IHCTPYKUIA
IS MEIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOT0 3aC00y

TEKCAKCUM" / HEXAXIM
Baknuna nis npoginakruku audrepii, npaBus, KalLIIOKY (aleJII0JsipPHUI KOMIIOHEHT),
renatuty B pexkomMOiHaHTHA, NOJIIOMi€TITY IHAKTHBOBAHA Ta 3aXBOPIOBAHb, CHPUYMHEHUX
Haemophilus Tuny b, xon’orosana, agcop6oBana, pigka

Cknao:

0it0ui peuosuHu.

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

Opnna no3a Bakuuan™ (0,5 MiT) MICTHTB:

TudTepiiiHuit aHATOKCUH >20 MO**
MpaBIEBUI AHATOKCUH > 40 MO**
aHTureHu Bordetella pertussis:
KAIJTFOKOBUM aHATOKCUH 25 MKT
¢binaMeHTHUN TeMarIoTHHIH 25 MKT
IHaKTUBOBAHUH MOTIOBIpyC™**;
tuny 1 (mram Mahoney) 40 D-oguHULE* * **
tuny 2 (utam MEF-1) 8 D-oauHuIp****
tuny 3 (mram Saukett) 32 D-oguHULE * * **
MOBEPXHEBUI aHTUTEH BIPYCY renatuty B***#* 10 Mkr
nonicaxapua Haemophilus influenzae tuny b 12 Mkr
(momipubo3mipudiTon docdar),
KOH FOTOBaHUH 3 MPABLEBUM IIPOTETHOM 22-36 MKT

* AncopOoBaHa Ha Ti[pOKCH/Ii AIOMIHIIO, TifpaToBanomy (Biamosimae 0,6 mr AI*Y).

** MiKHapOIHI OTUHHIIL.

**%* Orpumani Ha KitiTHHax Vero.

**%%* AOO eKBIBaJEHTHA KUIBKICTh aHTUTCHY, BU3HAYECHA BiAMOBIIHUM IMyHOXIMIYHUM METOJIOM.

*F*** OTprMaHUE Ha KINITHHAX OPLKIDKIB Hansenula polymorpha 3a nonomoror pexkom6inantHoi JJHK-TexHos10r1i.

O0ONOMIJICHI peyOBUHU.

rigpodocdar nuHaTpiro, qurigpodocdaT Kajito, TPOMETaMOJI, caxapo3a, He3aMiHHI aMiHOKHCIIOTH,
y Tomy uucini L-deninananiy, i Boga 11 iH €KIIH.

VY BakmuHI MOXYTh OyTH TPHUCYTHI y CIIZOBI KUIBKOCTI PEYOBHHH, IO BUKOPHUCTOBYIOTHCS B
mpoleci BUPOOHUIITBA: TIyTapalbleril, (opMaabaeris, HEOMIIIUH, CTPENTOMILIMH Ta MOoJiMiKCHH B
(zuB. po3ain «IIpoTunokazaHHm).

Jlikapcbka dopma. Cycrniensist i i1 exuii mo 0,5 mi (1 no3a).
OcnosHi hizuxo-ximiuni enacmusocmi. CTEpUIbHA, KaJlaMyTHa 3 OLTyBaTUM BIATIHKOM CYCIEH3I.

®apmakoTepaneBTH4YHA rpyna. Kom6iHOBaH1 mpoTHOaKTepianbHi Ta MPOTUBIPYCHI BaKIIMHU.
Kox ATX JO7C A09.

Imynonociuni i 6ionoziuni eén1acmusocmi.

Dapmaxoounamika.

ImyHorennicts Bakuuau 'excakcum” y mitelt Bikom moHaz 24 Micsii B X0/i KJIIHIYHUX TOCTiHKEHD
HE BHBYaacs.

Pe3ynbTati BUBYEHHS IMYHOT€HHOCTI, 110 OydM OTpUMaHI B KIIHIYHMX JOCHIDKEHHSX IS
KOJKHOTO i3 KOMIIOHEHTIB ['ekcakcuM®™, HABEIEHO B TAOIMIIAX HIKYE.



Tabimus 1. PiBHi ceponporekuii/cepokonBepcii* 4epes 1 Micsinp miciasi TNepBHHHOL
BakuuHamii 2 260 3 gozamu Bakuunu Iexcakcum”

IToporogi piBHi aHTHTIN 2 no3m 3 no3u

3-5 6-10-14 2-34 2-4-6

MicALiB THKHIB micsami MicALiB
N= N =Bin 123 N= N = Bin 934
249%* no 220° 3227 no 1270%

% Y% % Y%
AHTUTUIA 10 TUPTEPIHHOTO AaHTUTEHY
(> 0.01 MO/m) 99,6 97,6 99,7 97,1
AHTHUTIIA IO TIPABIICBOTO aHTUTCHY
(>0.01 MO/mm) 100,0 100,0 100,0 100,0
Anturina o PT
(Cepoxonsepcist) 93.4 93,6 88,3 96,0
(BakupHanbsHa Bianosige') 98,4 100,0 99,4 99,7
Awnrurina no FHA
(Cepokonsepcisii) 92,5 93,1 90,6 97,0
(BakuuHaibHa Bignosiae') 99,6 100,0 99,7 99,9

VY pasi BakIuHarIlii npoTu
AntuTina | rematuty B onpasy mics — 99,0 — 99,7
1o HBs HAPOKEHHSI
=10 V pasi BiACyTHOCTI BaKIMHaIIii
MMO/mn) | npotu renatuty B oapasy 97,2 95,7 96,8 98,8
TTICJIsI HAPOHKCHHS

AHTHUTIIA 1O aHTUTEHY MOMioBipycy TUMy | 90.8 100,0 99.4 99.9
(> 8 (1/po3BeieHns))
AHTHTINA 1O QHTUTEHY TOJIIOBIPYCY THITY 2 95,0 08,5 100.0 100,0
(> 8 (1/po3BeieHns))
AHTHTINIA 10 aHTUT€HY TOMIOBIpYCY THITY 3 96.7 100.0 99,7 99.9
(> 8 (1/po3BencHHS))
AmnTuTiNNa N0 anTUreny [1P®
(> 0.15 Mir/) 71,5 95,4 96,2 98,0

* 3arampHOnpuitHATI cyporatu (PT, FHA) abo kopensiti 3axucTy (iHIIII KOMIOHEHTH).
N — KUTBKiCTB OCi0, TaHi AKUX aHaTi3yBaTUCs (TIOMYJIIAIIS «3T1THO 3 IPOTOKOIOM).

** 35 micsmiB 0e3 BakIuHAL{ MpoTH rematuty B oapasy micns Hapomkenus (Dinstauis, [Bemis).

¥ 6-10-14 TWKHIB 3 BAKIMHALICIO OPOTH TeNaTtuTy B oxpasy micis HapomkeHHs abo Oe3 Hei (IliBneHHO-AppUKaHCEKa
PecryGmika).

' 2-3—4 micsui 6e3 BakuMHallii TPoTH renatuty B opasy micns HapomxenHs (DinsHmis).

t2-4-6 wmicauip 6e3 BakIMHAL{i NPOTH TemaTuTy B onpasy micns HapomxeHHs (ApreHTuHa, Mekcuka, Ilepy) Ta 3
BakI[MHAII€I0 poTH renatuty B onpasy micns Hapomkenns (Kocra-Pika 1 Komymo6ist).

# CepokoHBepCis: 30iIbIEHAsS TUTPIB B 4 pasH i GUIbINE y MOPIiBHAHHI 3 PiBHAMH 10 BaKIWHAIIi (I0 BBemeHHs 1-i
JIO3H).

$ BakuuHajbHA BiAIOBiNb: AKIIO KOHIEHTPAIis aHTHTLI IO BakMHANil cTaHOBUTH < 8 OE/Mn (ommmumi (ELISA)
IMyHO()EpPMEHTHOTO aHasli3y/Mi), TOJI KOHIEHTpAlis AaHTUTLI micisd BakiuHalii mMae cranoButH > 8 OE/mu. AGo
KOHIICHTpAITisl aHTUTLI TICIs BaKIIMHAIT Ma€e OyTH > PiBHS IO BaKIIWHAIIIT.



Tab6umus 2. PiBHi ceponporekuii/cepokonBepcii* yepe3 1 micsaub nicjsi 0ycTepHoOi BAKIMHALIL
BakuuHoio I'ekcakcum®

IToporogi piBHi aHTHTIN Bycrepna Bycrepna BaknuuHanisi Ha
BaKIMHALlA Y APYTrOMYy pPOui *KUTTH micjasa 3-
Bini 11-12 A030BOr0 Kypcy HepBHHHOI
MicsIiB micJs BaKIMHALII
2-1030B0r0
Kypcy
NepBUHHOL
BaKIUHALLL
3-5 micauiB | 6-10-14 2-34 2-4-6
THKHIB micsmi MicsILIiB
N = 249** N = 204" N= N =Bin
178" 177 no
396*
% % % %
AHTUTUIA 10 TUPTEPIHHOTO AaHTUTEHY
0.1 MO/v) 100,0 100,0 100,0 97,2
AHTHUTIIA IO TIPABIICBOTO aHTUTCHY
(> 0.1 MO/m) 100,0 100,0 100,0 100,0
Anturina o PT
(Cepoxonsepcist) 94,3 94.4 86,0 96,2
(BakupHanbsHa Bianosige') 98,0 100,0 98.8 100,0
Awnrurina o FHA
(Cepoxkonsepcisi) 97,6 99,4 94,3 98,4
(BakuuHaibHa Bignosiae') 100,0 100,0 100,0 100,0
VY pasi BakIuHaIlii npoTu
AHTHTINIA rermatuty B onpasy micis — 100,0 — 99,7
1o HBs HapOJKEHHS
(= 10 MMO/ | V¥ pa3si BigcyTHOCTI
MJT) BaKIIMHALIIl IPOTH TE€MATUTY 96,4 98,5 98,9 99.4
B onpasy micisi HapopKEHHS
AHTHUTIIAa 1O aHTUTEHY MOMioBipycy TUMy | 100,0 100,0 98.9 100,0
(> 8 (1/po3BenieHns))
AHTHUTIIa 1O aHTUTEHY MOTIOBIpYyCY THITY 2 100,0 100,0 100,0 100,0
(> 8 (1/po3BenieHns))
AHTUTUIa 1O aHTUTEHY MOI0BIpYyCy THUILY 3 99,6 1000 100,0 1000
(> 8 (1/po3BeneHHS))
AmnTuTINA N0 aHTUTeHy [1PD
> 1.0 mxr/vn) 93,5 98,5 98,9 98,3

* 3arampHOnpuitHATI cyporatu (PT, FHA) abo kopensiti 3axucTy (iHIIII KOMIOHEHTH).

N — KUTBKiCTB 0Ci0, TaHi SAKUX aHaTi3yBaUCS (TIOMYJIIAIIS «3T1THO 3 IPOTOKOIOM).

** 35 micamiB 6e3 BakIuHAL{ MpoTH renatuty B oapasy micns Hapomkenus (Dirmstauis, [emis).

¥ 6-10-14 TXHIB 3 BAKIMHALICIO OPOTH TeNaTtuTy B oxpasy micis HapomkeHHs abo 6e3 Hei (IliBneHHO-AppUKaHCEKa
PecryGmika).

¥t 2-3—4 micsui 6e3 BakuMHallii TPOTH renatuty B ojpasy micns HapomxenHs (DinsHmis).

¥ 2-4-6 micauip 6e3 BakIMHAL{i IPOTH renaTuty B oapasy micas HapomkeHHs (MeKcHKa) Ta 3 BaKIUHALIEKH MPOTH
renaruty B onpasy micis Hapomkenns (Kocra-Pika i Komymo6ist).

# CepokoHBepCis: 30iIbIEHAsS TUTPIB B 4 pasH i GLIbINe y MOPIiBHAHHI 3 PiBHAMH 10 BaKIWHAIIi (I0 BBemeHHs 1-i
JIO3H).

¥ BakuuHaibHA BifIOBiAb: AKIIO KOHIEHTPAIis aHTHTLI IO BAaKIMHALII (10 BBeAeHHA 1-i mo3u) cramoButs < 8 OE/mi,
TOJI KOHIICHTPALliS aHTHUTLI Tics OycTepHOl BakIuHamii Mae cTaHOBUTH > 8 OE/Mi1. AGO KOHIICHTpALliST aHTHTLI ITiCTISA
OycrepHoi BakiuHanii Mae OyTH > piBHs 710 BakuMHaLil (10 BBeACHHS 1-1 1031).



ImyHHa BinnoBinb Ha aHTHreHW Hib Ta Kanumoky micis BBEACHHS 2 103 Y Billi 2 1 4 MicsIliB
Imynna Bignosine Ha anturenu Hib (ITP®) 1 kanuttoky (PT 1 FHA) ominroBanacs micisi BB€ACHHS

2 103 y miarpymi mamieHtis, siki orpumysaiu ['ekcakcum® (N =148) y Biui 2, 4 ta 6 micsauis.
Imynna BinnoBine Ha anturenn [IP®, PT 1 FHA gepes 1 micsup micist 2 103, sSKi BBOJWIHCS y BiIli
2 1 4 micauiB, Oyna noAiOHOIO 710 BIAMOBIL, fKa criocTepiraiacs dyepes | micsip micis 2-1030BOT0
Kypcy MEepBUHHOI BaKIMHAIlll, KM BUKOHYBaBcs y Bili 3 1 5 MicsAuiB: TUTpU aHTUTLN 10 [IPD
> 0,15 mxr/mn cnoctepiramucs y 73,0 % oci0, BakiuHanbHa BinnoBiap Ha PT —y 97,9 % ocib i
BakIMHaIbHa BianmoBias Ha FHA —y 98,6 % ocib.

CTi#KiCTh IMYHHOT BiJITOBIII

JocmimkeHHs. TOBTOCTPOKOBOI CTIMKOCTI aHTUTL, 1HAYKOBAHUX BAKIIMHAIIIEO, MICIS 3aCTOCYBaHHS
pi3HUX rpadikiB NEPBUHHOTO KypCy BaKIMHALIl y HEMOBIIST Ta JITEH MOJOAIIOTO JOIIKUIBHOTO
BIKY Ta 32 YMOBH BBEJICHHS BaKI[MHU MIPOTH renatuTy B onpasy micis HapoHKEeHHS AUTHHM abo 6e3
TaKOI'0 BBEJCHHA MOKA3aJId MiATPUMAHHS PIBHIB IMyHHOT'O 3aXHMCTy BHIIE BCTAHOBJIEHUX 3aXHCHHUX
piBHIB a00 BHIIE MOPOTOBUX PiBHIB @aHTUTUI JUIs BAKIIMHAJIBHUX aHTUTEHIB (AMB. TaOIUIIO 3).

Kpim Toro, Oyno mokaszaHo, 110 iIMyHHa BiJIOBiJIb HA KOMIIOHEHT 30yJHUKA renaTuTy B BakiuHU
YTPUMYETBCS 10 9-piyHOTO BIKYy MICIsl MEPBHHHOTO KYpCY MICTUICHHS, SIKMA BKJIFOYAE OJIHY JI03Y
BaKLMHHU MPOTHU TeMaTUTy B, 1110 BBOAUTHCS O/pa3y MICis HAPOMKEHHS TUTHHHU, Ta 3 TOCIHIIOBHI
JI03H, K1 BBOJSATHCS HEMOBIATaM y Bill 2, 4 1 6 MicsiiB 0e3 3acTocyBaHHS OyCTEpHOI 103U AITAM
MOJIOIIOTO JIOUIKUIBHOTO BIiKY; 3a Takux yMmMoB 49,3 % BaKIMHOBaHMUX OCI0 Maju piBHI aHTHTLI
> 10 MMO/mn 3 hopMmyBaHHSM KOHIIEHTpAIlill, cepe/lHe TreOMEeTpUYHEe SKUX cTaHoBmwiIO 13,3 MMO/
M (95 % Ml (nosipumii inTepBan): 8,82 — 20,0). Imynna nmam’ate npoTu rematuty B Oyna
MPOJIEMOHCTPOBaHA HAsSBHICTIO AHAMHECTUYHOI BIAMOBIAI HA JOJATKOBY BaKIMHAINIO TPOTH
renatuty B y Bii 9 pokiB y 93 % BakumHOBaHUX 3 (HOPMYBAaHHSM KOHIIGHTpALid, cepeaHe
T€OMETpUYHE SKUX CTaHOBUIIO 3692 MMO/Mmi (95 % [I: 1886 — 7225) micis miemnieHHs.



Ta6auus 3. PiBui ceponporexuii® y Biui 4,5 poky micast menienns sBakuunorw I'ekcakenm®

IToporogi piBHI aHTHTII IlepBuHHMIi Kypc menJieHHs y Bini 6, | IlepsunHuii Kypc
10 i 14 Tu:xHiB Ta OycTepHa HierJIeHHs y Bili
BaknuHauis y Bini 15-18 micsiuis 2,41 6 micaniB Ta
OycrepHa
BaKIHWHAaIlis y Billi
12-24 micsauis
Y pasi BiacyTHocTi Y pasi ¥ pasi Bakuunanii
BaKIMHALI MPOTH BaKIMHALII nporu renatuty B
renatuty B oapa3sy npoTH oapasy micas
MiCJIs1 HAPOJAKEHHS renatuty B HAPO/KEeHHS
oapa3sy micJs
HAPOJKEHHS
N=173" N=103" N = 220°¢
% % %
AnTHTIA 10 30ynHUKA qudTepii
(> 0,01 MO/mn)
98,2 97 100
(=>0,1 MO/mmn) 75,3 64,4 57,2
AHTHUTINA 10 30yIHUKA TPaBIS
(> 0,01 MO/mi)
100 100 100
(= 0,1 MO/mn) 89,5 82,8 80,8
Antutina o PT (kamutrokoBoro
TOKCHUHY)®
(= 8 OE/mn) 42,5 23,7 22,2
Awnturina no FHA
(¢1mamMeHTHOTO TeMarIOTUHIHY)®
(= 8 OE/mm) 93,8 89,0 85,6
Anturina no HBs
(TOBEPXHEBOT'O AHTUTE€HY
30yaHUKa renatury B)
(> 10 MMO/mm) 73,3 96,1 92,3
AnTHTINA 10 30yIHUKA
noJioMienmity 1 Tumy
(> 8 (1/po3Benenns)) n/a‘ n/a‘ 99,5
AHTHUTINA 10 30y THUKA
MIOJIIOMIENITY 2 TUITY
(> 8 (1/po3BenenHs)) n/a’ n/a’ 100
AHTHUTINA 10 30yIHUKA
MOJIIOMIENITY 3 THUITY
(> 8 (1/po3Benenns)) n/a‘ n/a‘ 100
Anturina no PRP
(monipubo3mnpudiTondochaty
Haemophilus)




(= 0,15 mxr/mm) 98,8 100 100

N — KUTBKICTh 0OCi0, 1aHi SIKMX aHaTi3yBaaucs (TOMYJISIs «3TiHO 3 TIPOTOKOJIOMY).
a

3aranpHomnpuitasTi cyporatn (PT — xanumokosuii Tokcu, FHA — ¢inamenTHHII reMarioTHHIH) a00 KOpemsTH
3axUCTy (1HIII KOMITOHEHTH).

ennennst y Biui 6, 10, 14 TIoKHIB 3 BaKLMHALIEI MPOTH renatuty B ojpa3y micns HapomkeHHst abo 0e3 Hel
(ITiBnenHo-Adpukancbka PecriyOiika).

ennenns y Bini 2, 4, 6 MicsIiB 3 BaKI[MHAII€I0 IPOTH Tenatuty B oxapa3zy micist HapomkenHs (Komymo6is).
Uepe3 mposenmeHHs HarioHanpHuX 1HIB mmieruieHHsS 3 BukopucTtaHHsM OIIB (opanbHOI BakIMHA IPOTH
MOJIOMIENITY) y Wil KpaiHi pe3ysIbTaTy 1010 3aXKCTY BiJI IONIOMIEIITY HE aHaAli3yBaJIHC.

8 OE/mn Bignosinatote 4 LLOQ (HWXHIM NOpPOroBHil piBeHb KUIBKICHOTO BH3HAYEHHS y IMyHO(EpMEHTHOMY
aHaisi).

3nauenns LLOQ mnst antutin npotu PT i antutin npotn FHA cranosuts 2 OE/mi.

EdexTrBHICTb Ta pe3yIbTATUBHICTh 3aXUCTY BiJI KAIILTIOK

EdexTuBHICTD BaKIIMHAIlT aHTUTEHAMH aIICITIOJIIPHOTO KOMIIOHEHTa Kannmoky (aK), mo MicTsaThes
y BakiuHi 'ekcakcuM®, 1y podilakTHKK HAWOLIBII TSOKKOT, TUIOBOI (32 Bu3HaueHHsM BOO3)
dopMu Kanutoky (=21 AeHb MapoOKCHU3MAaJIbHOIO KAllIi0) 3aJOKyMEHTOBaHAa 3a pe3ysibTaTaMu
PaHIOMI30BaHOTO IMOJIBIHHO-CIIIIIOTO JOCTI/KEHHS, B SKOMY HEMOBJISTa OTPHUMYBAIU 3-7030BUI
Kypc MepBHHHOI BakiuHailii 3a gormomororo aKJIIT BakmuHu y KpaiHi 3 BHCOKOI €HIAEMIYHOIO
3axBoproBaHicTiO (Cerneran). Y 1bOMY JOCHTIDKEHHI OyJIO BUSBICHO HEOOXITHICTH 3aCTOCYBaHHS
OycCTepHOT 1031 BaKIIMHU JITSIM MOJIOJIIOTO BiKY, TOYHHAIOYH 3 O-THKHEBOTO BIKY.

VY 10-piuHOMYy HarioHaTFHOMY OOCEpBAIITHOMY JOCIIKeHHI, sike mpoBoavtn y [IBerii Ta mix yac
skoro 1 stuBasienTHy aKJIII-IIIB/Hib Bakiuny BBOAMIM 3a cxemoro y 3, 5 1 12 micsmiB, Oyno
MIPOJIEMOHCTPOBAHO JOBTOCTPOKOBY 3aTHICTh AHTUTCHIB alETIOJIIPHOTO KOMIIOHEHTA KAaILTIOKY
(aK), mo MicTaThcs y BakumuHi I'ekcakcuM®, 3MEHIIYBAaTH 3aXBOPIOBAHICTH HAa KalLIIOK Ta
KOHTPOJTFOBATH 3aXBOPIOBAHHS Ha KAIILTIOK y JiTel. Pe3ynbTaTi JOBrOCTPOKOBOTO CIIOCTEPEIKEHHS
MoKa3aldu pi3Kke 3HIKEHHS 3aXBOPIOBAHOCTI HAa KAalUTIOK MICJS BBEIEHHS IPYroi 103U BaKIMHU
HE3JICXKHO BiJl TOTO, SIKYy CaMe BaKIIMHY 3aCTOCOBYBAJIH.

EdexTuBHICT, 3aXMCTy Bil iHBa3WBHUX 1HGekiind, Buknukanux Hib (Haemophilus influenzae
vy b)

EdexTuBHICTh BakIMHAINI TPOTH IHBAa3WBHHMX 3aXBOPIOBaHb, BHKIHMKaHWUX Hib, moisxom
BukopuctanHs komOiHoBaHux aK/IIT i Hib BakuuH (I’ ITUBAaICHTHUX Ta MICCTUBAJICHTHHUX, Y TOMY
ypcal BAaKIWMH, SKi MicTaATh anTureH Hib Baknuam I'ekcakcuM®™) Oyna IpoAEeMOHCTPOBAaHA Y
HimMeyunHi B XxoXi TpHBAIOTO (3 S-piuHUM TIEPiOAOM  CIIOCTEPEIKEHHS)  JOCIIKESHHS
micisipeecTpaniinoro Harisay. EdekTtuBHicTs BakiuHamii craHoBwia 96,7 % micns  Kypey
nepBUHHOI BakmuHamii 1 98,5 % micna BBeneHHs OycTepHO! H03M (HE3aJIEKHO Biff MEPBUHHOT
BaKITMHAITIT).

Dapmaxoxinemuxa.
He nocmimxyBanace.

Kainiuni xapakrepucTuku.

Iloka3zanns.

[Tpenapar T'ekcakcum® (aKJII-ITIB-I'B-Hib Bakuuna) mokasadnuii 1jis NEPBMHHOI Ta OYCTEpPHOI
BaKIMHAIl HEMOBJIAT 1 JMJITEH MOJOMIIOr0 BiKy, IOYMHAKYH 3 O-TIKHEBOTO BIKY, IS
npodinaktuku audrepii, TpaBIsg, KaNUIIOKy, renaTuty B, ToOmioMieniTy Ta I1HBa3UBHUX
3aXBOpPIOBaHb, cipuunHeHux Haemophilus influenzae tamy b (Hib).

Bakuuny cjil BHMKOPHCTOBYBAaTH 3riiHO 3 OQiumiiiHUMH peKOMeHIAlisIMH HOPMATHBHHUX
JOKYMEHTIB 11010 IPOBeJAeHHs NPOPLIAKTUHYHUX HIeNJIeHb, Til0YUX HA TEPUTOPIil YKpaiHu.

Ilpomunokazanns.
AmnadinakTidHa peaxilis B aHAMHE31 Ha MONEPe/IHE BBEACHHs BaKMHU [ excakcum”.



[inepuyTinMBIiCTh 10 AIIOYMX PEUYOBMH, 10 OyJb-sKOi 3 JOMOMDKHUX PEYOBMH, MEPENIYeHUX Yy
po3auni «Ckiam», A0 3aJUIIKOBUX PEYOBHH, SKI MOXYTh 3HAXOJWUTHUCS B IpernapaTi y CIiI0BUX
KUIBKOCTAX (TIyTapajbaeris, GopMaibaeriji, HEOMIIUH, CTPENTOMIIMH Ta ModiMiKcHH B), 10 Oyb-
AKOi BAKIMHHM NPOTH KANLTIOKY ab0 Ha IONEpeHE BBEICHHA BakmuHU ['excakcum® a0o BakKIUHH,
110 MICTUTH TaKl cami Jif04i KOMIIOHEHTH a00 CKIIa[0BI.

[ToTpiOHO BiAKJIACTH IMYHI3alil0 y OCI0 3 MOMIPHUMHU a00 BaXXKHUMH TOCTPUMH TapSUKOBUMH
3axBOpIOBaHHAMH a00 iH(ekiieto. HasBHicTh Jerkux iH(eKiid Ta/abo HEeBETUKOTO ITiIBHUIIEHHS
TEeMIIepaTypH Tijla HE TIOBUHHI OYTH MIPUBOAOM JIJIS BIIKIAAHHS IICTUICHHS.

[lemnenns BakuuHOK I'ekcakcuM® INPOTUIIOKa3aHe ocobaM, y SAKMX BHMHMKIA eHIedanonaris
HE3’SICOBAHOI €TI0JI0Tii MPOTATOM 7 JHIB IMICIISA MONEPEAHBOTO MICTUICHHS BAKIIMHOIO, 110 MICTHJIA
KaIllUTFOKOBUM KOMIOHEHT (I[UIbHOKTITHHHMIA a00 amenmonspHuii). 3a TaKUX yMOB BaKI[MHAIIIIO
MPOTH KAIUTIOKY CIiJI IPUIUHUTH 1 KypC BaKUMHAIIl HEOOX1THO MPOJOBXHUTHU BAaKIIMHOIO MPOTH
mudrepii, mpasug, renatuty B, nomiomienity ta Hib-iHdekuii.

BaknuHy NpoTH KamumlOKy HE CJiJl BBOAWTH 0CO0aM 3 HEKOHTPOJIHLOBAHUM HEBPOJOTIYHHM
po3nagoM ab0 HEKOHTPOJIHLOBAHOK EMINETNCIEI0 M0 MPU3HAYCHHSI HAJIEKHOTO IIKYBaHHS IIHOTO
CTaHy, HOpMauTi3allli cTaHy TaIli€eHTa Ta TOKH KOPHCTh BiJ] TAKOTO IICTUICHHs OyJe OJHO3HAYHO
MepPEeBaKATU PUSUKHU.

B3aemooia 3 inmuumu nikapcoKumu 3acovamu ma iHuwii 6uOu 83a€Mo0ill.

JlaHi 010 OIHOYACHOTO 3aCTOCYBaHHs BaKIMHK ['eKcakcuM” 3 MHEBMOKOKOBOKO MOJTiCaXapHIHOK
KOH IOTOBAHOIO BAaKI[MHOI BKa3yIOTh Ha BIJICYTHICTh OyAb-SKOTO KJIIHIYHO 3HAYyILOTO BIUIMBY Ha
BIAMOBIAL aHTUTIJ 0 KOXKHOTO 3 BBEACHUX aHTUI€HIB.

JlaHi 1010 OJIHOYACHOTO 3aCTOCYBAaHHS OYCTEPHOI J103M BakuuHM ['eKcakcuM® 3 BakIMHAMH IS
Npo(MIIaKTUKU KOpY, EMIJEMIYHOTO MapOTUTY Ta KpPAaCHYXd HE BHUSBUIM HISKOTO KIIHIYHO
3HAYyIIOTO BIUIMBY Ha BIANOBIIb AHTUTUT JIO KOXXHOTO 3 BBEIEHMX aHTUreHiB. Moxke
criocTepiraTiucs KJIIHIYHO 3HAUyIIMH BIUIUB Ha BIANOBIAb AHTUTLI NMPU CYMICHOMY 3aCTOCYBaHHI
BakIMHU ['ekcakcuM® 1 BaKUMHU [IPOTH BITPSAHOI BiCHM, TOMY IIi BakUMHU HE CIiJl BBOIUTU
OJTHOYACHO.

JlaHi 11010 0JTHOYACHOTO 3aCTOCYBaHHS POTaBIPYCHUX BAaKIMH HE BKA3yIOTh HAa KJIIHIYHO 3HAUYIIUH
BIUIMB Ha BIIIOBIIE AaHTUTLI O KOKHOTO 3 BBEACHUX aHTHUTEHIB.

JlaHi 1010 OZIHOYACHOTO 3aCTOCYBAHHs BakKIMHU ['ekcakcuM® 3 KOH IOrOBaHOK BAKI[MHOK TPOTH
MeHIHTOKOKy C ab0 3 KOH’IOTOBaHOIO BaKIIMHOIO MPOTH MeHiHTOKOKy Tpyn A, C, W-135 ta Y
BKa3ylOTh Ha BIJICYTHICTh OyJb-SKOTO KIIHIYHO 3HAYYIIOTO BIUIMBY Ha BIANOBiIb QHTUTI [0
KO>KHOTO 3 BBEJICHHX aHTUTCHIB.

SIKII0 pO3IyIsiIaeTbcs MUTAHHS MPO OJHOYACHE BBEACHHS 3 1HIIOKO BAKIMHOIO, IMICTUICHHS IIMMHU
BaKIIMHAMU Ma€ BUKOHYBATHCS y PI3HI JUISIHKH Tia.

[ekcakcumM® He MOKHA 3MIIlyBaTH 3 OY/Ab-AKMMHU {HIIMMH BaKIMHAMHA a00 iHIIMMH JIIKAPCHKUMH
3aco0amu, TPU3HAYCHUMHU JIJIs TAPCHTEPATHHOTO BBEICHHS.

He Hagxoauno >KOAHHMX TMOBIAOMJICHh MPO BHUIAJIKU KIIHIYHO 3HAYYIIOI B3a€MOJIi 3 1HIIMMHU
JiKapchbKuMu  3acobamMu  abo  OIONOTIYHMMH  TOPOAYKTaMH, 3a BHUHSATKOM  IPOBEICHHS
iMyHOCynpecuBHOI Tepamii (AuB. po3ail «OcoOIMBOCTI 3aCTOCYBaHH» ).

BrnuB Ha pe3ynbrati 1a00paTOpHUX aHaMI31B: TUB. po3ai1 «OcoOIMBOCTI 3aCTOCYBAHHS.

Ilepen menjieHHIM HeOOXiIHO MOMNepeIUTH JiKaps NPO NpHOM OyIb-AKMX MeIMKAMEHTIB
(y Tomy 4ucii 6e3penenTypHux).

Ocobaueocmi 3acmocy8anHs.

[Tepen BBeA€HHSM BaKLUHH MONEPEIHBO HAOBHEHUH MINpPHI] a00 (JIaKOH HEOOX1IHO CTPYCUTH 10
OTpUMAaHHS OJIHOPIJTHOI, KaJaMyTHOi 3 OUTyBaTHUM BIATIHKOM cycreH3sii. 3abip no3u (0,5 mu) i3
¢akoHa 311HCHIOIOTH 3a JOMIOMOTI'OI0 IIMPULIA TS 1H €KITH.

Cycnensito mepel BBEICHHSIM HEOOXITHO BI3yaJbHO OTIJISHYTH. Y pa3l HasBHOCTI OyJIb-SKHUX
CTOPOHHIX JIOMIIIOK /200 3MiHHM 30BHIIIHBOTO BUTJISAY LI MONepeHb0 HAOBHEHHH IIIpHIl a00
(bIakoH CITi/1 3HUIIHUTH.



VY pa3i BUKOPUCTAHHS ILIMPHUIIB 0e3 Mia €IHAHOI TOJKU, TOJKY CIiJ LIUIBHO HPUKPIIUTH [0
HInpuia, ooepraroyu il Ha OIHY YBEpPTh KOJIa.

3anumkd BakUMHU a00 HEBHKOPUCTAaHI MaTepialii HEOOXiTHO 3HHIMUTH 3TiTHO 3 JIIOYUMH
BHMOTaMH IIOJI0 YTHJIi3aIMii O10JI0TIYHUX BIXO/IIB.

[ekcakcum® He 3a0e3redye 3aXKMCTy Bijl 3aXBOPIOBAaHb, BUKJIMKAHUX {HIIMMH 30yIHUKAMH, OKPiM
Corynebacterium diphtheriae, Clostridium tetani, Bordetella pertussis, Bipycy rematuty B, Bipycy
noniomienity ta Haemophilus influenzae tumy b. OqHaK MOXKHa OYIKYBaTH, IO TaKe IICTUICHHS
Oyze moreperKyBaTl po3BUTOK renatuty D (oOyMoOBIeHUI JefbTa-areHTOM), OCKUIbKY renatut D
HE BHUHUKAE 3a BIICYTHOCTI B OpraHi3mi Bipycy renatury B.

[exkcakcum®™ He 3a0e3meuye 3axXuCTy Bia iH(EKIil MedinKyW, BUKIMKAHMX BIipyCaMM rematuty A,
renatuty C ta renatuty E, a0o BiJ iHIIMX NEUiHKOBUX NaTOTEHIB.

VY 3B’s13Ky 3 TPUBAIUM 1HKYOAIIITHUM MEP10I0M TenaTtuTy B MOXKIIMBO, 1110 HA MOMEHT IICTUICHHS B
opraHizmi OyJie MpUCYTHS Hepo3Mi3HaHAa iH(EKIis, BUKJIMKaHa 30y THUKOM renatuty B. ¥V Takux
BUTAJIKAX I BaKIIMHA HE MOXeE MOTIEPEIUTH PO3BUTOK TenaTuty B.

Tekcakcum® He 3abe3Medye 3aXUCTy BiJl iHPEKIIHNHNX 3aXBOPIOBAHb, BUKIMKAHUX HIIMMH THIAMA
Haemophilus influenzae, abo Bix MEHIHTITY 1HIIIOI €T10JIOTI.

[TamieHTH MOBMHHI NepeOyBaTH MiJg MEAWYHUM HArIsioM OpoTsaroM 30 XBWIIMH Micisl BBEICHHS
BaKIIMHHU.

Lle#t nikapchkuii 3aci® MiCTUTB:

MeH1re 1 Mmmoss (39 Mr)/no3y kainito, TOOTO MPAaKTUYHO BUTBHUH BiJ Kaliio;

MmeHme 1 Mmmonb (23 Mr)/no3y Hatpito, TOOTO MPAKTUYHO BUIBHUI Bi HATPiIO;

¢deHTanaHiy, y 3B’SA3Ky 3 UMM MOKe OyTH HEOEe3NeYHHM JUIsl XBOPUX Ha (EHUIKETOHYpIiIO (IAMB.
poznin «Ckmany).

I[lepit HiXK BUKOHYBATH IIETUICHHS

[ToTpiOHO BiAKIACTH iIMyHI3alil0 OCi0 3 MOMIpHMMU ab0 TSKKUMU TOCTPUMH TapSIYKOBUMHU

3axBOpIOBaHHIMH a00 iH}ekiiero. HasBHicTh nerkux iHdekiid Ta/abo HEBEIMKOTO ITiIBUICHHS

TEMIEpaTypH Tijla He TOBUHHI OyTH MPUBOJOM JUIS BIAKIIAJaHHS IIETUUICHHS.

[lepen miemaeHHsM HEOOXiIHO BHBYMTH MEIUYHUI aHamMHe3 malieHTa (0COOIMBO IOJIO

MOTIepeIHIX BaKIMHAIIN Ta MOXKIMBUX MOOIYHUX peakiiil Ha HuX). HeoOXiqHO peTenbHO 3BaKUTH

JOLIBHICT 3aCTOCYBaHHs BaknMHH ['ekcakcMM® maiieHTaM, B aHaMHE3l AKMX € Cepiio3Hi abo

TSOKKI peakxiii, 110 BUHUKIMN Yy mnepii 48 roJuH miciis BBEIEHHS Oy/b-sKO1 BaKUMHU 3 MOAI0HUMU

CKJIaJIOBUMU.

[Teprn Hi>k BBOAUTH 1H EKIIHHUM IIITXOM OYIb-sKHUA 010J0TTYHUN TTPOIYKT, 0co0a, siKa BiAMOBIIAE

3a BBEIEHHSA BaKIMHU, MOBHHHA BXXUTH BCIX HEOOXIMHHX 3alOODKHHX 3aXOMiB IS 3amoOiraHHS

BUHUKHEHHIO aJlepriyHuX a0o OyAb-SKUX 1HIIMX peakuii. Sk 1 y pa3i 3acTocyBaHHS OyIb-sIKOL

BaKLIMHH, 1110 BBOJAUTHCS 1H €KLIHHO, 3aBXKIU Ma€ OyTH JOCTYIHMM HaJIe)KHE JIIKYBaHHS Ta HarJsj

3a Mali€HTOM Ha BUIAJ0K MOKIMBOTO PO3BUTKY aHA(UIAKTUYHOI peakiii Miciisi BBEACHHS BaKI[MHHU.

SIK110 BiJOMO, IO MICJsI OTPUMAHHS MAIliEHTOM OYy/Ib-sIKOi BaKIIMHU 3 KAILTIOKOBUM KOMITOHEHTOM

BUHUKAJIO OyJb-sIK€ 3 IEepesliyeHUX HIKYE SBHIL, HEOOXIJHO PETENbHO 3BAXKUTHU DILLIEHHS IPO

MOJJaJIbIIIe BBEJICHHS 703 BAaKLIMHH 3 KAllUTFOKOBUM KOMIIOHEHTOM:

« TemmnepaTypa Tina > 40 °C npotsrom 48 roauH micis BaKIMHAIII, 32 BUHITKOM BHIIJKiB, KOJIH
HasiBHA 1HIIA i7IeHTU(IKOBaHA IPUYNHA;

* Kousaric abo MIOKOMOAIOHMN CTaH (TIMOTOHIYHO-TIMOPECTIOHCUBHUN CHHIPOM) MpOTIrom 48
TOIMH IiCIs BaKIIMHALT;

* TpUBAJIMIl HEBraMOBHUII IJ1a4 MPOTATOM > 3 TOJIMH BIIPOJOBXK 48 TOJMH Micis BaKIMHALIT;

* CyJOMH, 3 TIJBHUIICHHSAM TeMIepaTypu abo 0e3, sKi BHHHUKIM MPOTATOM 3 JHIB Micis
BaKI[MHAI].

MoxuBi Aiesiki 00CTaBUHM, 3a SKMX MOTEHIIHA KOPUCTh OyJie MEepEeBHUILyBaTH MOXIJIMBI PU3HUKH,

HAIPUKIIA]] BUCOKA 3aXBOPIOBAHICTh HA KAIIUTIOK Y TTOTTYJISIII.

HasBHicTh B aHaMmHe31 (eOpHIbHHX CYyJIOM, HAasBHICTb y POJMHHOMY aHamMHe3l cylnoM a0o

CHHIPOMY panToOBOI CMEpTi HEMOBIATH HE € MPOTHIIOKA3aHHSAMH 10 3aCTOCYBaHHS BaKIMHU




[ekcakcum®. 3a ocobamu, B aHaMHe3i skuX € (eOpuibHI CygoMH, HEOOXiZHO 3ailficHIOBaTH
pEeTEeNbHUIN HarJs MicHs LIEIUIEHHS, OCKUIbKM Takl MOOIYHI peakiii MOKyTh BUHUKATH MPOTATOM
23 [IHIB IiC/IA BaKIMHAILI].

SIKmIo y mamieHTa Ticisi OTPUMAaHHS TONEepPEHbOI BaKIMHK, SKa MICTHJIA MPABIIEBUN aHATOKCHH,
po3BuHyBcsi cunapoM [iiiena — bappe a0o me4oBUil HEBpPHUT, pPILIEHHS NPO MOAAJIbIIE
3aCTOCYBaHHS OyJlb-IKO1 BaKIIMHHU, 10 MICTUTh MPaBLIEBUI aHATOKCHUH, CJIiJ MPUHAMATH Ha OCHOBI
peTenbHOT OLIHKU MOTEHIIMHOT KOPUCTI Ta MOXJIMBUX PU3UKIB BaKIMHAII, HAIPUKIAA, 3 OTJISLY
Ha Te, OyB MOBHICTIO IMPOBEJIEHUN KypCc MEPBUHHOI BaKIMHaLli yu Hi. BakuuHaiis 3BuyaitHO
BUIPABJaHa y pa3i HEMOBHOTO KypCy NMEpPBUHHOI BaKUWHAMLI{ (HAlPUKIaA, SKIIO BBEJACHO MEHIIE
HIX TPH 1031 BaKIIMHU).

IMyHOTeHHICTh 11i€i BaKIMHM MOKE 3MEHIIYBAaTHCS, SKIIO MAalliEHT OTPUMYE IMYyHOCYNPECHBHY
Tepamito abo Mae iMyHOAE(IUT. PeKOMEHIyeThCs 3adeKaTh 10 3aKIHYEHHs Takoi Tepamii abo
3HUKHEHHsSI 3aXBOPIOBAHHS, MEpII HDK MPOBOJUTH BakiuHalio. OJHAK BakKLUWHAILiO 0ci0 3
XpOHIYHUM IMyHOJe(InuTOM, Hanpukiaaz 3 iHpekuieto BIJI, pekoMeHayeThCs BUKOHYBATH, HaBITh
SKIIO BiATOBIIb aHTUTLI MOXKE OYTH 0OMEXKEHOIO.

Oco0nuBi TpyIY NAIIEHTIB
JlaHi mo10 3acToCcyBaHHS Mpernapary HEJOHOIIEHWM HEeMOBIsATaM Hapasi BiacyTHi. IIpore y Hux

MOJKE CIIOCTEpIraThcs HUXK4a IMyHHA BiJIOBIi/b, 1 pIBeHb KJIIHIYHOIO 3aXUCTy y TAKUX BHUIIAJKaX
HEBIJJOMUH.

BapianTtu iMyHHOI BiZIOBI1 Ha BaKIMHY 3QJIEXKHO Bijl TEHETUYHOTO MOIIMOP(i3My HE BUBUAIIHCA.
VY oci0 3 XpOHIYHOI HHUPKOBOK HEIOCTATHICTIO CIOCTEPITAETHCS HEIOCTAaTHS BIAMOBIAL Ha
iMyHi3aI[ito mpoTu rematuty B. Jlnsg Takux NAaImieHTiB CIiJ] 3BAXKUTH AOLUIBHICTH BBEACHHS
JIOIAaTKOBUX /103 BaKUMHU MPOTH TenatuTy B 3amexHO BiA piBHIB aHTUTLA JO TOBEPXHEBOIO
aHTUTeHy Bipycy renatuty B (antu-HBsAg).

3ano0ixHi 3aX0/IU NPH 3aCTOCYBAHHI
He cJiin BBoaMTH Npenapat BHYTPIlIHbOCY/IMHHO, BHYTPIIHHOMIKIPHO 200 NigIKipHO.

Sk 1 BCl BakIMHM AJsl iH €KIIHHOTO BBEIEHHS, 1[I0 BAKIMHY CIiJ 3 00EpPEkKHICTIO 3aCTOCOBYBATH
ocobaM 3 TpOMOOLIMTONEHIE€0 a00 3 MOPYIICHHSIMHU 3TOPTaHHS KPOBI, OCKUIBKHM Yy TaKUX MAalllEHTIB
TiCJisi BUKOHAHHS BHYTPILIHHOM s130BO1 1H’€KIIiT MOYXE BUHUKHYTH KPOBOTEYA.

[Ipu mpoBeneHHI Kypcy HEpBMHHOI BakKUUHAIIl JITEH CiiJg BpaxoBYyBaTH MOTEHUIWHUN PHUBHK
BUHUKHEHHS allHOE Ta HEOOXIIHICTh MOHITOPUHTY AMXabHOI (DYHKIII BOPOAOBXK 48—72 ToluH y
ITIMOOKO HEJOHOIIEHUX HEMOBJIAT (HApOKEHUX Y TepMiH < 28 THXKHIB TecTallii), 0COOIHMBO y JiTel
3 HE3PUTICTIO IUXalbHOI cCUcTeMU B aHamHe3l. OCKUTbKM KOPUCTH BiJl BaKIMHALIL JJIs 1i€i rpynu
HEMOBJISIT € BUCOKOO, BaKITMHAIIIFO HE CII1]] CKACOBYBaTH a0 BiAKJIaIaTH.

BnnuB Ha pe3ynbTatu 1a00paTOpHUX aHaNI31B

Ockinbku antured Hib, sikuif € kancyabHUM HOJicaxapuaoM, eKCKPETYEThCS 3 CEe4el0, MPOTIroM
1-2 TwXHIB Micas BaKIUHAIl MOXJIMBUNA MO3UTHBHUN pe3yJbTaT aHaNi3y cedl Ha Led 30yIHHK.
Jnis minTBepkenHs HasBHOCTI Hib-iH(ek1ii B 11eii nepio HeoOXiJHO BUKOHYBATH 1HINI aHAJI3H.

3acmocysanns y nepioo eacimuocmi abo 200y8aHHs 2pyoor0.
BaritHicTh
He 3actocoByethcs. 15 BakiinHa HE MPU3HAYAETHCS KIHKAM PEPOYKTUBHOTO BIKY.

['onyBaHHd rpyaato
He 3acTocoByeTtbes. L BakiMHa He MPU3HAYAETHCS KIHKAM PENPOAYKTUBHOTO BIKY.

DepTUIIBEHICTD
He 3actocoByeTtbes. L5 BakiMHa He PU3HAYAETHCS JKIHKAM PEMPOAYKTUBHOTO BIKY.



30amuicmy eéniusamu Ha WUOKICMb peaxyii npu KepyeawHi a8MOMpPAHCNOPpmMoM abo HUWUMU
Mexarnizmamu.
He 3acrocoByethcs.

Cnoci6 3acmocyeannsa ma 003u.

Jlo3yBaHHS

llepsunna eaxyunayis

Kypc mepBuHHOI BakmuHAIll CKIaa€Thes 3 JABOX /103 (SIKI BBOSATH 3 IHTEPBAJIOM HE MEHIIIE HiXK
8 TIkHIB) a00 TphOX J03 (SIKi BBOJSATH 3 IHTEPBAJIOM HE MEHINE HIK 4 THXKHI) BIAMOBIIHO IO
OQIIITHIX peKOMEHIaIliH.

[Tpu bOMy MOKHA BUKOPHCTOBYBATH yCi CXeMH BaKIIMHAIlli, B TOMY 4HcIi Po3mmpeny mporpamy
imyHizauii BOO3 (EPI) 31 mennenusm y Biui 6, 10, 14 THXHIB, HE3aJeKHO BiJ TOrO, BBOAUIN
JTUTHHI 103y BaKIIUHU MPOTH renaTuty B opa3y micias HapoHKEHHS Y Hi.

V pasi BBeJlcHHS IMTHHI J03U BaKIMHK NPOTH renatuty B oxpasy micas Hapomkenns Iekcakcum ™
MO>KHA BUKOPUCTOBYBATH ISl BBEJICHHsI JOJATKOBHUX /103 BaKIIMHH MPOTH TeNaTUTy B, mounHaroun
3 6-TIKHEBOTO BiKy. SIKIIO Jpyra J103a BaKIIMHWA NPOTH renaTuTy B mae OyTw BBeleHa paHimie
[[LOTO BiKY, HEOOX1JHO BUKOPHCTOBYBAaTH MOHOBAJIEHTHY BAaKI[MHY IIPOTH renaTury B.

Y pa3i BBeACHHS OJHI€I JO3W BAaKIMHU IMPOTH TEMAaTUTy B oapa3y Tmicist HAPOJKCHHS IS
HEMOBJIATHU MOXHAa BUKOPHCTOBYBATH TOCTIIOBHUN Tpadik MEpBUHHOTO Kypcy IIETUICHHS
reKCaBAJICHTHOIO/TICHTABAJICHTHOIO/TCKCABAJICHTHOO ~ BaKIMHAMHU 13 3aCTOCYBaHHSIM  BaKIMHU
[ekcakcum® Ta neHTaBajgeHTHOl Bakuuuu DTaP-IPV/Hib (Bakiuuu i npodinaktuku qudrepii,
KaILTIOKY (aleioJisipHa), MpaBIiisl, IHAKTUBOBAHOI BAaKIIMHU TPOTH TOJIIOMIENITY, BaKIIMHUA MPOTH
Haemophilus influenzae tumy b) 3rifHO 3 0QIIHHUMEI peKOMEHAIISIMH.

Bycmepna eaxyunayia (pesaxyunayis)

[Ticnst 2-1030BOr0 KypCy IEPBMHHOI BakKIMHAIII BaKIHMHOW [ekcakcum® HEOOXiqHO BBECTH OIHY
OycTepHy /103y Ipenapary.

[Ticns 3-1030BOro0 Kypcy MNEpPBUHHOI BakKIMHALii BakIMHOK ['exkcakcuMm”™ CIiJ BBECTH OJHY
OycTepHy /103y Ipenapary.

BbyctepHi 1031 nOTpiOHO BBOJUTH HE paHille HIX depe3 6 MICALIB Micis OCTaHHBOI 03U Kypcy
NEPBUHHOI BaKIMHALIT 3 JOTPUMaHHIM BUMOT O]iliifHO 3aTBEPHKEHUX HOPMATUBHUX JIOKYMEHTIB
10JI0 TIPOBEICHHS MPOGITAaKTUYHUX IIETUICHb, TII0UMX Ha Teputopii Ykpainu. HeoOximHo BBeCcTH
SK MIHIMYM OJIHY 7103y BakiuHu Hib.

KpiM TOrO, SKIIO BakIMHAII TPOTH TemaTUTy B He BUKOHAMM Onpa3y IMicisi HapOHKECHHS,
HEOOXIJTHO BBECTH OYCTEpHY /103y BaKLUMHHM MpOTH rematuty B. s 1i€i OycTepHOi BakiuHaii
MOYKHa BUKOPUCTOBYBATH BakuuHy I'excakcum”.

[Ticnst 3-1030B01 cxeMu BakiuHailii mpenapatoM I'excakcum® 3riguo 3 Bumoramu EPI BOO3 (y Bii
6, 10, 14 TrxHIB), SKIO BaKIMHALIIO MIPOTU renatuty B He BUKOHANU oApasy Micis HAPOJKEHHS,
HEOOX1THO BBeCTH OyCTepHYy /103y BaKUMHU TpoTH renaTuty B. HeoOximHO BBecTH SK MIiHIMyM
onHy OycrepHy 103y mnojioBakuuHH. Jlis 1mi€i OycTepHOi BaklMHALli MOYXXHa BUKOPHCTOBYBATH
BakiuHy ['ekcakcum®.

SIKIo BaKLMHALIIO MPOTH renaTuTy B BUKOHYBanu oApasy micis HapOJKEHHS, Mmicis 3-1030BO1
CXEeMHU MEPBUHHOI BakKIMHALII K OycTepHy BakIMHY MOKHA BHKOpHUCTOBYyBatH Iekcakcum® abo
’ stuBanenTHy aK/II[1-1T1B/Hib Bakiuny.

[ekcakcuM® MOKHA 3aCTOCOBYBATH K OyCTEpHY BakIMHy oco0am, sKi paHille OTpUMyBaiu
MIETUICHHS 1HIIIOK0 IIECTHBAJICHTHOIO BakIMHOIO a0o m’ stuBasieHTHO0 aK/II1-IT1B/Hib BakuuHoIO Y
KOMOIHAIIil 3 MOHOBAJICHTHOIO BAKIIMHOIO MPOTH renatuty B.

Ilpn nposenenni imyHi3amii Ha TepuTOpii YKpaiHM IOAO CXeMH 3aCTOCYBaHHS,

NPOTUIIOKA3aHb Ta B3a€EMOJIl 3 iHIIMMH JIKAPCBKUMH 3ac00aMM CJ1il KepyBaTUCs Ail0YUMHU
Hakazamu MO3 Ykpainu moao nposeieHHs: NPOQIAKTHYHUX HIENJICHbD.
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IllenuieHHs] NPOBOAWTHL MeAWYHHH NepcoHaa y KaliHeTax IIelieHb JIIKYBaJbHO-
npogiIaKTHYHUX 3aKJIA/TIB.

Crocib 3acTOCyBaHHS
[lenyieHHst HEOOXITHO BUKOHYBATH HUISXOM BHYTPIIIHEOM 530BOi iH’€Kkuii. PekoMeHnoBaHe Micie

1H €Ki — TepeaHpoIaTepaibHa TOBEPXHS BEPXHBOI YACTWHH CTETHA Yy HEMOBISAT Ta JITEH
MOJIOJIIOTO BiKY, MOYMHAIOUU 3 O-THKHEBOTO BiKY, Ta JIEJIBTONOAIOHMN TUIEHOBUI M’S13 y IiTeH
CTapuIoOro BIKY, MOYMHAIOUU 3 15-MicsiuHOTO BIKY (Y LIO AUISHKY BaKIIMHY MOKHa BBOJUTH 3 15-
MICSYHOTO BIKY).

Himu.

Besneunicts Ta eeKTMBHICTH 3aCTOCYBaHHs Tpemapary lekcakcum®™ HiTAM BIKOM 10 6 THIKHIB
Hapasi He BcTaHOBJEHI. J[aHi 3 IbOTO PUBOY BiJICYTHI.

Takox HemMae AaHUX IOJI0 3aCTOCYBAHHS I[bOTO MpENapary AITSAM CTAapIIOro BIKY (IUB. PO3ALIH
«[1o0iuni peakuii» Ta «IMyHOJIOTI4HI 1 61070T1YHI BIACTUBOCTI»).

Ilepeoosysannas.
[Tpo Bumaaky mepeno3yBaHHs HE MTOBITIOMITSIIOCS.

Ilo6iuni peakuii.

a) 3BeseHi JaHi moa0 npodinaro 6e3MeKu npenapart

B xomi KIHIYHMX JOCTIIKEHb y o0cib, ski orpumyBamu ['excakcum®, HaMOimBII 9acTo
criocTepirajaucs Taki peakuii, sk OUTb y Micli 1H’€KIIii, APaTiBIUBICTh, IJIa4 Ta epUTEeMa B MicCIli
1H €KIIii.

ITicyis BBeZIeHHS NIEpIIOT 103U CIIocTepiranacs AENio BUIA OYiKyBaHa PEaKTOTeHHICTh y MOPiBHAHHI
3 HACTYITHUMU JIO3aMH.

BesneunicTh 3acTocyBaHHs BakiuHu ['ekcakcuM® HiTsAM BikoM moHasn 24 micsii B X0i KIiHiYHHX
JTOCJTIJDKEHb HE BUBYAJIACS.

b) Tabnuyamii nepenik MOOIYHUX peaKIlin

Jnst knacudikamii mo6iuHuX peakiiid 0yj0 BUKOPUCTAHO TaKi YMOBHI TO3HAUEHHS:

nyxe gacto (>1/10)

gacTo (Bix >1/100 go <1/10)

Hewacto (Bix >1/1000 mo <1/100)

pinko (Bix >1/10 000 mo <1/1000)

nyxe piako (<1/10 000)

YyacToTa HeB1loMa (He MOKHA OLIIHUTH 3a AOCTYITHUMU JaHUMH)

Taboauus 4. [MoGiuni peaxuii, 3apeecTpoBaHi B X0l KJIIHIYHUX [I0CJTiI:KeHb Ta NI 4ac
KOMEpIiliHOT0 3aCTOCYBAHHSI BAKIIMHH

Cucrema-Opran-Kunac YacroTa IMo6iuni peakuii
Poznanu 3 60Ky imyHHOT Heuacto Peakiiis rinepuyTIMBOCTI
CUCTEMU Pinxo AHadinakTuyHa peaxiis™®
MeTtabomniuHi Ta yxe gacto BincyTHicTh aneTuTy (3HUKEHHS alleTUTY)
TIMEHTapHI po3J1aIn
Poznanu 3 60Ky HEpBOBOi Hyxe gacTo [1na4, COHNMBICTH
CUCTEMU Yacto AHopMasIbHU 1124 (TpUBAIU 1J1a4)
Piaxo Cynomu 3 IiIBHILIEHHAM TeMIIEpaTypu Tijia
a00 0e3 MiIBUIIEHHS TeMIepaTypu’™
Hyxe pinko l'inmoToniuHi peakuii a00 riMOTOHIYHO-
TIOPECIOHCUBHUIN CHHIPOM
Poznanm 3 60oky nuryHKOBO- | Jly’ke wacto biroBanHs
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KHUILKOBOI'O TPAKTy Yacto Hiapes
Poznanu 3 60Ky mikipu Ta Pinxo Bucun
ITIIIITKIPHOT KJIITKOBUHH
3aranpHi po31aaH Ta Jy>xe gacTto binp y mici iH’ekIii, eputeMa y MicIt
peaxiiii B MiCIli BBeJICHHS 16’ eKI1i1, HAOPSIK Y MICITl 1H’ €K1
npenapary JIpaTiBIMBICTH
lineprepmis (TiABUIIICHHS TEMIIEPATypH Tijia
> 38,0 °C)
Yacro VuinpHeHHs B Micll 16’ €Kil
Heuacro VYTBOpEHHs By3Ja B Miclli iH’ €Ki
INneprepMis (iABUILIEHHS TEMIEpaTypH Tiia
> 39,6 °C)
Pigko OG6umpHuii HaOpsK KiHiBOK'

* HeGaxkaHi peakIlii, 3apeecTpoBaHi 3a JAHUMH CITOHTAHHUX TTOBiTOMJICHb.
+ us. po3mia (c).

¢) Onuc oKkpeMux HebaKaHUX PeaKiliif

OOmmpHMii HaOpsK KiHIiBKU. [ToBimomusiocs mpo oOmmpHi peakiii B Micii iH ekmii (> 50 Mm) y
JiTel, BKIIIOYAIOYU OOIIMpHE HAOpAKAHHS KIHIIBKH, SIKE MOXE MOIIMPHUTHCS 3 MICIS 1H €Ki 3a
MeXi 0JfHOTO a00 JBOX Mpmieriux cyriao0OiB. Lli peakiii po3nodnHatoTeCs y nepiri 24—72 roauHu
miclis  BakKIMHALIl, MOXYTb CYINpPOBOJUKYBaTHCS TAaKMMHU CHMIITOMaMH, SK €pUTEMa, MICIeBe
MiIBUIICHHS TEMIIEpaTypH HIKipH, YyTJIMBICTh YM OUTh B MicIi iH €Ki, 1 3HUKAIOTh CAMOCTIHHO
npoTsiroM 3—5 nHiB. PU3KK IXHBOTO PO3BUTKY 3aJI€KHUTh BiJl KUIBKOCTI MOMEPEIHIX 103 BaKLUH, 110
MICTSITh aIeTOSIPHINA KaIUTIOKOBUI KOMIIOHEHT, NP [OMY OUTBIIT BUCOKHHA PU3HUK XapaKTepHUI
miciist 4-1 Ta 5-1 no3u.

d) TlorenmiiiHi mo6iyHi peakmii (ToO0TO MOOIYHI peakmii, SIKi HE CIOCTEpiraaucs came Iicis
IIEIUIEHHs BaKMHOW0 [ekcakcuM®, ajie MOBiIOMISUIMCS MIC/s 3aCTOCYBAHHS iHINMX BaKIMH, SKi
MICTATB OJMH KOMIIOHEHT a00 OiNbIIe, 0 BXOIATH JI0 CKIaay Bakuuuu I'ekcakcum®™)

Po3znaou 3 6oky nepsosoi cucmemu

- [oBigoMJIsisIOCS TIPO BUIMAIKK PO3BHUTKY IJIEYOBOTO HEBPHUTY Ta cuHApoMmy [iitena — bappe micis
3aCTOCYBAaHHS BaKLMHH 3 BMICTOM IIPABLIEBOTO aHATOKCUHY.

- IloBimommsiocst TpoO BHIAIKU PO3BUTKY NepUQepudHoi Heipomartii (ImoipaaIuKyIOHEBPHTY,
napainidy JHUIbOBOTO HEpBa), HEBPUTY 30pOBOTO HEpBa, AEMie€liHi3allli y IeHTpalibHIi HEepBOBIii
CUCTEMI, JEMIENIHI3YIOUNX 3aXBOPIOBaHb IEHTPAIHHOI HEPBOBOI CHUCTEMH (PO3CISHHI CKIEpPO3)
IicJIsl 3aCTOCYBAHHS BaKIMHM 3 BMICTOM aHTUT'€HY renatuty B.

- Ennedanonarist/ennedanir.

Posnaodu 3 6oxy pecnipamopnoi cucmemu, opeanie epyoHoi KAimKu ma cepedoCminisl

AmHOE y TIIMOOKO HEeIOHOIIEHUX HEMOBIT (HApOKEHUX Yy TepMiH < 28 THXKHIB recTtaiii) (auB.
po3ai1 «OcobIMBOCTI 3aCTOCYBAHHSD).

3acanvui posnadu ma peaxyii 6 micyi 66e0enns

[Ticns mieneHHs BaKIMHAMU, KI MICTATh aHTUreH Haemophilus influenzae tumy b, MOXYTb
BUHUKATH HAOPSIKOBI peakilii, IO MOMMPIOIOThCS Ha OMHY a0o ABi HIDKHI KiHIIBKH. Ll peakmis
MEPEBAKHO CIIOCTEPITaEThCS MicTs MEepIIol 1H €Kil 1 TPUBAE MPOTATOM MEPIIUX ACKITBKOX TOAUH
micist mierieHHs. CHMITOMH, acoOIliHOBaHI 3 IEI0 PEAKIEr0, MOXXYTh BKIIOYATH: I[IaHO3,
MIOYEPBOHIHHA, TPAH3UTOPHY MypIypy 1 TpUBaIMH Iulad. Yci LI SBUIIA MalThb 3HUKHYTH
CaMOCTIHHO 1 0€3 HACIIIKIB MPOTITOM 24 TOJIHH.

3BITHICTb PO MOOIYHI peakiii

[ToBimomieHHs PO MOOIYHI peakilii y mepiof Mics peecTparlii JiKapchbKOro 3aco0y € BaXKIHMBUM
3axomoMm. lle mae 3Mory 3aiiicHioBaTH  Oe3mepepBHHUII  MOHITOPHHT  CHIBBiTHOILIEHHS
«KOPUCTH/PU3HK» TPU 3aCTOCYBaHHI IILOTO JIKAPCHKOTO 3aco0y. MenuyHuM TpalliBHUKaM
HEOOX1THO MOBIJOMIIATH MPO Oy/b-sKi MOOIYHI peakiii 3a JOMOMOTO CUCTEMH MOBIJOMIIEHB MPO
noOivHi peakuii B YKpaiHi. _
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Tepmin npuoamnocmi.
3 poxu.

YmoBu 30epiranns.

30epiratu npu Temnepatrypi Biz 2 1o 8 °C (y xonoaunbHUKY). He 3amoposkyBaTH.

3axumaTy BijJ cBiTia. 30epiraTi B HEIOCTYITHOMY JJIS AiTeH MicIii.

Jlani cTaGUTBHOCTI CBIg4aTh, IO KOMIIOHEHTH BAKIMHHU 3aJMIIAIOTHCS CTA0UTBHUMHU TIpH
temneparypax a0 25 °C mporsrom 72 roauH. Y KiHii 1poro mnepiogy [ekcakcum® ciig a6o
BHKOpHUCTaTH, a00 BUKUHYTH. L1 gaH1 HABOAATHCS JIHIIE 3 METOIO HAJATH MEIMYHUM TIPAIliBHUKAM
IHCTPYKILIii HA BUIMAJOK THMYACOBUX BIIXHJICHb TEMIIEpaTypH.

Hecymicnicme.
VY 3B’A3Ky 3 BIACYTHICTIO JOCTIDKEHb CYMICHOCTI IFO BakIMHY HE CIIIJl 3MIITyBaTH 3 1HIIAMH
JKapChKUMU 3aCO0aMHU.

YnakoBka.

Cycnensis g 10’ exuii o 0,5 mi (1 103a) B monepeHbO 3al0BHEHUX IIIPHIAxX 3 1-€10 (abo 2-ma)
OKpEMHMH TOJIKaMH, 0 1 MITpHIly B KAPTOHHIHM yHaKoBIIi.

Cycniensis qys i1’ ek mo 0,5 Mot (1 103a) B monepeHbO 3alOBHEHUX MIMpHIax 3 1-eto (abo 2-ma)
OKPEMHMHU TOJIKAMHU, 110 1 MIpHUIly B CTaHIAPTHO-EKCIIOPTHIM yIaKoBIl, sIKa MICTUTBCS Y KapTOHHIH
KOpOOIIl 3 IHCTPYKITIEIO I METUIHOTO 3aCTOCYBaHHS.

Cycnensis ans i’ exiit mo 0,5 mut (1 qo3a) B monepeHp0 HAMMOBHEHHX MIMPHUIaX 3 1-€r0 (abo 2-ma)
OKpPEeMHMH roJIKaMu, 1o 10 mnpuIiB B KApTOHHIN yIaKOBIII.

Cycnensis mst 10’ ekii o 0,5 mi (1 103a) B monepeaHbo 3aoBHEHHX MMpuIax 3 1-€ro (abo 2-ma)
OKpeMHUMHU rojkamu, no 10 mmpuiiB B CTaHJAPTHO-EKCIIOPTHIN YMaKOBI, sSKa MICTUTBCA Yy
KapTOHHIN KOPOOIIi 3 IHCTPYKLIEIO ISl MEIUYHOTO 3aCTOCYBAHHS.

Cycnensis ans i1’ exniit mo 0,5 mi (1 go3a) y pnakonax, no 10 ¢aakoHiB y KapTOHHIN yIIaKOBIIi.
Cycnensis ais in’exuiit mo 0,5 mi (1 no3a) y dnakonax, no 10 ¢akoHiB B cTaHIapTHO-EKCIIOPTHIN
YIaKOBII, sIKa MICTUTbCA Y KapTOHH1I KOpOoOI11l 3 IHCTPYKII€IO JIJIs1 MEIUYHOTO 3aCTOCYBaHHS.

Kareropis Binmycky.
3a pelenrom.

BupoOuukn.

Canoi ITactep, Opaniiis.

Canodi-Agenric [IpaiiBit Ko. JITa., Yropumna.

Micue3naxonxeHHs1 BHPOOHHUKIB Ta aJpecH Micusi NPOBA/KeHHSI IXHbOI TislJILHOCTI.
1541 aBento Mapcens Mep’e, 69280 Mapci n°Etyans, @paniris.

[MTapk Innactpiens 1’ lakapsins, 27100 Banb-ne-Poit, @paniis.

oyn. 5, Kamnona ytua 1., bymanemr, 1225, YropmuHa.

3asiBHUK.
Canodi ITacrep.

Micue3HaxoaKeHHs 3asiBHMKA.
14 Ecnac Anpi Bamte 69007 Jlion, ®panuis.
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