiICYTHICTIO JOCTIiIXKE€Hb CYMiICHOCTI 1110 BaKIL[HY HE CJIif 3MILIyBaTH 3 iHIIUMU
JiKapCbKUMHU 3aco0aMu.

VYnaxoBka.

Cycnenais ans in’ekmiit mo 0,5 mi (1 mo3a) B monepegHbo 3al0BHEHUX IITpHUIax 3 1-eto (abo 2-Ma)
OKPEMHUMH T'OJIKaMy, 10 1 mnpuiry B KapTOHHIX YIIaKOBIIi.

Cycnengis ans in’ekmiit mo 0,5 My (1 mo3a) B momepefHbO 3all0OBHEHUX IITIPHIlaX 3 1-€10 (abo 2-Ma)
OKpEeMUMH roIKaMy, 110 1 mnpuiy B CTaHAAPTHO-eKCIIOPTHIN YIIAKOBI, KA MIiCTUTHCS Y KAPTOHHIN
KOpOOIIi 3 iHCTPYKITIE€IO 71T MEAUYHOTO 3aCTOCYBaHHS.

Cycnengis ans in’ekmiit mo 0,5 mi (1 mo3a) B nonepegHbO 3al0BHEHUX IITpHUIax 3 1-eto (abo 2-Ma)
OKpeMUMHM rojikamy, 1o 10 mmnpuilis B KapTOHHIN yIaKOBLI.

Cycnenais ang in’ekmiit mo 0,5 My (1 mo3a) B momepefHbO 3all0OBHEHUX IITIPUIlax 3 1-€10 (abo 2-Ma)
OKpeMuMH rojkamy, 1o 10 mnpuiiB B CTaHAapPTHO-€KCIIOPTHIN YIIAKOBIIi, IKa MICTUTHCS Y KapTOHHIN



KOpoO11i 3 iHCTPYKITI€IO 1T MEIUYHOTO 3aCTOCYBaHHS.
Cycnensis gns in’exniii o 0,5 mi (1 go3sa) y ¢prmakonax, no 10 ¢pakoHIB y KAPTOHHIN yIIaKOBII.

Cycnensis ons in’exkniit o 0,5 mi (1 gosa) y pnakonax, no 10 ¢p1akoHiB B CTaHOAPTHO-€KCIIOPTHIM
YTIaKOBIIi, SKa MiCTUThCSI Y KaPTOHHI# KOPOOIIi 3 iIHCTPYKIIi€I0 I MEOUYHOTO 3aCTOCYyBaHHS.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHUKH.
Canodi I[Tactep, Opaniis.

Canodgi-ABenric ITpatiBit Ko. JIta., [Tnatdopma morictTuku Ta pucTpubytii y M. Bymanemrr,
YropmuHa.

Micne3HaxomKeHHsI BHUPOOHHKIB Ta aJipecH Miciisi IPOBadXkKeHHsI iIXHbOITis/ILHOCTI.

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

[Tapk Iagactpiens o'lakapsine, 27100 Banb-ge-Poir, ®paniis.

oyn. 5, Kamnona ytua 1., Bygamerr, 1225, Yropiusa.

3asiBHHUK.

Canodi ITacTep.

Micue3HaxoaKeHHsI 3asiBHHKa.

14 Ecnac Aupi Banne 69007 Jlion, ®paHiis.



