IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

INEHTAKCHUM®

BakmnuHa mist npodinakTuku qudTepii, mpaBisi, KalIoOKy (ame/TioIapHHHR
KOMIIOHEHT), IOJIiOMi€IiTy iHaKTUBOBaHa Ta BaKIHHA IJIsi NPOQiTakTHKH iHdeKin,
cunpuuunHeHux Haemophilus Tuny b KoH’1oroBaHa, agcop0oBaHa

Cknao:
0itoui peuosuHu:

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

1 imyHi3ytoua mo3a Bakuuu# (0,5 MII) ImicNs po3BeAeHHS MiCTHTh:
Litoui peuosuHu:

nudTepifHui aHaTOKCHH " = 30 MO®®

TpaBlIeBHU aHATOKCUH' > 40 M03) (4)
anturenu Bordetella pertussis:

KaIUTIOKOBUH aHATOKCUH" 25 MKT

dinamenTHUI reMarmoTuHiE" 25 MKT

iHaKTHBOBaHMI mOJIioBipyCc?:

tumny 1 (uram Mahoney) 40 D-omurump®) (7)
tuny 2 (wram MEF-1) 8 D-OJII/IHI/II_H:(G) (7)
tuny 3 (wram Saukett) 32 D-OJII/IHI/ILIi(G) (7)
[Tomicaxapug Haemophilus influenzae tuny b 10 MKT

KOH'I0TOBAHUY 3 IIPABIEBUM ITPOTEIHOM 18-30 MKr

“ amcopOoBaHMI Ha TigpPOKCHII aMOMiHi0 rifpaToBaHoMy (Bigmosimae 0,3 mr Al’)

@ 9K cepefHe 3HAUEHHS



“ a60 ekBiBaseHTHa aKTUBHICTh, BU3HAYEHA IIJITXOM OL[IHKY iMyHOT€HHOCTI

“ gk HUXKHA MexXka moBipuoro iHTepsany (p=0.95)

® orpumaHni Ha KniTuHax Vero

©D - aHTUTeHH] ONUHULI

7 a60 eKkBiBaJIeHTHA KiJIbKiCTb QHTUTEHY, BU3HAUYEHA BiINOBIAHUM IMyHOXIMIYHUM METOLOM

donomidcHi peyoguHU: caxapo3a, TPOMETaMOJI, KUCJIOTa XJIOPUCTOBOOHEBA KOHIIEHTPOBaHa OJid
BCTaHOBJIeHHS PH, cepenoBuiie 199 3 consamu XeHkca 6e3 peHOTy YePBOHOTO (CyMilr
aMiHOKHKCIIOT BKIoyaroun (eninananin (12,5 MKT), MiHepaabHHX COeH, BiTaMiHiB Ta iHIINX
KOMIIOHEHTIB, BKJII0UalO4y I'JII0KO3Y PO3BENEHUX Y BOMi AJId iH'€KIlili), KpuxKaHa OITOBa KUCIOTa i/abo
rimpokcun HaTpito as perymoBanHs pH, popmanbaerin, peHoOKcHueTaHol, eTaHoI 0e3BOOHUM, BOLA
OJIS 1H €KITIN.

[TeHnTakcuM® MOXKe MICTHTH y CIIiJOBUX KiIbKOCTSIX [JIyTapasbaerifl, HeOMilliH, CTPeNTOMIIUH i
noniMikcuH B (muBuck po3pin «[IpoTunokasaHHg»).

JIikapcbKa ¢opma. CycrneHsis gy il €KI[ii Ta IOPOIIOK.

OcHosHi (pizuko-ximiuHi 81acmugocmi: TOPOLIOK 0inTOT0 KONMbopy mnojicaxapuny Haemophilus
influenzae Tuny b Ta cTepunbHa, KajaMyTHa, OinyBaTa CycleH3is fudTepiiHOTO Ta
IIPaBIIEBOT0 aHATOKCHUHIB, alleTI0JITPHOT0 KOMIIOHEHTA KallTIoKy (aficopOOBaHUX Ha
TiAPOKCH[I alIOMiHIiIO TifpaTOBAHOMY), iHAKTUBOBAHOI'O BipyCY IOIIOMI€EMITY.

®apmakoTepaneBTHYHa rpyna. Kom6inoBaHi mpoTubakTepianbHi Ta MPOTUBIPYCHI BAKI[MHH.

Kox ATX JO7C A06.

ImyHon02iuHi i 6iono2iuni 8 1acmueocmi.
®apmakoOuHamika.
TokcuHM mudTepil Ta NpaBLUs JETOKCUKYIOTh 3 BUKOPACTAHHAM (HOpMabAerify, MOTiM OYUILYIOTh.

Baknuny 015 npodinakTUKY IOTIOMIETITY OTPUMYIOTh 3 KyJIbTHBOBAHUX BipyCiB MOIIOMI€NITY THUIIB
1, 2, 3 Ha KIiTUHHIY JTiHil Vero, ounIyoTh, a IOTiM iHaKTUBYIOTh 3a JOIIOMOTI0I0 popMasbaeriay.

AuenionspHi KOMIIOHEHTH KAIUTIOKY (KalUIloKoBuY TOKCUH [PT] Ta dimamMeHTHUY reMariioTUHIH
[FHA]) ekcTparyooTs 3 KynbTyp Bordetella pertussis, micis 4oro o4uiyioTh. KamioKoBU TOKCHH,
NEeTOKCHKOBAHUY 3 BUKOPUCTAHHAM IJIyTapaibAerify, BiAoBifae Kallil0KOBOMy aHaTOKCUHY (PTxd).
®T'A (FHA) - HaTuBHUU. Byio BCTAHOBIEHO, 1110 KALITIOKOBUY aHaTOKCHUH 1 ®T'A € gBOMA



KOMIIOHEHTaMH, IO MalOTh HaMBaKJIMBillle 3HaYEeHHSI OJId 3aXUCTY opraHi3My BiI[ KaIllJTIOKY.

Kancyneauit nmomicaxapup PRP (monipu6o3un-pubiton-dpocdat (PRP)) eKCcTparyioTs 3 KyJIbTypH
Haemophilus influenzae tumny b Ta 3’€IHYIOTh IIJITXOM KOH 1oratiii 3 mpaBueBuM 6inkom (T) mms
orpuMmaHHa PRP-T KOH'10TOBaHOI BaKLIMHU.

Kancynbauii nomicaxapup PRP ingykye antu-PRP ceponoriuny Bignosigs y ntoguau. OgHax, 5K i Ans
BCiX ITOJTiCaXxapUOHUX aHTUTEeHiB, IMyHHa BifIMOBiAb He 3aJIeKUTh Bifl TUMYCY 1 XapaKTepPU3yeThCA
HU3bKOI0 iIMyHOTE€HHICTIO Y HEMOBJIST Ta BiICYyTHICTIO OYCTEpHOTO ehEeKTY N0 NOCATHEHHS MalliEHTOM
Biky 15 micsamiB. KoBaneHTHUY 3B’s1I30K MiX KaIlCyJIbHUM ToicaxapugoM Haemophilus influenzae
TUMy b Ta 6iTKOM-HOCiEM - IIpaBlieBUM OiIKOM - Ia€ 3MOT'y KOH'I0TOBaHiil BaKIMHI [isITH IK
3ayieXXHUY Biff TUMyCY aHTUT€EH, SKUM iHAyKye crenudiuny antu-PRP ceposoriuny Bifmosigs y
HEMOBJISIT, Ta OTPUMYBATH OyCTepHUM e(eKT.

IMYHHA 8i0Nnogidb nici4 nep8uHHOI BAKUUHAUIT

B xogi mocmimKeHb iMyHOT€HHOCTI y HEMOBJIAT OYyJI0 ITOKa3aHo, 1[0 Yepe3 OfKWH MiCSALb Micisg
3aCTOCYBaHHS TPETHOI NO3U MEPBUHHOI BaKIMHalii y Bcix (100%) miteit OyB HOCATHYTUM
CepOIPOTEKTOPHUY piBeHb aHTUTIN (> 0,01 MO/Mn) SIK 0 aHTUTEeHIB mudTepil, Tak i 4O aHTUTEHIB
IIPaBIIA.

[Ilopmo KamutioKy, To y moHan 88 % miTerd MOJIOALIOrO BiKy 4epe3 OOUH MICSLb IiCIIs 3aBEPIIeHHS
TIEPBUHHOTO KypCY iMyHi3allil TUTPH aHTUTINT KALIIOKOBOTO aHAaTOKCUHY abo ®I'A 3pocnu B 4 pasu.

[Toraiimen1e 99% miteit micns iMyHi3allil Manyu CepPONIPOTEKTUBHI TUTPY aHTUTLN IIPOTHU BipyCiB
nomioMienity 1, 2 Ta 3 Tumis (piBeHb = 5 y BEeJIMUKUHI, 3BOPOTHOL [0 CTYTIEHS PO3BENEHHS B PeakKIlil
CepoHeHrTpai3ariii).

[lonanmente y 97,2% nemoBagaT gocsaranucs TATpu PRP antutin Bume 0,15 MKr/Mi1 yepes3 oguH
MiCSIIb TiC/IST 3aCTOCYBAHHS TPETHOI J03U MEPBUHHOIO KYpPCy BaKIMHALI.

IMyHHa 8i0noeids nicaa bycmepHoi 8aKUuHauii

[Ticns nepioi 6ycTepHol 103M (BiK marieHTiB: 16-18 micsiB) y Bcix miTel yTBOPIOBANKCS 3aXUCHI
aHTUTINIA 10 TOKCUHIB gudTepil (> 0,1 MO/mn), npasug (> 0,1 MO/mn), BipyciB momiomieniTy (piBeHb
= 5 y BeIM4MHi, 3BOPOTHOIL IO CTyIIEeHS PO3BENEHHS B peakKllil cepoHelTpari3artiii).

[Toka3HUKM CEPOKOHBEPCIi B @aHTUTINAX KAIITIOKY (TUTPH Oinbllle HiXK y 4 pa3u MepeBUIyI0Th TUTPU
[0 BaKILMHAIll) CTaHOBUIM 1[0HaKMeHIle 98 % MJis KallTIOKOBOTO aHaTOKCHHY PT
(imyrodepmenTHui anani3 (I®A)) ta 99 % mns FHA (I®A). YV Bcix miTelt gocsaraBcsi TUTP aHTHUTIJ A0
PRP = 1,0 MKr/MIIL.

[Tomamneie gociifXKeHHS IMyHOT€HHOCTI KalllJIlOKOBOTO KOMIIOHEHTY V AiTel BiKOM 5-6 pPOKiB
ToKasaso, o TuTpu autuTin go PT ta FHA y pmited, siki npoiinuuiy nepBuHHY Ta 6yCTEPHY
BaKIIMHAIIIO alleTIoITPHIMY KOMOiHOBaHMMHY BaKIIMHAMMU, OYJTH IIIOHalMeHIIe eKBiBaJIeHTHUMU
TATPaM, gKi CIIOCTepirajucs y AiTe’ TaKOTro CaMOro BiKY, LIEIJIeHUX LiIIbHOKTITUHHUMU
KOMOiHOBaHMMHU BaKIIMHAMHU IIPOTH KaIIUTIOKY.

dapmakoKiHemuka.

He 3acTocoByeThCA.



Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

Bakuuna [TentakcuM® moKa3aHa [Jisi KOMOiHOBaHOI podiakTuKU nudTepii, MpaBls, KalLIoKYy,
IOJTIOMIENITY Ta iHBa3UBHUX iHGeKIiM, BUKnukKanux Haemophilus influenzae tTuny b (Takux K
MEHIHTIT, CEeIITUIIEMis, LIeII0NIT, apTPUT, EIIrJIOTUT TOIIO):

- M1 KypCy EePBUHHOI iMyHi3allil HEMOBJIAT BiKOM Biff 2 MiCAI1IiB;

- o7 6yCTepHOI BaKIMHAlll Yepe3 OfMH PiK Micyis KypCy epBUHHOI BaKIMHAIIII TPOTSATOM APYTOT0
POKY KHUTTS.

BakuvHa [TentakcuM® He 3a6e3edye 3aXMCTy Bif iHQeKIil, 30yJHUKaMK SKWX € iHIIi THIK
Haemophilus influenzae, a TakoX Biff MEHIHTiTy, BUKJIMKAHOT0 iIHIIMMHU MiKpOOPTaHi3MaMH.

IIpomunoka3aHHs.

line4yTnusBicTh:
- 1m0 Gyab-9KOI 3 [il049KX pedoBrH [IeHTaKCuMY ;
- no 6ynb-sIKO1 3 OTIOMiKHUX PEYOBHUH;

- IO TII0Tapasnbaeriay, HeOMIIMHY, CTPeNTOMIIIMHY abo momimMikcuHy B (SKi BUKOPHCTOBYIOTHCS B
npotieci BUPpOOHUIITBA i MOXKYTh OyTH IPUCYTHI Y CIiMOBUX KiTbKOCTSX) (OUBKCH PO3Hin «CKiam»);

- [0 BaKLMHU MIPOTHU KAIUTIOKY (aleionsipHuii abo IinbHOKIITUHHAY KOMIIOHEHT).

BuHMKHEHHS peakliii, skKa 3arpoXKye XKUTTIO, IIiCJIs MoMepPeqHboro BBEOEeHHS IIi€l
BaKIKMHY a00 BAKIIUHH, 1[0 MiCTUTh TaKi caMi pEYOBHHU.

BaknuHallio CyIif BifKnacTu y pa3i TuxoMaHKU abo rOCTPOro 3aXBOPIOBaHHS.
[Tporpecyoya eHIedanomnaris.
Ennedanonaris, 1110 BUHUKIIA IPOTITOM 7 OHIB IIiC/IsI BBEOEHHS MOMEPEeaHbOl J03H1

Oynb-gKO1 BAaKIMHY, 0 MICTUTh aHTUTeHU 30yOHMKA KalUTIOKY (IiTIbHOKIITUHHI ab0 alemonsapHi
BaKIMHY MIPOTHU KaIJIIOKY).

Oco0.1uei 3axo0u 6e3nexu.

[Ticrst BUKOPUCTAHHS BCi 3a/IMINIKY BAaKIIMHY, MIMTPUIY Ta (GIaKOHU HEOOXiTHO 3HUIUTH Oe3MeYHUM
crtoco6oM 3TigHOo 3 Ail0YMMM BUMOTAaMU IIOO0 YTUITi3allil 6i0/I0TiYHUX BiIXOMiB BiIMIOBITHO OO YMHHUX
HOPMaTUBHUX aKTiB YKpalHHU.

B3aemodisa 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.



BakiuHy [TeHTakKCUM® MOXKHA OJHOYACHO BBOIUTH 3 BAKI[HHOIO IS IPOQITaKTHKH KOPY,
eMileMiYHOr0 MapoOTUTy Ta KpacHyxu ab0 3 BAaKIMHOWO A7 MpodinakTUKK remnaTuTy B, ane
3a YMOBHU BBEJIEHHS B OKPEMI [ABi Pi3Hi AUIAHKY Tina.

Bnaue Ha pe3yabmamu 1a6opamopHux 00CAi0HCeHb

Ockinbku anturen Haemophilus influenzae tuny b (Hib), SKu# € KallCyJIbHUAM TI0JIiCaXapuaoM,
€KCKPETYETLCS B Ceuy, IPOTSIroM 1-2 THXKHIB ITic/s BaKI[MHAIIl MOXIIUBUN TO3UTUBHUM
pe3ynbTaT aHaji3y cedi Ha ed 30yqHuUK. [I11s migTBepaKeHHs HassBHOCTI Hib-iHdexkiril B e
mepion HeoOXigHO 3POOUTH iHINI aHATi3MU.

4K i mpu 3aCTOCYyBaHHI iHIIWX BaKLKH, afeKBaTHOI iMyHOJIOTiYHOI BifIIOBifi MOXKHa He OTPUMATH Y
TalieHTIB 3 iMyHOmedinuTOM ab0 ¥ TUX, XTO JTIKYETHCS iIMYHOCYTIPECUBHUMM ITpPeIlapaTaMH.

Ilepen mIeN/IeHHSIM HEOOXiTHO MONMepPeIuTH JTiKapsi PO MPUHOM OyIb-AKHX MeIHKaMeHTiB
a00 BakuwuH.

Oco6 1ueocmi 3acmocy8aHHs1.

IMyHOreHHiCTh BakIMHY [TeHTaKCUM® MOXe OyTH 3HHKEHOK BHACIINOK iIMyHOCYIIPECHBHOTO
nikyBaHHS abo imyHOmedinuTy. ToMy nepeq BakKLMHAIEI0 PEKOMEHAYETLCS NOYEKaTUCS 3aBepIIeHHS
nikyBaHHS ab0 3axBopioBaHHsA. OgHAK BaKLKHAIis 0cib i3 XxpoHiyHUM iMyHOOedinuTOM, HAaTPUKIIAL 3
BlJl-indexuieio, peKOMEHIYEThCS, HaBiTh AKIIO iMyHHA BiTIOBiAb MOXKe OyTH 00MeXKEHOIO.

FAx110 micasg momepegHLOT0 BBeAEeHHS BaKIIMHY, 110 MiCTUTh IIPaBlieBUM aHAaTOKCHH, PO3BUBCS
cuagpoM [iiieHa-Bappe a0o myie4oBuil HEBPUT, PillleHHS IIPO MIOofabllle 3aCTOCYBaHHS Oy/Ib-sIKO1
BAKIIMHM, 110 MiCTUTh IIPABILIEBUI aHAaTOKCHH, TOBUHHO 0a3yBaTUCS HA PETEIbHOMY 3BaXKyBaHHI
IOTEHIINHOI KOPHUCTI Ta MOXKJIMBUX PU3UKIB IPOAOBXKEHHS BaKUKHAIl1. BakunuHalisa 3a3sudai
BUIIPaBAaHa [Jigd HEMOB/IAT 3 HEIIOBHUM rpadikoM IIepBUHHOI iMyHi3allil (Hallpukiaf, K10 BOHU
OTpPHMallM MeHIIIe TPHOX [103).

BakuuHy He BBOJUTH BHYTPIIIIHbOCYIHHHO: IePEKOHATHCSI, 0 I'O/IKa He IMoTpanuia y
CyOIHHHE PYCJIO.

BaknuHy He BBOOMTH BHYTPilIHbOLMIKiPHO.

La vaccination doit étre précédée d'une recherche des antécédents médicaux (notamment pour les
vaccinations antérieures et les événements indésirables ayant pu survenir) et d'un examen
clinique.fIk i Bci iH’ek11iliHI BaKIIWMHY, [TerTakcuM® BBOIUTHLCS 3 obepexHicTIO 0co0aMm 3
TPOMOOLIUTOIIeHiI€I0 a00 MOPYIIEHHIM 3ropTaHHsA KPOBi, OCKiIbKY MiC/ISl BHYTPIIIHHOM S30BOT0
BBEMIEHHS Y IIUX 0Ci0 MOXe BUHUKHYTH KPOBOTEYa.

[Tepen mpoBemeHHSIM IIETJIEHHS CITifl 3i0paTy monepenHi MeOUYHUM aHaMHE3 XKUTTS (0CO0IUBO
00 aHaMHe3y BaKIIMHAllil Ta BAHUKHEHHS OyIb-IKUX HeOaXKaHUX peaklliii) Ta MPOBECTH KIIiHiYHE
00CTeXeHHs.

CuHKoIe (HEIIPUTOMHICTD), SIK IICUXOT€HHA Peakllist Ha YKOJ T'OJIKOI0, MOXKe BUHUKHYTHU Iicysg abo
HaBiTh [0 OyOb-sIKOi BakIMHAIlil. [ 3amobiraHHs TpaBMaM BHACIIMOK HETIPUTOMHOCTI Ta s
YCYHEHHSI CHHKOIIAIbHUX PeakIlii MOTPiOHO JOTPUMYBATHCD BiOIIOBITHUX IIPOIETY]P.



Ao BimoMmo, 110 Oyab-sIKHii 3 HAaBeOEeHUX HUXKYe CUMIITOMIB OyB OB’ sI3aHU V Yaci 3 OTPUMaHHIM
BaKIMHY, 1[0 Ma€ B CKJIafi KalJTIOKOBUY KOMIIOHEHT, CJIif] IePEerIsSHYTH IOabIllle BUKOPHACTaHHS
TaKOol BaKIIMHU:

- teMiepatypa = 40 °C npotsarom 48 ronuH, He 1OB’s13aHa 3 6yIb-9KOI0 iHIIIO0
ineHTH(IKOBAHOIO IPUYHHOIO;

- KoJarnc abo mokononi6Hui cTaH (TimoTOHIYHO-TinOPeCTIeHCUBHUM CUHIPOM) IPOTATOM 48
TOOVH HICTIA IIelJIeHHS;

- TpUBaNUH, 6€3yTIlIHUY TJTa4Y TPUBAJTICTIO = 3 TOOUH, SIKUM BUHUKAE MTPOTATOM 48 romuH
IIic/Is BaKIIMHAIIII;

- bebpunbHi ab0 adeOPHIbHI CyoOMH, SKi BAHUKAIOTh MPOTATOM 3 [IHIB MiCIIS IEeIIeHHS.

HasiBHiCTh B aHaMHe3i marieHTa GeOpuIbHUX CYIOM, He MTOB’I3aHUX 3 MOMepPeHiM BBeIeHHIM
BaKIIMHY, He € IPOTUINIOKAa3aHHAM AJIS BaKIMHAIlil. Y I[bOMY BUIAAKY Ay2Ke BaXKJIMBO BUMipIOBaTH
TeMIlepaTypy Tija npoTaroM 48 roguH micis LeljieHHS Ta PeryasapHo 3aCTOCOBYBATH 3a
IpU3HAUYEeHHSIM JIiKaps XKapo3HUKYBaJlbHI 3ac00M MPOTATroM 48 rofiuH.

AdebpumnbHi CymoMHu B aHaMHe3i, He TI0B’s13aHi 3 1onepeHiM BBeIeHHSIM BaKIIMHU, TIOBUHEH
OITIHIOBATH CIIELialliCT Iepel NPUUHATTSAM PIllleHHS PO BaKIMHAIIII0.

Y pa3i po3BUTKY HaOPSAKY HUXKHIX KiHI[IBOK ITiCJIs IIeIIeHHS BaKIMHOIO, 110 MiCTUTh KOMIIOHEHT
Haemophilus influenzae tTuny b, o0uABi BaKIMHYU - BaKIUHY s MPoQinakTUKU OudTepii, mpaBs,
KAIITIOKY, TOTIOMIENITY Ta BaKIUHY A7 NPOodinakTUKy iHpeKniy, cnpuunneHux Haemophilus
influenzae tuny b, - noTpiGHO BBOOUTH y Pi3Hi AiNSHKY Tina Ta y pi3Hi AHI.

4K i mpu 3acTOCyBaHHI yCix iH €KIiHNX BaKIMH, TOBUHHI OyTH HAIOTrOTOBI yci He0OXigHi TiKapChKi
3aco0u 19 HaflaHHS HEeBiIKIagHOI MEAUYHOI JOTIOMOTH Y PiIKUX BUIagKaX PO3BUTKY
aHadinakTUYHOI peakiii Ta 3abe3nedyeHul peTeIbHUN HATTIS.

[MauieHTH MOBUHHI Mepe0yBaTH i MEOUYHUM HATJISIAOM MPOTAroM 30 XBUIUH IIiC/IsT BBEOEHHS
BAKIIMHHU.

Bakimna ITerTakcum® He 3abe3meuye 3axUCTy Bif indekuii, BuUKIuKauux Haemophilus influenzae
inmux cepoTumnis, kpiMm Haemophilus influenzae Tuny b, a TaKoX Bifl MEHIHTITYy, BUKINKAHOTO
IHIIUMU MIKpPOOpraHi3MaMu.

[ToTeHIiNHUY PU3UK AllHOE Ta HeOOXiMHICTh MPOBEeHHS MOHITOPUHTY AUXAbHOI QYHKIII ITPOTIroM
48-72 roguH HeoOXiIHO BpaxoByBaTHU IIpU MPOBEJeHHI IEPBUHHOI iMyHi3allil yKe HeOHOIIeHUX
miTey (HapofXKeHi y TepMiH < 28 THKHIB BariTHOCTI) Ta 0COOJIMBO y HiTell 3 HE3PiliCTI0 AUXanbHOl
cucTeMu B aHaMHe3i. OCKiTbKY KOPUCTDb BaKIIMHAIIl A1 1i€l TPYIIU OiTel € BUCOKOIO, BaKIIMHAIII0 He
CJIim BimMiHSITH a0o BimKIagaTH.

[Ilomo BIIMBY Ha pPe3ynbTaTH N1ab0pPaTOPHUX AOCTiOXKEHb TUBUCH PO3[iN «B3aemofis 3 iHIIUMEI
JMiKapCbKUMU 3aco0aMu Ta iHII BUTU B3aEMOIIN».

Ile# mikapchbKu# 3aci0d MicTHTh deHinaIaHiH, eTaHOI Ta HaTPiK

12,5 Mkr ¢deninananiny y KoxHiit mo3i 0,5 M. ®eninananin Moxe OyTH MKIigIUBUM OIS 0Cib, SKi



CTpaxpaloTh Ha ¢peHinkeTonypito (PKY), pimKicHUY reHETUYHUN PO3JIafl, 3a SKOTO0 BinOyBaETHCS
HaKONMMYEeHHS (eHinamaHiny, OCKiIbKY OpraHi3M He 3[laTeH BUBOOUTU MOTO HalEXKHUM YMHOM;

2 MT cnupTy (eTaHONy) y KOxXKHiii 103i 0,5 My1. HeBesnrKa KiflbKiCTh CIUPTY B IIbOMY JTiIKapChKOMY
3aco0i He MaTUMe KOOHOTO IIOMITHOT'O BIIJIUBY;

MeH1Ie 1 MMonb (23 Mr)/go3y HaTpio, TOOTO TPaKTUYHO BiTBHUM Bifl HATPilo0.

IIpocTexkyBaHIiCTh

3 MeTOI0 MTOKpallleHHs MPOCTeKYBAHOCTI 6i0I0TiYHUX JTiKapchKuX 3ac006iB MOTPiOHO YiTKO
PEECTpyBaTH Ha3BYy Ta HOMED Cepii BBeIeHOro IiKapCchKoro 3acoby.

Comme tout vaccin injectable, PENTAXIM doit étre administré avec précaution en cas de
thrombocytopénie ou de troubles de la coagulation car I'injection intramusculaire peut engendrer un
saignement chez ces sujets.La vaccination doit étre précédée d'une recherche des antécédents
médicaux (notamment pour les vaccinations antérieures et les événements indésirables ayant pu
survenir) et d'un examen clinique.3acmocysaxHs y nepiod eazimHocmi abo 200y8aHHA 2pydodio. He
3aCTOCOBYETHCS. Bakuuna [TeHTakcHM® IpU3HaYeHa TiJIbKY 171 3aCTOCYBaHHS B mefiaTpii.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizmamu.

He 3actocoByeTncs. Bakivaa [TerTakcuMm® Ipu3HaYeHa TiNbKY OJIs1 3aCTOCYBaHHSA B IefdiaTpii.

Cnocid 3acmocyeaHHsi ma do3u.
Ilpu npoBeneHHi imyHi3anii Ha TepuTopii YKpainu mogo cxeM imyHi3zaii, mpoTunoka3aHb
Ta B3a€EMOil 3 iHIMMMHA MeTHYHUMH iMyHO0i0/IOTiYHHMH NpenapaTaMH CJIi KepyBaTHCS

YHHHUMH HaKa3damMu MO3 YkpaiHu.

BakinuHallisi IpOBOJUTHCSI MeIUYHHUM NIEPCOHAJIOM y KabiHeTax npodiTaKTHYHUX HIeIUIeHb
JTiKyBaJIbHO-IPO(iTaKTHYHHUX 3aKjIaJiB.

Cnocib 3acmocyeaHH s

BaxkuuHy BBOIOATE BHYTPIIIHEOM 130B0. PeKOMeHj0BaHe MicClie LIeTJIeHH [J11 HEMOBJIAT - [IepeNHbO-
jaTepasbHa MMOBEPXHS CTErHa (CepemHsl TPeTUHA), [JIS OiTed CTapIIoro BiKy - AeIbTOMOmiOHUN M’ 3.

Llo3ysaHHA

Kypc nepBuHHOI BaKI[MHAallil CKIIagaeThCs i3 BBEIEHHS TPhOX 103 BaKIuHHU 1Mo 0,5 MJI 3 iHTepBanoM
1-2 micami. BycTepHa qo3a BBOOUTHCS Ha 2-MY POLi KUTTS.

Y Bcix Bullafikax IOpylIeHHS rpadika BakIuHallil Jlikap MOBUHEH KepyBaTuUcs fitlounMu Hakazamu
MO3 Ykpainu o010 npoBefeHHs NpodinaKTUYHUX LIeTJIeHb Ta iHCTPYKIIi€0 PO 3aCTOCYBaHHS



BaKI[MH.

IHCMpyKUisa 3 BUKOPUCMAHHA BAKUUHU

o mmnpuiiB 6e3 MpregHaHOl FOJIKK 3MiHHY TONKY IOTPiOHO MillHO IPUKPINUTH IIJITXOM 00epTaHHs ii
Ha YBEPTb 00EPTY BiMHOCHO IITTPHUILIA.

BimHOBIIOIOTL PO3YKH LIISIXOM BBeIeHHS CycleH3ii (KkomOiHOBaHa BaKLMHA AJIS MPOQiTaKTUKY
nudTepii, mpaBls, KAIUTIOKY (aleliosIpHUAi KOMIIOHEHT) Ta MOTioMieNiTy afcopboBaHa) y ¢h1akoH 3
IIOPOIIKOM (BaKIMHa AJ1s npodinakTuky iHbekuid, cipuunHnerux Haemophilus influenzae tuny b,
KOH'I0roBaHa). CTPYyLIyIOTh OO MOBHOTO PO3UYMHEHHS MOPOMIKY. [Tic/is BiTHOBIEHHS BaKI[MHA Ma€
BUTJISM KaJlaMyTHOI GinyBaTol cycmeHsii, 110 € 1iTKOM HOpMaJlbHUM.

BakuyHy BUKOPUCTOBYIOTH Biipa3y IiC/isl BITHOBJIEHHS.
He BuKOpUCTOBYBaTU BaKLUHY 3a HasBHOCTI 3MiHU KOJILOPY Ta CTOPOHHIX JOMIIIOK.

Bynb-sikuit HEBUKOPUCTaHUY ITpenapat abo Bigxomou MOBUHHI OyTH yTHTi30BaHi BiMOBIAHO 70 YMHHUX
HOPMAaTUBHO-ITPABOBUX aKTiB YKpaiHu.

Tout produit non utilisé ou déchet doit étre éliminé conformément a la réglementation en vigueur.

Himu. Bakuuny [Tentakcum® 3aCTOCOBYIOTh [iTSIM 3 2-MiCSYHOTO BiKY (AuB. po3pinu «Iloka3aHHS»,
«Croci6 3acToCyBaHHS Ta HO3U»).

Ilepedo3yeanHns.

[HdopMaLis BiACyTHS.

ITo6iuni peakuii.

[ToGiyHi peakii Knacu}ikyOTh 3a7€KHO Biff YaCTOTH IXHbOTO BUHUKHEHHS:
nyxe dacto: > 10 %

vyacTo: 21 % ta< 10 %

HevyacTo: 20,1 %Ta< 1%

pigko: 30,01 % Ta<0,1 %

nyxe pigko: < 0,01 %

HEBiTOMO: HEMOXKJIMBO OI[IHUTHU 3a HaSBHUMHU JAHUMH.

Ha migcTaBi crioHTaHHUX 3BiTiB 6yI10 BUSBIEHO [esKi M0GiYHI peakiii, 110 criocTepiranucs gyxe
pimKo micna BBeeHHs BaknuHK [lenTakcuM®. OCKiNbKY OaHHS 3BiTiB 610 CIIOHTAHHUM, a
YHCEJIbHICTh IOMYISIil HeBiqoMa, He 3aBXKIX MOXKHA TOUHO pO3paxyBaTH MOKa3HUK 3aXBOPIOBAHOCTI
a00 BCTAaHOBUTH IPUYMHHO-HACTIIKOBHM 3B 30K MiXK BUKOPHCTAHHSIM BaKIMHY i HAHUMH PEaKITisIMH.
Tomy 11i mo6GiyHi peakilii MalOTh YaCTOTYy BUHUKHEHHS «HEBIIOMO».



[Tig 9yac npoBegeHHS KIIHIYHUX JOCTIOXEHb Cepe[ OiTel, 0 OTPUMYyBalIl [TenTakcum® sIK [IEPBUHHY
BaKIKHAIlil0, HalyacTillle TIOBiJOMIISIY IIPO TIOSIBY peakilii B MicIli iH’eK1lii, aHOpMalbHUH 171ay,
OpPaTiBIXBICTh Ta TUXOMAHKY.

LIi cumnToMu 3a3BAYal 3’ SIBISAIOTHCA IPOTATOM 48 rOOUH MiCIs LMIENJIEHHS i MOXYTh TPUBATH
npoTsarom 48-72 rogvH. BoHU 3HUKAIOThH CIIOHTAHHO, He TOTPe0y0UM CIelliaTbHOTO JTiIKyBaHHS.

YacToTa peakiiii B Miclli iH’€KIIil Ma€ TeHMEHIIiI0 10 306inbiIeHHs Ipy OyCTepHil BaKIMHALil y
IIOPIBHAHHI 3 IIEPBUHHOI0 iMyHi3alli€lo.

Po3nadu 3 60Ky imyHHOI cucmemu

HeBigomo: peakiiii rimepuyTauBOCTI HETAMHOTO TUITY, TaKi SK HaOpsIK o0nuyYs, aHTrioefeMa, HabpsIK
KgBinke, anadinakTuyuHi peakiiil Ta aHagisiakmuyHul IIoK.

Memabonism i po3nadu xap4yeaHHs

[lye 4acTo: BTpaTa aleTUury.

ITcuxiuHi po3aadu

[ly>Xe 4acTo: 3HepBOBaHICTh, APATiBIUBICTh, RHOPMaJIbHUY I1J1ay.
YacTo: 6€3COHHS, TIOPYIIEeHHS CHY.

Heuacro: TpuBanuii 0e3yTilIHKY II71ad.

Po3nadu 3 60Ky Hepeosoi cucmemu

Ily>Ke 4acTo: COHJIUBICTE.

Hesigomo: ¢pebpumnbHi abo adheOpuIbHi CyqoMHu, TiOTOHIYHO-TiOPECIIeHCUBHUN CUHIPOM.
LI ayHK080-KUWKOBI po31adu

Iyxe yacTo: OI0BaHHS.

YacTo: miapes.

Po3nadu 3 60Ky wKipu ma niOwKipHOi KAiMK0OBUHU

Hegimomo: Bucuil, epurema, KpOIuB’ sHKa.

3aeanvHi po3aadu ma peakuii y micui eee0eHH

Iyxe 4acTo: epuTeMa B Micli in’ekiril, nuxomanka = 38 °C, HaOpsK B MicIi iH’ek1ii, 6inb B MicIi
in’exiril.

YacTo: yuinTbHeHHS B MiCIIi iH’ €KIIil.
HeuacTo: nuxomaska = 39 °C, mo4yepBOHIHHS B MicIli iH’eKIil Ta HaOpPSK = 5 CM.
Pigko: nmuxomanka ~ 40 °C.

Habpsk opmHiel abo 000X HUKHIX KiHIIIBOK B pe3yJIbTaTi BBeAEHHS BaKIWHHY, 10 MiCTUTb KOMIIOHEHT



Haemophilus influenzae tuny b. Taki peaxiiii mepeBaxHO 3 IBISIOTLCS Yepe3 KiflbKa TOOUH ITiCs
IIPOBeeHHs KypCy MepBUHHOI iMyHi3allii Ta CIOHTaHHO 3HUKAIOTh 0e3 HACTIIKiB IPoTsAroM 24 roguH.
3a3HayeHi peakilil MOXYTh CyIIPOBOIXKYBATHCS 1iaHO30M, EPUTEMOI0, TUMYACOBOIO IMTyPITYPOIO i
CUJIbHUM IIJIaY€EM.

HeBigomo: cunbHa peakilis B MicIli BBefleHHs iH'ek1ii (> 50 MM), BKITIOYa04u 00MUPHUME HaOPSIK
KiHITiBKH, 1[0 MOKe TIOLINPIOBATUCS Bifl MiClld BBe[IeHHS Ha ofivH ab0 o0umBa cymixHUX cyrnoou. 1li
peaxiiii MposBISIOTECS MPOTAToM 24-72 TOOUH IiCIIsg BaKIMHALII Ta MOXYTb CYIIPOBOMXKYBATHCS
TAaKUMU CUMIITOMAaMH, SIK epuTeMa, MiclleBe MigBUIleHHS TeMIepaTypH, YyTIuBicTb abo 6inb
y micri in’ekil. CHMIITOMM 3HAKAIOTh CIIOHTAHHO IPOTATOM 3-5 AHIB. BiporigHicTh pO3BUTKY
omiOHUX peaklIliyi 3a/meXUTh Bifl KiTbKOCTi IoepegHbo OTPUMAHUX 103 BAaKIIKMH, III0 MIiCTSTh
alleTI0NAPHUY KallJIIOKOBUY KOMIIOHEHT, 3 MiABUIIEHHSM PU3UKY IiC/s BBeJeHHS 4-1 Ta 5-1
oo3.

IomeHuitiHi nobiuHi peakuii (TOOGTO HECIPUATINUBI MOAil, SKi Oy 3ape€eCcTpoBaHi 3 iHITUMU
BaKIMHaMHY, 110 MICTATH OOUH a00 KijbKa aHTUT€HHUX KOMIIOHEHTIB, aHaIOTi4HIX
[TeHTakCUMY"®).

[Ticns BBeOEHHS BaKIWHMY, 110 MiCTUTh IIPABLEBUN aHATOKCHUH, 3a()iKCOBAHO BUIIAKH PO3BUTKY
IIJIEY0BOTO HEBPUTY Ta cuHapomy lifieHa-Bappe.

[lo0amkosa iHphopMauisi Cmoco8HO oKpeMux nonyaauit

AmniHOe y OyKe HeJOHOIIEeHUX JiTel (Hapoauaucs Ha < 28 TUXKHI BariTHOCTI) (QUBUCH PO3TiN
«Oco6MMBOCTI 3aCTOCYBaHHS»).

3BiTHICTB ITPO MOOIYHI peakirii.

[ToBimoMneHnHs npo nmobivHi peakilil y mepion micns peecTpaliii 1ikapchbKoro 3aco0y € BazKJIUBUM
3axomoM. Lle mae 3mory 3fmificHIoBaTH Oe3mepepBHUN MOHITOPHHT CITiBBiTHOIIIEHHS KOPUCTh/PU3UK
IIPY 3aCTOCYBaHHI JaHOT0 JIiKapChKOTo 3acoby. Y pasi BUHUKHEHHS Oyab-SKUX MOOIYHUX pPeakilil,
Oynb 71acka, IOBiOMTE CBOTO JIiKaps.

MepuuHUM IIpalliBHUKaM He0OXigHO MOBiqoMIISTH Mpo Oyab-sKi moOiyHi peakiiil 3a JOIOMOT0I0
CHCTEMHM TIOBiOMIIEHbD ITPO MOoOiuHi peakirii B YKpaiHi.

Tepmin npudamuocmi.
3 POKM.

BakuyHy BUKOPUCTOBYIOTH Bifipa3y XK IiCJIg BiTHOBJIEHHS.

YMmoBH 30epiraHHsi.
Bakuuny cnin 36epiratu npu temnepatypi Big 2 mo 8 °C (B xonogunbHUKY). He 3aMopoxKyBaTu.

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



He BUKOPHCTOBYBATH IIPenapar Mmicjs 3aKiHYeHHS TepMiHy MIPUAATHOCTI, BKA3aHOTO Ha YIAKOBIIL.

[ITomo ymoB 30epiraHHs PO3UYMHEHO] BaKIIMHU AUBUCH PO3Min «TepMiH IpUAaTHOCTI».

HecymicHicTb.

Y 3B’13Ky 3 BifICYTHICTIO JOCII?KE€Hb CYMICHOCTI 1110 BaKI[MHY He CJIif] 3MILIyBaTH 3 iHIIUMU
JiKapChKUMH 3ac0baMu.

YnakosBka.

[To 1 ¢maxoHy 3 mopoIIkKoM Ta 1 monepefHbO 3aroBHeHOMY mnpuily (0,5 MII) 3 TPUKPINIeHo0
roJiko0 (260 2 OKpeMUMH I'0JIKaMHM), III0 MiCTUTh CYCIIEeH3i0 [/Is iH'€KIIii, B KAPTOHHIN KOpOOIIi.

[To 1 ¢pnakony 3 mOpOIIKOM Ta 1 momepenHbo 3amoBHeHOMY Impuiry (0,5 M) 3 TPUKPIIIIeHO00

TOJIKOIO (200 2 OKpeMUMU TOJIKaM1), 10 MiCTSITh CYCIIeH3il0 A iH'eKIill y cTaHoapTHO-eKCIIOPTHIN
YIIaKOBIIi, SKa MiCTUThCSI Y KaPTOHHIM KOPOO1i, 3 iHCTPYKIIi€0 OIS MEIUYHOTO 3aCTOCYBaHHS.

Kareropis Bigmycky.

3a peLemnToM.

BupoOHUKH.
Canodi [Tactep, ®panmis / Sanofi Pasteur, France.

Canodi-ABenTic 3prT., Yropmuta / Sanofi-Aventis Zrt., Hungary.

Micne3HaxomKeHHsI BUPOOHHKIB Ta IX agpecH Miclsi IpoOBaJKeHHs Tisl/TbHOCTI.
1541 aBento Mapcens Mep’e, 69280 Mapci n’Etyans, ®paniis.

1541 avenue Marcel Merieux, 69280 Marcy I'Etoile, France.

[Tapk [agactpiens g'lukapsine, 27100 Bans-me-Pou, ®paHuis.

Parc Industriel d’Incarville, 27100 Val-de-Reuil, France.

Bynisnsa 5, Kamnona Vtua 1, Byganewr XXII, 1225, YropuuHa.

Building Dc5, Campona Utca 1, Budapest XXII, 1225, Hungary.



3asABHHK.

Canodi ITactep / Sanofi Pasteur

Micuesﬂaxonmemm 3asABHHKaA.

14 Ecnac Aupi Banne 69007 JTion, ®panuis / 14 Espace Henry Vallée 69007 Lyon, France



