IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKApPCHKOIo0 3ac00y

MEHTAKCUM®
Baxkuuna s npodinakruku audrepii, npaBus, KAUIUTIOKY (aueJa0JaspHU
KOMIIOHEHT), NOJIiOMi€/IiTy IHAKTUBOBAHA Ta BAKIMHA 1JIs1 NPOQIAKTHKH
ingexuii, cnpuunnennx Haemophilus Tuny b xon’roropana, aacopéoana

Cknao:

0it0ui peuosuHu:

Diphtheria, tetanus, pertussis (acellular, component), poliomyelitis (inactivated)
vaccine (adsorbed) and Haemophilus influenzae type b conjugate vaccine

1 imyHi3yroua o3a BakuuHu (0,5 Mi1) micis po3BeIeHHS MICTUTb:

mudrepiitauit anatoxcnn() >30 MO(2)
MpaBLEBUI anatoxcun(!) > 40 MO(3)
anTureHu Bordetella pertussis:
KAaILTIOKOBHiT anaTokcuu( ) 25 MKT
dinamentanit remarmoTaain( ) 25 MKT
1HAaKTUBOBAHUI noniOBipyc(4):
tuny 1 (tutam Mahoney) 40 D-O,[[I/IHI/II_[B(S)
(6)
tuny 2 (mtam MEF-1) 8 D—ozLI/IHI/IuL(S)
(6)
tuny 3 (mram Saukett) 32 D-
O)II/IHI/IIIi(S) (6)
nonicaxapun, Haemophilus influenzae tuny b, 10 MKT
KOH FOTOBAaHHM 3 MPABIEBUM ITPOTETHOM 18-30 Mkr

(1) afacopOoBaHUIl Ha TIIPOKCHJI alOMIHIIO TipatroBaHoMy (BiamoBimae 0,3 mr
Al3+)

2) ax CepelHE 3HAYCHHS

() ax muxns Mesxka noBipyoro intepBainy (p=0.95)

(4) OTpHMaHi Ha KIIITHHAX Vero

(3) D - anrurensi OJIMHHMIITL

(6) a00 eKBiBaJIEHTHA KUIBbKICTh AaHTUTECHY, BA3HAYCHA BiMOBIIHUM IMyHOXIMIYHUM
METOJIOM

O0ONOMIDICHI ~ pedosunu: caxapo3a, TPOMETaMOJI, KHCIOTa XJIOPHCTOBOJIHEBA
KOHIIEHTpOBaHa AJis BcTaHOBJIeHHs pH, cepenoBuiie Xenkca 6e3 heHoIy 4epBOHOTO
(cyMmil aMiHOKHCIIOT, BKJIIO4alouH (eHiIanaHiH, MiHepaJIbHUX COJIEeH, BITaMiHIB Ta
IHIIIMX KOMIIOHEHTIB, Y T.4. TJIIOKO3H), OLITOBA KUCJIOTA 1/a00 TiApOKCH HATPIIO AJIs
BcTaHOBJeHHs pH, popmanbaeria, peHokcieTaHo, eTaHo, BOAA IS 1H €KLIH.

TMenrakcum® moske Micturn y CIIIOBHX KUIBKOCTSIX TIIyTapajblerisl, HeOMIIHH,
CTPENTOMIIHH 1 TomiMikcHH B (muBuck po3ain «IIpoTumnokazaHus»).
Jlikapcbka gopma. CycrieHsist 11 1H €KIIii Ta TOPOIIOK.



OcnosHi @izuko-ximiuni eracmugocmi: TIOPOIIOK OUIOr0 KOJbOPY MOJicaxapumy
Haemophilus influenzae tuny b Ta cTepuibHa, KajaMyTHa, OlTyBaTa CyCHEH31s
Qg TepiifHOro Ta MpaBLEBOr0 aHATOKCHHIB, aLlEIONSIPHOTO KOMIIOHEHTA KaIILJIIOKY
(amcopOoBaHMX Ha TIAPOKCUII aTIOMIHIIO TiIPaTOBAaHOMY), IHAKTUBOBAHOTO BipyCy
MOJIIOMIETITY.

®apmakotepaneBTuyHa  rpyma. KomOiHoBaHi  mpoTHOakTepiajgbHI  Ta
NPOTHUBIPYCHI BaKLIMHHU.

Kon ATX JO7C A06.

Imynonociuni i 6ionoziuni é1acmusocmi.

Dapmaxoounamixa.

Tokcunn mudTepii Ta mpaBLs AETOKCHKYIOTh 3 BUKOPHUCTAHHSAM (OpMajbaeriny,
MOTIM OYHIIYIOTb.

Bakuuny as npogiiakTUKK MOJIIOMIETITY OTPUMYIOTh 3 KYJbTHBOBAaHUX BipYCiB
noniomienity TumiB 1, 2, 3 Ha KITUHHIN diHIT Vero, o4yulIylOTh, a TOTIM
1HAKTUBYIOTH 32 JOMIOMOTOI0 (JOpMaJbJIETiay.

ALeNoNspHI KOMIIOHEHTH KalUTIOKy (KauutrokoBuit Tokcud [PT] ta ¢inamenTHuit
remarmotuHiH [FHA]) exkcrparytots 3 KynbTyp Bordetella pertussis, miciast 4yoro
OuMIytoTh. KallTloKOBHM  TOKCHH, JI€TOKCHKOBAaHMM 3  BHUKOPUCTaHHSAM
rIyTapajibaeriny, BiANoBigae kanumokoBomy aHatokcuny (PTxd). ®I'A (FHA) —
HaTUBHUU. Byno BcTaHOBJIeHO, IO KanutiokoBuiM aHaTokcuH 1 PI'A € nBoma
KOMIIOHEHTaMHU, 1110 MalOTh HAaWBaKJIUBIIlIE 3HAYEHHS VIS 3aXUCTY OpPraHi3My Bif
KaIlTIOKY.

Kancynpuuii  momicaxapun  PRP  (momipuGosun-puditon-gocpar  (PRP))
eKCTParyloTh 3 KyiabTypu Haemophilus influenzae tuny b Ta 3’€IHYIOTH LUIIXOM
KoH toraiii 3 mpasueBum 6i1koM (T) aiis orpumanus PRP-T koH 1oroBaHoi BaKITMHH.
Kancynpauii nomicaxapun PRP innykye antu-PRP ceponoriuny Binmosine y
moguau. ONHAK, SK 1 A7 BCIX MOJicaxapyuIHUX aHTUTEHIB, IMyHHA BiJMOBiAb HE
3aJIeKUTh Bl TUMYCY 1 XapaKTepU3yEThCS HU3bKOIO IMyHOTE€HHICTIO Y HEMOBIIAT Ta
BIJICYTHICTIO OycTepHOTo eQeKTy N0 IOCSATHEHHs MalieHToM BiKy 15 Mmicsmis.
KoBaneHTHMI 3B 30K MK KarCyJlbHUM moiicaxapunoMm Haemophilus influenzae
TUMy b Ta OIIKOM-HOCIEM — TIPABIIEBUM O1JIKOM — Ja€ 3MOT'Y KOH FOTOBaHil BaKIIMHI
TISTH SK 3aJI€XKHUNA BiJl TUMYCY aHTHUIeH, sIKUM iHIykye cneuudiuny aHTH-PRP
CEepOJIOTIYHY BIJMOBI/Ib Y HEMOBJIAT, Ta OTPUMYBATH OyCcTepHUN e(eKT.

ImyHnna 6i0nosiowv nicia nepeuHHoi 6aKyuHayii

B xoni nocnikeHb IMyHOT€HHOCTI y HEMOBJAT OyJO MOKa3aHo, L0 Yepe3 OJUH
MICSIIb MMiCTIs 3aCTOCYBAaHHS TPETHO1 103U EpBUHHOI BakiuHaii y Bcix (100%) niteit
OyB JOCATHYTUH CepONpoTeKTOpHUN piBeHb aHTuUTLl (> 0,01 MO/Mia) sk 1o
aHTHUreHiB TUQTepii, Tak 1 4O aHTUTEHIB MPABIIS.

[I{ono kanutoKy, To y moHaa 88 % aiTeit MOIOIIOrO BIKY Yepe3 OJUH MICALb MiCIs
3aBEpIIEHHs TEepPBUHHOTO Kypcy IMyHi3alii THUTPU aHTUTUI KallUTIOKOBOTO
aHatokcuny abo ®I'A 3pociu B 4 pasu.

[Monaitmenme 99% niteit miciast iMyHi3auii Majld CEpONPOTEKTUBHI TUTPH aHTUTLI
IpoTH BipyciB nojioMienity 1, 2 Ta 3 TuniB (piBeHb > 5 y BeIWYHHI, 3BOPOTHOI J10
CTyIEHs PO3BEJCHHS B PeaKllii cepoHeUTpaizallii).).

[Honaiimenmie y 97,2% nemoBisat gocsranucs TuTpu PRP anturin Bume 0,15 Mxr/min
yepe3 OAMH MiCsllb MICHsS 3aCTOCYBaHHS TpPEThOi /03U TEPBHHHOTO Kypcy
BaKILIMHAIII].

ImyHnua 6i0nosiow nicia bycmepnoi eakyunayii




[Ticna mepmoi OycrepHoi no3u (Bik mamieHTtiB: 16—18 wicsuiB) y Bcix JiTei
YTBOPIOBAJIUCS 3aXMCHI aHTHUTLNA 10 TOKCUHIB qudTepii (> 0,1 MO/mn), npasus (>
0,1 MO/mi), BipyciB NOMIOMIENITY (PiBEHb > 5 Y BEIUYKHI, 3BOPOTHOI IO CTYTNEHS
PO3BeNIEHHs B peaKilii cepoHeTpanizariii).

IToka3HUKHM CepOKOHBEpCli B aHTHUTLIAX KaIUIOKY (TUTpU OuIbIIe HIK y 4 pasu
MEPEeBUIYIOTh THUTPU [0 BaKIUHAIlI) CTAHOBWIM IoHaiimeHme 98% mns
KanutokoBoro anatokcuny PT (imynodepmentnuii ananiz (I®A)) ta 99 % mns FHA
(I®A). Y Beix niteit gocsiraBest Tutp aHTUuTia 10 PRP > 1,0 Mxr/mun.

[Tonanplie qociKeHHs IMyHOT€HHOCT] KaIJTIOKOBOI'O KOMITOHEHTY Y JAiTeH BIKOM
5—6 pokiB mokaszano, o TUTpU aHTtuTul 10 PT ta FHA y nmitei, siki npoinum
NEPBUHHY Ta OyCTEpHY BaKI[MHALIIO AlleTIOIIPHIMHU KOMOIHOBAHUMH BaKIIMHAMM,
Oynu ImoHalMeHIIe eKBIBaJICHTHUMHU TUTPaM, SIKI CIIOCTEpIrajucs y AiTed Takoro
CaMoro BiKYy, IIEIUICHUX LUIBHOKIITHHHUMU KOMOIHOBaHMMHU BaKIMHAMH TPOTH
KaIlTIOKY.

Dapmaxoxinemuxa.

He 3actocoByeThcs.

Kuiniuni XapakTepucTHKH.

Ilokazannsa.

Bakuuna Ienrtakenm® rokasama a1s koMGiHOBaHOT npodinakTuku gudTepii,

NpaBls, KalUIIOKY, TMOJMIOMIENITY Ta IHBAa3MBHUX I1HQEKIH, BUKIMKAHUX

Haemophilus influenzae tTumy b (Takux sk MEHIHTIT, CEITUILIEMIS, TIETIOTIT, ApTPUT,

EMITJIOTUT TOIIIO):

- JUIsl KypCy NMEepBUHHOI IMyHi3allli HEMOBJIAT BIKOM BiJl 2 MICAILIIB;

- aia OycTepHOI BaKIMHALI Yepe3 OJUH PIK Micis Kypcy NEpBHUHHOI BaKIMHAI]

MPOTSITOM JPYTOTO POKY JKUTTSL.

Bakuuna ITentakcum® He 3a0e3nedye 3aXMCTy BiJ iHQEKIiH, 30y IHUKaMU AKUX €

i Tunu Haemophilus influenzae, a TakoX BiJl MEHIHTITY, BUKJIMKAHOTO 1HITMMHU

MIKpOOpraHi3MaMHu.

IIpomunokaszanna.

e [ime4yTIMBICTb:

- 710 OyIb-sIKOi 3 JIF0UUX PEUOBHH HeHTaKchy®;

- 710 Oynb-sIKOi 3 JOMTOMI>KHUX PEYOBUH;

- 10 TJIIOTapalibJeriay, HEOMIIMHY, CTPENTOMIIMHY a0o mosiMikcuny B (sxi
BUKOPUCTOBYIOTHCSI B TPOIIECI BUPOOHMIITBA 1 MOXKYTh OyTH HPUCYTHI y
CJIITIOBUX KUTBKOCTAX) (AUBHUCH po3ail «Ckam);

- 70 BakUMHHU TMPOTH KAILIIOKY (AUETIosIpHUN a00 HUIbHOKIITUHHHUHA

KOMITOHEHT).
o BunukHEHHS peaxilii, sika 3arpoKye KUTTIO, MICHs MONEPeTHBOTO BBEICHHS
1i€1 BaKIIMHU 200 BaKIIMHU, 1110 MICTUThH TaKi caMi PEYOBUHH.
o Bak1nuHariro ¢iij] BIIKJIaCTH y pa3i JUXOMaHKH a00 TOCTPOTO 3aXBOPIOBAHHS.
o [Iporpecyroua enredanomaris.
° Ennedanonaris, 1o BUHUKIIA TIPOTITOM 7 JHIB ITiCIIsl BBEJICHHS TIOTIEPEIHBOT

03U OyAb-sKOi BaKIWHU, 10 MICTUTh AaHTHUTeHW 30yJHUKA KaILTIOKY
(TUTEHOKJTITHHHI 200 alleTIoNISIPHI BAaKIIMHA MTPOTH KaIIUTIOKY ).
Ocoonuei 3axo0u de3nexu.



[Ticns BUKOpUCTaHHS BC1 3QJIMIIKH BaKIMHH, IITPUIH Ta (IIaKOHH HEOOX1THO
3HUIMIUTU O0€3MeYHUM CIIOCOOOM 3T1IHO 3 JIF0YMMU BUMOTaMHU MIOA0 YTHIIi3aLii
010JIOT1YHMX BiAXO/IB BIANOBIAHO 10 YUHHUX HOPMATHBHUX aKTiB Y KpaiHH.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63aEMO0iil.

Bakuuny TMenraxenm® MokHa 0HOYACHO BBOAUTH 3 BAKLMHOIO VIS
npodiIaKTUKU KOPY, €MiIEMIYHOTO MAPOTUTY Ta KPAaCHYyXHU a00 3 BaKIIMHOO JIS
npodiIakTUKU TenaTuTy B, ane 3a yMOBH BBeIeHHs B OKpeMi AB1 pi3Hi AUITHKU
Tina.

Bnnue na pezynemamu nabopamoprux 0ocniodxcetsb

Ockinbku anturen Haemophilus influenzae tuny b (Hib), axkuil € KancyiabHUM
MOJTicaxapuioM, eKCKPETYETbCS B cedy, MPOTAroM 1—2 THXKHIB Micisl BaKLMHALIL
MOJIMBUH MO3UTUBHUN pe3yjibTaT aHalizy cedi Ha wedl 30yauuk. Jlns
HiATBEpKeHHA HasBHOCTI Hib-iHdekuii B 1el mepios HeoOXiIHO 3poOUTH iHII
aHaJi3M.

Sk 1 mpu 3aCcTOCYBaHHI 1HIIKUX BAKIUH, aJIEKBATHOT IMYHOJIOT1YHOI BiIMTOBII MOXHA
HE OTpPUMATH Yy TMAIl€HTIB 3 iMyHoAediuuToM abo y THX, XTO JIKYETHCS
IMYHOCYIPECUBHHMH IIperiapaTaMH.

Ilepen menieHHsiM HeOOXiZHO NMONEpPeIUTH JiKAps NPO NMPHIiOM OyIb-AKHX
MeIHKAMEHTIB 200 BAKI[MH.

Ocobueocmi 3acmocyeanns.

IMyHOreHHICTh  BaKLIMHU TMenrakcum®  moxe OyTH 3HUKEHOI0 BHACIIIOK
IMYHOCYIIpECHBHOTO JIiKyBaHHA a00 imyHonmedimuty. ToMy mepea BaKIUHAIIEO
PEKOMEHIYEThCSI TOUEKATUCS

3aBEPILCHHS JIKyBaHHs a00 3axBOproBaHHs. OHAK BaKIMHAILS OCIO 13 XPOHIYHUM
imyHonedimurom, Hanpukian 3 BlJI-iHdekiiero, peKOMEHIY€eThCS, HaBITh SKIIO
iMyHHa BiMOBi/Ib MOXe OyTH OOMEKEHOIO.

S0 micig nonepeaHbOro BBEACHHS BAKI[MHMU, 1110 MICTUTh IPABLIEBUI aHATOKCHH,
po3BuBcs cuHapoM ['iiiena—bappe abo miedoBUil HEBPUT, PILIEHHS MPO MMOAAJIBIIIE
3aCTOCYBAaHHS Oy[b-sIKOT BaKLMHH, 1[0 MICTUTh MPaBLEBUI aHATOKCHH, MOBHHHO
0a3yBaTHCs Ha peTEeIbHOMY 3Ba)KyBaHHI MOTEHIIITHOT KOPHUCTI Ta MOKITUBUX PH3UKIB
MIPOJIOBXKEHHS BakIMHalii. BaknuHaiis 3a3Budyail BUIpaBAaHa ISl HEMOBIAT 3
HETMOBHUM TpadikoM TMEepBUHHOI IMyHi3alil (HampuKiIan, SKII0O BOHH OTPHMAJIH
MEHIIIE TPHOX J03).

BaknuHy He BBOAMTH BHYTPIlIHBOCYAMHHO: INeEpPEeKOHATHCS, IO TOJIKa He
NOTPaNnuJa y CyAuHHe PycJio.

Bakuuny He BBOAMTH BHYTPilIHbOLIKIPHO.

SIk 1 Bci 1H’€KIifiHI BaKIUHH, Tenraxcum® BBOJIUTHCS 3 00EPEKHICTIO 0co0aM 3
TPOMOOLIUTONIEHIE0O a00 TOPYIICHHSAM 3TOpPTaHHS KPOBi, OCKUIBKH  ITCIIA
BHYTPIIIHEOM SI30BOTO BBEJICHHS y ITUX 0Ci0 MOXE€ BUHUKHYTH KPOBOTEYA.

[lepen mpoBeneHHsIM MISTUICHHS CIIia 310paTH MOMepenHid MEeIWYHUN aHaAMHE3
XHUTTS (OCOOJNMBO 100 aHaMHe3y BaKIMHAIl Ta BHHUKHEHHS OyIb-sSKUX
HeOakaHUX peakIliii) Ta MPOBECTH KIIIHIYHE 0O0CTEKECHHS.



Sxmo Bimomo, 1Mo OyAb-IKUil 3 HaBEIEHUX HIDKYE CUMITOMIB OyB IMOB’SI3aHUU y
yaci 3 OTPUMaHHSIM BAaKIIMHU, 110 Ma€ B CKJIaJl KalUTIOKOBUI KOMIIOHEHT, CIiJ
NEPEerITHYTH MOAAJIbIIE BUKOPUCTAHHS TaKOI BAaKIIUHH:

- temmneparypa > 40 °C npotsrom 48 rofuH, He MOB’s13aHa 3 Oy 1b-5IKOIO 1HILIO0
1IeHTU(IKOBAHOIO PUYHHOIO;

- KoJ1arnc abo MOKONoAiOHUH cTaH (TIMOTOHIYHO-TIOPECIEHCUBHUHN CHHIPOM)
npoTsrom 48 TonH Micis METIICHHS;

- TPUBAJIHMA, O€3yTIITHUIN MJ1a4 TPUBAJICTIO > 3 TO/IUH, IKUH BUHUKAE POTATOM
48 TomauH MiCIs BaKIIMHAILIT;

- (bebpmibHi a00 aheOpuIIbHI CYyA0MHU, SKI BUHUKAIOTh MIPOTATOM 3 JTHIB Micist
IIETIJICHHS.

HasBHicTh B aHaMHe31 narjieHTa (eOpHIbHUX CyI0M, HE MIOB’3aHUX 3 MONEPETHIM
BBEJICHHAM BaKIIMHU, HE € MPOTHIIOKA3aHHAM JJIs BakKUUHALii. Y I[bOMYy BHUIAJIKy
Ty’Ke BaKJIMBO BUMIPIOBATH TEMIIEPATYypy Tijia HPOTAToM 48 TOJIMH MICIIs IETICHHS
Ta PEryJsipHO 3aCTOCOBYBATH 3a MPU3HAUYEHHSIM JIIKaps JKapO3HUKYBaJIbHI 3aCO0U
poTAroM 48 roauH.

AdeOpuinbHi cy1oMU B aHAMHE31, HE TIOB’s13aHi 3 TIONEePEIHIM BBEICHHSAM BaKIMHH,
MOBMHEH OLIIHIOBATH CHELIANICT Mepe] NPUHHATTAM pIIIeHHS PO BaKIHUHAILLIIO.

VY pasi po3BUTKY HAOPSAKY HUKHIX KIHI[IBOK ITiCJIS HISTIEHHS BAaKIIMHOIO, 110 MiCTUTh
KoMNoHeHT Haemophilus influenzae tuny b, oOMIBI BaKUMHU — BaKLUMHY JUIS
npodinakTuku audTepii, NpaBls, KaNUIIOKY, MOMIOMIENITY Ta BaKUUHY JUIS
npodinakTuku iHpekuii, cnpuannenux Haemophilus influenzae tuimy b, — notpiOHO
BBOJIUTH Y Pi3HI AUISHKH TiJIa Ta y pi3Hi IHI.

SIK 1 mpH 3aCcTOCYBaHHI YCIX 1H €KLIHHUX BaKIMH, MOBUHHI OyTH HAroroToBi yci
HeoOXiHI JiKapchbki 3aco0M Al HAaJaHHS HEBIIKIAAHOI MEIUYHOI JOMOMOTH Y
PIAKMX BUMNAIKax PO3BUTKY aHA(IaKTUYHOI peakuii Ta 3abe3nedeHuit peTenbHui
HarJsiI.

[NarienTr MOBUHHI TepeOyBaTH ITi1 MEUYHUM HATITISI0M MPOTAToM 30 XBUITHH MiCIs
BBEJICHHS BaKLMHHU.

Bakuuna Ilenraxcum® e 3a0e3neuye 3axucTy BiA 1H(QEKIIH, BUKIMKAHUX
Haemophilus influenzae itauux ceporturiB, kpiMm Haemophilus influenzae tuny b, a
TaKOX Bl MEHIHTITY, BUKJIMKAHOTO 1HIIMMU MIKpOOPraHi3MaMH.

[ToTeHuiHNUNA pU3KK alHOE Ta HEOOXIIHICTh MPOBEAECHHS MOHITOPUHTY AMXaJIbHOI
¢bysknii nporsrom 48-72 romuH HEOOXiTHO BpPaxOBYBaTH TIPU IPOBEICHHI
MEPBUHHOI IMYyHI3a1lil 1y>Ke HEJOHOILIEHUX JITeH (HapoaKeH1 y TepMiH < 28 THKHIB
BariTHOCT1) Ta OCOOJMBO y JITE€H 3 HE3pUIICTIO JWXAJIbHOI CUCTEMHU B aHaMHE3l.
OcCK1JIbKH KOPUCTH BaKLIMHALT JUISI LI€1 TPYIN JITEH € BUCOKOIO, BAKIIMHALIIIO HE CJI1]T
BIIMIHSITH a00 BIIKIIagaTH.

[llomo BrumMBY Ha pe3ynbTaTH JA0OPATOPHUX JOCHIIKEHb JUBUCH PO3ILI
«B3aemois 3 IHIIMMHU JTIKAPCHKUMH 3aC00aMHU Ta 1HII BUJIA B3AEMOIII.

[eit mikapcbkuit 3aci0 MiCTHUTD:

MmeHie 1 Mmmonb (39 Mr)/mo3y Kaiiro, TOOTO IPaKTUYHO BUTEHUI BiJl Kaiio;

MmeHie 1 Mmoub (23 Mr)/mo3y Hatpito, TOOTO MPAKTUYHO BUIBHUH Bi HATPIIO;
HEBEJIMKY KUTBKICTh eTanoiry, Mermie 100 mr/mo3y;

deHinanania, y 3B’A3Ky 3 YUM MOXe OyTH HEOe3NMeYyHUM i XBOPHX Ha
¢eninkeTonypito (AuBUCH po3ain «CKIIam»).

3acmocysanns y nepioo sacimuocmi abo 2odysanns epyooi. He 3acToCOBy€EThCS.

Bakuuna [Tenrakcum® npusHauena TinbKy IS 3aCTOCYBaHHS B IIEiaTpii.



30amuicms eniugamu Ha wWEUOKICMb peakyii npu KepyeawHi asmompaHcnopmom
abo THWUMU MeXani3mMamu.

He 3acTocoByeThca. Bakunna TMentakcnm®

B meiatpii.

Cnoci6 3acmocysanns ma 0o3u.

IIpu nposenenni imyHizanii Ha TepuTopii YKpaiHu moao cxem iMyHi3amii,
NPOTUIIOKA3aHb Ta B3a€MOAil 3 IHIIMMHM MeJUYHHUMH iMYHOOI0JOTiYHUMH
npenaparaMmu cJii KepyBaTucs YUHHUMH Hakazamu MO3 Ykpainm.
Bakuunanisa  npoBogMTbCA  MEAWYHHUM  IEPCOHAIOM y  KaliHerax
Npo(dinakTHYHMX WIeNJIeHb JiKyBaJbHO-NPO(iTaKTHUHNX 3aKIadiB.

Cnocib 3acmocysanns

BaknuHy BBOASTH BHYTPILIHBOM 530BO. PekoMeHJoBaHe Micle ILIEIUIEHHS IS
HEMOBJIAT — NE€PeIHbO-JIaTepabHa OBEPXHs CTETHA (CepeaHs TpeTUHa), ISl AiTel
CTapUIOro BIKY — 1€JIbTONOAI0HUHN M SI3.

Jo3yeanns

Kypc nepBuHHOT BakIMHAIll] CKJIa1a€THCS 13 BBEIEHHS TPHOX /103 BakIMHHU 110 0,5 M1
3 iHTepBasioM 1-2 Micaui. bycTepHa 103a BBOOUTHCS HA 2-MYy POL )KUTTH.

VY Bcix BUNAmKax MopymeHHs rpadika BaKIWHAII JIKap MOBHHEH KEpyBaTHCS
nitounmu Hakazamu MO3 Ykpainu 1010 npoBeeHHs NPOPUIAKTUYHUX LIETIEHb
Ta IHCTPYKLIEIO MTPO 3aCTOCYBAHHS BAKIIUH.

IncmpyKyia 3 6UKOPUCIAHHA 8AKYUHU

Jlo mmpuniB 6€3 NpueIHAHOI TOJKHU 3MIHHY TOJIKY HNOTPIOHO MIITHO MPUKPINUTH
NUITXOM 00epTaHHs 11 Ha YBEPTh 00EPTY BiTHOCHO IIIIPHIIA.

BiaHOBIIIOIOTE PO3YMH NUISIXOM BBEACHHS CycreH3ii (KoMOiHOBaHa BaKIMHA MJIS
npodiakTuku audTepii, NpaBls, KaUUIIOKY (AUENIOISpHUN KOMIIOHEHT) Ta
noJrioMieltity ajacopboBaHa) y (iakoH 3 TOPOMIKOM (BaKIMHA TSI TIPOQITaAKTUKA
iHekuid, cnopuuuHenux Haemophilus influenzae Ttuny b, KOH’IOrOBaHa).
CrpyuiytoTh 10 MOBHOTO PO3YMHEHHS MOPOIIKY. [1icis BITHOBICHHS BaKIIMHA Ma€e
BUTJISI KaJTaMyTHOI OUTyBaToi CyCIeHs3ii, 10 € IIIKOM HOpMaJTbHUM.

BakiuHy BUKOPHCTOBYIOTh BiApa3y MICIIsl BIIHOBJIECHHS.

He BukopucToByBaTH BaKIIMHY 3@ HassBHOCTI 3MIHH KOJIbOPY Ta CTOPOHHIX JIOMIIIIOK.
Byab-sikuii HeBUKOpUCTaHMI mpemnapar abo BiAXOAM MOBHUHHI OyTH yTWJII30BaH1
BIJIMOBITHO 10 YUHHUX HOPMATHUBHO-IIPABOBUX aKTIB YKpaiHH.

Jlimu. Baxuuny Tenrakcnm® 3aCTOCOBYIOTh JITSAM 3 2-MICAYHOTO BiKy (IUB.
pos3ainu «Ilokazanusy, «Crocid 3acTOCYBaHHS Ta JI03H»).

Ilepeoo3ysanns.

[adopmartis BincyTHsI.

IMpU3HaA4YCHa TiIBKU AJid 3aCTOCYBAaHHA

Ilo6iuni peaxuii.

[To61uHi peakirii k1acu}iKyOTh 3aJIKHO BiJl 9aCTOTH iXHHOTO BUHUKHEHHS:
nyke gacto: > 1/10

gacto: Big > 1/100 mo < 1/10

Hevacto: Big > 1/1000 go < 1/100

pinko: Big > 1/10000 mo < 1/1000

nyxe pigko: < 1/10000

HEBIJIOMO: HEMOXIIMBO OI[IHUTH 32 HassBHUMU JTAHUMH.



Ha mincraBi crmoHTaHHHMX 3BITIB OyJO BHSIBICHO JesKi MOOIYHI peakiii, Mo

CIIOCTEpIrajucsl AYy>K€ PIAKO MICJsS BBEJACHHS BaKIUHU TMentakenm®. Ockinbku
MOJIaHHS 3BITiB OyJIO CIIOHTAHHUM, a YHCENBHICTD TOIYJIAIII HEBiOMA, HE 3aBXKIU
MO>KHa TOYHO PO3paxyBaTH MOKa3HUK 3aXBOPIOBAHOCTI 200 BCTAHOBUTH MIPUYHUHHO-
HACJI1IKOBUM 3B’ 130K MI’)K BUKOPUCTaHHSIM BaKLMHU 1 JaHUMU peakuisMu. Tomy 11
1oOIYH1 peakilii MaloTh YaCTOTY BUHUKHEHHS «HEB1JIOMO.

[lin yac mpoBeeHHS KIIHIYHUX JOCIIDKEHb cepel MITeH, 0 OTpuMyBallu

TMenrakcum® sk MEPBUHHY BaKIMHALIO, HAWYacTillle MOBIIOMIISIIM TPO TMOSBY
peaxIiii B MicIli iH’ €KIIil, aHOpMaJIbHUH TUI1a4, APATIBIMBICT Ta JIMXOMAHKY.

L{i cumnToMu 3a3BHYai 3’ ABIIFOTHCS MPOTATOM 48 TOAMH TICTIS METTIEHHS 1 MOXKYTh
TpUBATH TPOTATOM 48—72 ToauH. BOHM 3HMKAIOTH CIIOHTAHHO, HE MOTPEOYIOUH
CIEIIaJTbHOTO JTIKyBaHHS.

YacToTta peakirii B MicIli 1H €KIIii Ma€ TEHACHIIIO 0 30UIbIICHHS TIPU OyCTEepHIi
BaKIIMHAIII] Y TIOPIBHSAHHI 3 IEPBUHHOIO IMYHI3aIli€l0.

Posznaou 3 6oky imynnoi cucmemu

HeBinomo: peakiii rinepuyTJIMBOCTI HEraifHOTO THUITy, TakKi sIK HAOpsSK oOauJYs,
aHrioenemMa, HaOpsk KBinke, anadimakTuyHi peakiiii Ta aHadiTaKTUIHAHA IIOK.
Memabonizm i poznaou xapyuysanHs

Jly»e JacTo: BTpaTa aneTuTy.

Tcuxiuni poznaou

Jly»e 4acTo: 3HEpBOBaHICTh, IPaTiBIUBICTh, AHOPMATbHHM IJ1ay.

YacTto: nopyuieHHs CHY.

Heuacro: TpuBanmii 6e3yTilIHUHN T71a4.

Posznaou 3 6oky nepeosoi cucmemu

Jly>e 4acTo: COHJIUBICTD.

Hesinomo: dhebOpunpHi a60 adeOpuiabHI CyTOMH, TIHOTOHIYHO-TIMOPECTICHCUBHUM
CUHJIPOM.

LInynxoso-kuwikosi posnaou

Jyxe dacTto: OroBaHHS.

YacTo: miapes.

Posznaou 3 6oky wxipu ma niowkipnoi KiimkosuHu

Hesigomo: Bucur, eputema, KpOnuB’ sTHKA.

3azanvni poznaou ma peakyii' y micyi 66e0eHHs

Jly>xe 4acTo: eputema B MicIli iH’ekI1ii, tnxomanka > 38 °C, HaOpsK B MicIi iH’ €KIIii,
OUIBL B MicCIIl 1H’ €KIi.

YacTo: yniiibHEHHS B MICIIl 1H’ €KITii.

Heuacro: muxomanka > 39 °C, mo4yepBOHIHHS B MICIII iH €KIIi1 Ta HAOpSK > 5 cM.
Pinko: muxomanka > 40 °C.

Hesinomo: nmigsumenns temneparypu 1o 38 °C.

Halpsk omniei abo 000X HIKHIX KIHI[IBOK B PE3yJIbTaTi BBEACHHS BaKIIMHH, IO
MICTUTh KOMIOHEHT Haemophilus influenzae tamy b. Taxi peakiii mepeBaxHO
3 SIBJISIIOTHCS Yepe3 KiJIbKa TOJIMH TICIIs MPOBEICHHS KypCy NMEPBUHHOI iIMyHi3allii Ta
CIIOHTaHHO 3HUKAIOTh 0€3 HACIIIKIB MPOTITOM 24 ToIMH. 3a3HaYCHI PeaKilii MOKYTh
CYNPOBOKYBATUCS I[IaHO30M, E€PUTEMOI0, THUMYACOBOIO MYypPIYpOI0 1 CHIBHUM
IaueM.

Hesinomo: cwibpHa peakiiss B Micii BBeAeHHS 1H ekmii (> 50 MM), BKIIOYarO4H
oOmMpHUI HAOPSK KIHIIIBKH, 110 MO>KE TIOIMIUPIOBATHCS BiJI MICIIs BBEJICHHS HAa OJTUH



abo obuBa cyMiKHUX cyrioou. Ll peakiii mposBIsIOTbCA MPOTATOM 24—72 roauH
ICJIs BAKIIMHALIT Ta MOXKYTh CYIIPOBOKYBAaTHCA TAKUMHU CUMIITOMaMU, SIK €pUTEMa,
MiCIleBe MiJBHUILEHHS TEMIIEpaTypH, 4YyTIMBICTH abo Oub y Micii 1H €Kil
CuMNTOMH 3HUKAIOTh CHOHTaHHO HPOTSAroM 3—5 IHIB. BiporigHicTb pO3BUTKY
NOIIOHMX peakiii 3aJIe)KUTh BiJl KUIBKOCTI OMEPETHHO OTPUMAHUX 7103 BaKIUH, 1110
MICTSATh ALENIONSAPHUN KAILTIOKOBUM KOMIIOHEHT, 3 MiABHILEHHSIM PH3UKY MiCIIS
BBeJIeHHS 4-i Ta 5-1 103.

Ilomenuyitini nobiuni peaxyii (TOOTO HECTIPUITIUBI MOII, sIKi OYJIH 3apeecTPOBaHi 3
IHIIMMHU BakKIMHAMH, [0 MICTATh OAMH a00 KiJbKa AHTUT€HHUX KOMIIOHEHTIB,

aQHAJIOTTYHUX HeHTaKCHMy®).

[Ticns BBeJCHHS BaKIMHH, IO MICTHTh NPABICBHH aHATOKCHH, 3a(ikCOBaHO
BHITAJIKU PO3BUTKY IJICYOBOTO HEBPUTY Ta cuHaApomy [iliena—bappe.

Jlooamkosa ingopmayis cmocosHO OKpemux nonyaayiu

AnHOe y y’Ke HEeZIOHOILIEHUX iTel (Hapoauaucs Ha < 28 THXH1 BariTHOCTI) (IUBUCH
po3ai «OcobIMBOCTI 3aCTOCYBAHHS).

3BITHICTB PO MOOIYHI PEaKIIii.

[ToBigoMieHHs mpo MOOIYHI peakiii y mepiol micist peecTpallii JiKapcbKoro 3aco0y
€ BaIMBUM 3axoaoM. lle mae 3Mory 3aiiicHioBaTH Oe3nepepBHHUII MOHITOPHHT
CMIBBIAHOILIEHHS KOPUCTH/PU3UK MPH 3aCTOCYBAHHI JAHOTO JIKapChKOro 3acoly. Y
pa3i BUHUKHEHHS OyIb-sIKUX MOOIYHUX peakiid, Oyab jacka, MOBIAOMTE CBOTO
JiKapsi.

MeanuHuM mpaiiBHUKaM He0OX1HO MOBIAOMIISITH PO OyIb-sIKi TOOIYHI peakiii 3a
JOTIOMOTOI0 CHCTEMH TOB1IOMJIEHB MPO MOOIYH1 peaklii B YKpaiHi.

Tepmin npuoamnocmi.
3 poKu.
BakuuHy BUKOPHUCTOBYIOTH Biipa3y K IICIIs BITHOBJICHHS.

YMoBH 30epiranus.

Bakuuny cnig 36epiratu npu temnepatypi Big 2 1o 8 °C (B xonoaunabHHKY). He
3aMOpPOXKyBaTH.

3axumiatu BiJ cBiTia. 30epiratu B HEAOCTYIMHOMY JUISL TITEH MicIIi.

He BukopucToByBaTH Ipenapar micist 3aKiH4eHHS TepMiHy PUIATHOCTI, BKa3aHOTO
HA YTaKOBIIi.

[llomo ymoB 30epiraHHs pO3UYMHEHOI BaKUMHU JUBUCH po3ain «Tepmin
MIPUIATHOCTI».

HecymicHicTb.

VY 3B’s13Ky 3 BIICYTHICTIO JOCTIIPK€Hb CYMICHOCTI ITF0 BaKIIUHY HE CJIiJ 3MIIIyBaTu
3 IHIIUMHU JIIKApCHKUMH 3aC00aMH.

Ynakoska.

ITo 1 ¢makony 3 mopomkoMm Ta 1 momepeaHbo 3anmoBHeHOMY mmmpuiry (0,5 mi) 3
MPUKPITIIEHOIO TOJKOI0 (200 2 OKpeMHMHM TOJIKAMH), IO MICTHTh CYCIEH3II0 s
1H’€eKI1ili, B KApTOHHII KOpOOIIi.

ITo 1 ¢makony 3 mopomkoMm Ta 1 momepeaHbo 3anmoBHeHOMY mmmpuiry (0,5 mi) 3
MPUKPITIICHOIO TOJKOI0 (200 2 OKpEMUMH TOJKaMH), IO MICTATh CYCIEH3II0 s
1H’ €K1}l y CTaHAapTHO-EKCIIOPTHIN YMaKOoBIIi, IKa MICTUTBCS y KapTOHHII KopoOii,
3 THCTPYKII€EIO 11 MEANYHOTO 3aCTOCYBaHHSI.

Kareropis Bianmycky.
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