IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS /liKapcbKoro 3acofy

IHPAHPUKC™ ITB Xi6
(INFANRIX™ IPV Hib)

KombiHoBaHa BakUMHa 4715 NPOMINaKTUKN LUTepil, NpaBLs, KaLlllloKy
(auentonApHUIA KOMNOHEHT), NOTIOMIENITY Ta 3aXBOPHOBaHb,

36yaHMKOM siKux € Haemophilusinfluenzae Tuny b

Cknap:

Ai0YI PEYOBUHU:

0,5mn (1 go3a) poO34MHEHOT BaKLMHM MICTUTb:

AndTepiiHoro aHatokcrHy (D) He meHLe HixK 30 MibxxHapogHUX oguHuus (MO) (25 Lf (hnokyntoroumx ognHuub));
npaBLeBoro aHaToKcuHy (T) He MeHLW HiX 40 MO (10 Lf);

KaLL/TlOKOBOIr0 aHaTOKCUHY (PT) 25 MKr;

(bilaMeHTO3HOro remartoTuHiHy (FHA) 25 mkr;

nepTtakTuHy (PRN) 8 MKr;

IHaKTMBOBaHoro noniosipycy (IPV):

- Tuny 1 (Mahoney) 40 D-aHTUreHHUX ognHuULb (DU),

- tuny 2 (MEF-1) 8 DU,

- Tuny 3 (Saukett) 32 DU;

KOH’toraty KarcynbHoro nonicaxapngy (PRP) Haemophilus influenzae Tuny b 10 MKr, KoBaJleHTHO 3B’S3aHOTM0 3 NpaBLeBUM aHaToOKCMHOM (T) agcopboBaHuM ~25
MKT;

[ONOMI>KHI PeYOBVHU: NaKTO3a, HATPIitO X/1opui, asitoMiHii (y hopMi Conent: atoMiHItO rigpokeuna) 3a AlI3T, cepepoBuLLe 199, Boaa Anst iH’ EKLIA.
Xnopug Kanito, guHaTpito octart, ocgat Kanito ogHo3amilleHniA, nonicopbat 80, rniuuH, popManbaerif, HeOMILMHY CynbdaT, NONIMIKCUHY CynbgaT NPUCYTHI Y
3/IMLLKOBUX KiNIbKOCTAX SK HACMiA0K BUPOBHUUMX NPOLIECIB.

Nikapcbka thopma. Cycnensis (DTPa-1PV) ansa iH’ekuiit Ta nioginisat (Hib), Wwo 3miwytoTbes nepes BUKOPUCTAHHAM.

OCHOBHI  (pi3nko-ximiuHi BnacTueocTi: IHOPAHPUKC™ IMB Xi6 — kombiHOBaHa BakUMHa A0S NPoQinakTukKM AudTepii, npasus, KalloKy (auentonspHui
KOMMOHEHT), NoNioMIeNiTy Ta 3aXBOPOBaHb, 36yAHMKOMsikux € Haemophilus influenzae Tuny b.

DTPaIPV sBnsie cob60t0 MyTHY pignHy nicna cTpywyBaHHA (y wnpuyi); 6invin ocag Ta 6e36apBHUIA CynepHaTaHT (HafocafoBa pigvHa) Micns cegumeHTauii
(ocampxeHHs). JlioghinizoBaHa BakUMHa NpeacTaBneHa y BUrNsi 6in1oro nopoLLKy abo 6pukeTy (B CKNsgHOMY thnakoHi). [icnsa BigHOBNEHHS Niothini3oBaHOT BaKLMHN
Hib pignHoto DTPa-IPV — npo3opa 6e36apBHa pignHa.



dapmakoTepaneBTUYHa rpyna. KombiHoBaHi 6akTepiasibHi Ta BIpYCHI BaKLUMHMN. Kog ATX JO7C AQ6.

IMyHO/OTiYHI Ta 6i0N0oriYHi BNacTUBOCTI.

dapmakogyHamika.

OndTepitHniA Ta NpaBUEBUIA aHATOKCUHKM, oTpuMaHi 3 KynbTyp Corynebacterium diphtheriae i Clostridium tetani, iHaKTUBYKOTb | OuMWAOTb. KOMMOHEHTK
aLento/IAPHOI KaLLToKoBoi BakuuHu (PT, FHA, nepTakTuH) roTyroThb LUSAXOM BUPOLLYBaHHA KynbTypu Bordetella pertussis y asi I, 3 akoi PT, FHA i neptakTuH
eKCTparyoTh Ta ounwaroTs. FHA i nepTakTuH 06po61st0Th hopManbierigomM, PT 06pobnstoTs riyTepanbaerifom 1a hopMabaerigomM i He060pOTHO IHaKTUBYHOTD.
Tpw Bipycx NoNioMIeNiTy KyNbTUBYHOTb Ha NEPELLENNOBa/IbHIN NiHIT Vero, 04MLLYHOTh Ta IHAKTUBYHOTb JopManbaerifom.

Monicaxapug Hib rotytote 3 Haemophilus influenzae Tuny b, wramy 20752, i NOEAHYIOTH i3 NPaBLEBNM aHAaTOKCUHOM. I1iC/is O4MLLEHHS KOH toraT NnioginisyoTsb B
MPUCYTHOCTI N1aKTO3M AK cTabinizaTopa.

PesynbTatu, 0TpUMaHi B KNIHIYHUX LOCMIIKEHHAX O/ KOXKHOMO 3 KOMMOHEHTIB BaKLMHW, NPeAcTaBneHi B TabnnUAX HUXYe.

Tabnuus 1
KinbKicTb 0Ci6 (y BIACOTKaX) 3 TUTPaMy aHTUTI/T = KOHTPO/IbHUX PIBHIB Nicns nepeBMHHOT BakumHauii npenapatoM IHPAHPUKC™ ITIB Xi6

3-5 micsuis, 1,5-3,5-6 micsuis, 2-3-4 micsui, 2-4-6 micsuis, 3-4-5 micsuis, 3-4,5-6 micsuyis,
PiBeHb aHTUTIN N=86 N=62 N=337 N=624 N=127 N=198
(1 gocnig-xeHHs) | (1 gocnig-XeHHs) | (3 gocnig-keHHs) | (6 gocnig-xeHb) | (2 gocnifg-xeHHs) | (1 gocnig-KeHHs)
% % % % % %
MpoTun andTepiiHoro 94,1 100 98,8 99,3 94,4 99,5
aHaTOKCUHY
(0,1 MO/mn)*
MpoTy npaBueBoro 100,0** 100 99,7 99,8 99,2 100
aHaTOKCUHY
(0,1 MO/mn)*
MpoTK KaLL1HOKOBOr0 99,5%* 100 99,4 100 98,4 100
aHaTOKCUHY
(5 EL. O/mn)
MpoTn (hifaMeHTO3HOro 99,7** 100 100 100 100 100
remMarniTUHIHY
(5 EL. O/mn)
[MpoTn NepTakTUHY 99,0** 100 100 100 100 100
(5 EL. O/mn)
MpoTu Bipycy 93,0 H/L 99,1 99,5 100 100
nofiomienity 1 tuny
(1:8 po3BeaeHHsA)*
MpoTu Bipycy 95,3 H/g 95,7 99,0 99,2 100
noniomienity 2 Tuny
(1:8 po3BefeHHA)*




MpoTu Bipycy 98,8 H/L 100 100 99,2 99,4
noniomienity 3 tuny
(1:8 po3BeaeHHSA)*

MpoTtn PRP (Hib) 83,7 100 98,5 98,5 100 98,4
(0,15 mkr/mn)*

MpoTtn PRP (Hib) 51,2 87,1 68,5 76,0 97,6 81,2
(1,0 mkr/mn)

N — KifIbKICTb NaLliEHTIB;

H/p, — HEMaE JaHuXx;

* piBHI, AKNX [OCTaTHbO A5 3aXUCTY Bif 30YAHUKA,;

** pesynbTaTu Nicna BBEAEHHS APYroi 03U B AOCNILKEHHSX, B ikux DTPa-HBV-1PV+Hib npusHavanacsa B 3, 5 Ta 11 MicALIB XXUTTS AUTUHMN.

KinbKicTb 0Ci6 (y BiACOTKax) 3 TUTPamMy aHTUTI/T = KOHTPOJ/IbHUX PiBHIB Nicns peBakumHauii npenapatom IHOAHPUKC™ IT1B Xi6

PeBakuuHaLif Ha 11/12 PeBakLMHaL i NPOTAroM
MicALi XUTTA Micns [PYroro poKy XuTTs nicns
3-5-MicA4YHOro NepBMHHOIO TPbOX [,03 NEPBUHHOIO
PiBeHb aHTUTIN Kypcy BaKLuHauii, Kypcy BaKUuHaLii,
N=184 (1 gocnimkeHHs) N=1326 (9 fgocnifKeHb)
% %
MpoTn AN TepinHOro aHaTOKCUHY 100 99,8
(0,2 MO/mn)*
MpoTK NpaBLLEBOro aHaTOKCUHY 99,9** 99,9
(0,1 MO/mn)*
IMpOoTK KaLL/KOKOBOr0 aHATOKCUHY 99,9** 99,7
(5 EL. O/mn)
MpoTn (hinaMeHTO3HOro 99,9** 100
remarifoTUHIHY
(5 EL. O/mn)
[MpoTn NEPTaKTUHY 99,5** 99,9
(5 EL. O/mn)
MpoTu Bipycy noniomienity 1 tuny 99,4 99,9
(1:8 po3BeaeHHA)*
MMpoTu Bipycy noniomienity 2 tTuny 100 100
(1:8 po3BeneHHA)*
MMpoTwv Bipycy noniomienity 3 Tuny 99,4 100
(1:8 po3BeaeHHsA)*

Tabnmus 2



Mpotn PRP (Hib) 100 100
(0,25 mkr/mn)*

Mpotu PRP (Hib) 96,7 99,2
(1,0 mkr/mn)

N — KiNIbKICTb NaLiEHTIB;
* PIiBHI, AKNX [OCTaTHLO A5 3aXUCTY Bif 30YAHUKA,;
** pesynbTaTu NicNs BBeAEHHA 3 1031 B A0CNIMKEHHSAX, B AKMX DTPa-HBV-1PV+Hib npusHayanacs B 3, 5 1a 11 MicALiIB XXUTTA AUTUHMN.

EdekTmBHicTb Hib-komnoHeHTy (KoM6iHoBaHOro 3 DTPa, DTPalPV abo DTPaHBV-IPV) 6yna BuBYeHa B MacLiTabHOMY [AOCNiIIKEHHI MOCTMapKETUHIOBOro
Harnsay, Wwo nposogunocs y HimeuumHi. 3a gaHMMmM CNOCTEPEXEHHS, TPUBANICTHO NoHag 4,5 poky, edeKTUBHICTb BakumMH DTPat+Hib a6o DTPa-IPV+Hib gocsarana
96,7 % nicns MOBHOI CXeMW NepBUMHHOI BakuuvHauii 1a 98,5 % nicna 6ycTepHOi 403U (He3aIeXXHO Bif NMEPBMHHOIO LUENIeHHs). 3a LaHUMU CMOCTEPEXKEHHSN
TPMBaNICTIO NOHaA 7 POKiB, eDeKTUBHICTb Hib-KOMMNOHEHTIB ABOX rekcaBa/leHTHUX BaKUMH CTaHOBMMA 89,6 % nicns NoBHOT CXeMW NePBUHHOT BaKLMHaUil Ta 100%
nicns NOBHOI CXeMW NePBUHHOT BaKLMHaLii Noc 6yCTepHOT 403K (He3anexxHo Big Hib-BakuuHK, L0 BUKOPUCTOBYBAIACA /1 NEPBUHHOTO LLEMNIEHHS).
dapmakoKiHeTVKa.

OuiHKa hapmMakoKiHETUYHINX BNACTUBOCTEN AJ1 BaKLMH HEe NMPOBOAUTLCS.

KniHIYHI XapaKTepuUCcTUKMN.

Noka3aHHA.

IHOPAHPUKC™ IMB Xi6 npu3HayaeTbca AN8 aKTUBHOT iIMyHi3auil AiTeid BIKOM Bif 2 MicAliB NpoTu AudTepil, npaBus, Kawwioky, NofioMienity Ta iHgekuii,
36ygHNKoMAkMx € Haemophilus influenzae Tuny b.

IHPAHPVKC™ IMB Xi6 TakoX nokasaHa 411 peBakumHauil AiTei, SKUM paHille NpoBoAUIach BakUMHaLif NPOTU KalwokKy, AudTepil, npasus, noniomienity Ta
3aXBOpIOBaHb, 36yAHUKOMAKkMX € Haemophilus influenzae Tuny b.

IHPAHPNKC™ IMB Xi6 He 3axuwae Bif 3aXBOPOBaHb, WO BUKIMKaHi iHWKMKM Tunamum Haemophilus influenzae, Big MeHIHriTiB, 06YMOBNEHNX HLIMMM
30y HUKaMN.

LLlenneHHA aiTein Ha TepnTopil YKpaiHWN 304iACHIOETLCA 3rigHO 3 BUMOraMu Aitounx Hakasis MO3 YKpaiHu.

lMpoTnnoKasaHHA.

IHPAHPNKC™ IMNB Xi6 He cnig npusHavaTn ocobam 3 BiAOMOKO TinepyyTAMBICTIO 40 OYy/b-AKOro KOMMOHEHTA BaKUMHN abo ocobam, Y AKX BUHUKIN O3HAKM
rinepyyTaMBOCTI NiCNs NonepeaHLOro BBEAEHHSA BaKUWH A1 NPOMINakTUKK AngTepii, NpaBus, KallioKy, iIHAKTMBOBaHOT NOMIOBaKUMHM a60 Xib-BaKLMH.
IHPAHPVKC™ [MB Xi6 npoTuvnokasaHa ANs LUENNEHHS AiTel, Y SKMX BMHMKNA eHuedanonatis HeBifoMOi eTionorii NpoTarom 7 AHIB Nicns nonepegHboro
LLeneHHs BaKUMHOHO, L0 MiCTUNA Kal/IFOKOBUIA KOMIMOHEHT.

AK | npu 3acTocyBaHHiI IHWWX BakuuH, BBefeHHA IHOAHPUKC™ IMB Xi6 NoBUMHHO 6yTW BifKNafeHO B OCI6 3 rOCTPUMM BaXKKMMU 3aXBOPHOBAHHAMM, LLO
CYNPOBOMLKYHOTHCA IMXOMAHKOH0. [poTe HafABHICTb HE3HAYHOT IHEKLIT He € NPOTMNOKa3aHHAM.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

3rigHo i3 NPUAHATOK Ha Liel Yac B negiaTpil NPakTUKOK 0AHOYaCHMX WensieHb pisHumn BakumHamu, IHOAHPUKC™ IMB Xi6 MoXHa npu3HayaTi 0HO4acHO 3
BaKUMHO A/1 npoinakTuky renatuty B. Po3segeHy BakymHy IHOAHPUKC™ IMB Xi6 Ta iHWY BaKUuHY Ans iH’eKUiAHOro BBEAEHHS NOTPIGHO BBOAMTY B Pi3Hi
micus.



AK I NPy 3aCTOCYBaHHI IHLUMX BaKLUUH, Y NALEHTIB, AKI OTPUMYHOTb IMYHOCYNPECUBHY Tepanito, abo Y MauieHTIB 3 IMyHOLE(ILMTOM MOXe He focAraTucs afekBaTHa
IMyHHa BignoBigp.

Oc06/1MBOCT i 3aCTOCYBaHHS.
3rigHo 3 HaNEXXHOK KNiHIYHOK NPaKTMKOK, BaKUMHALiT NOBMHHI NepeiyBaTV BUBYEHHS aHaMHe3Y (0CO6/IMBO LWOA0 NOMepeAHbOT BaKUMHALLIT | MOX/IMBMX BUNAAKIB
NoGIYHNX peakLin) i MeguyHWiA ornag,.
IHPAHPUKC™ IMB Xi6 cnig npusHadatv 3 00epexHicTio ocobam i3 TPOMOOUMTOMEHIED abo MOPYLUEHHAMW 3ropTaHHA KpPOBI, OCKIfIbKA MNpw
BHYTPILLUHbOM’A30BOMY BBeeHHI BaKLMHN Y TaKUX 0Ci6 MOXe BUHMKHYTU KpOBOTeYa.
IHPAHPUKC™ IMB Xi6 MICTUTb CNifJoBi KiNIbKOCTI HEOMIUMHY Ta MONIMIKCUHY, TOMY BakUWMHY HeOOXiZAHO Mpu3HavaTh 3 0OepexxHICTI0O ocobam 3 BifOMOK
rinepyyTAMBICTIO A0 O6YAb-AKOro3 LUMX aHTUOIOTUKIB.
AK i Npy 3acToCyBaHHI BCIX IHWMX iH’€KUIMHUX BakKUMH, Ha BMNALOK BUHWKHEHHS aHaiNakTUYHMX peakuiin nicna BBeeHHS BakKUMHW MOTPIGHO MPOBOAUTM
CMOCTEPEXEHHSA 3a MauieHTOM NpoTAroM He MeHwe 30 XBUIMH Ta MaTK HaNnoroTosi yce HeobXxiAHe 414 NPoBeAeHHS Bi4NOBILHOMO NiKyBaHHS.
CuHkone (BTpaTta CBiOMOCTI) MOXe BUHUKHYTW Mif yac abo A0 Oyab-AKol iH eKLINHOT BaKUMHaLIT SK NCUXOreHHa peakLis Ha iH’€KLil0 ronkok. BakuyuHauito
Heo6XiHO NPOBOANTM TifIbKN B NOMOXEHHI BaKLLMHOBAHOI O CUAAYM ab0 Nexayuu Ta 3a/IMLLNTM MOro B TOMY XX MONOXEHHI (cuasuy abo nexxaydun) npoTsarom 15 XsunmH
nicns BakumMHaLii Ans nonepeikeHHs TpaBMaTu3aLlii.
AK i BCI BaKUWHW 415 NpodinakTuky anditepii, NpaBus i Kalioky, LK BaKUUHY CNif BBOAU T rIMOOKO BHY TPILLUHLOM 3080 B NepeaHbonaTepanbHy AiNsHKY CTerHa.
BaxxaHo, W06 Micue iH’eKLIT KOXHOro HaCcTyMHOro pasy 3mMiHBas0CH.
OuikyBaHa iMyHO/0riYHa BiANoBiAb MOXe 6y Ty BiACYTHS MiCNA WENIeHHA nayieHTiB 3 IMyHOCYNPECIE, HaNpuKnag, y TuX, XTo Npuinmae imyHoCynpecaHTu.
AKLLO Oy/b-AKa 3 HaBeeHMX HMKYe peakLiin Oyna noB’s3aHa y Yaci 3 BBeieHHAM DTP-BMiCHOT BaKLUHW, PiLLEHHS LLOAO NPU3HAYEHHS HACTYMHMUX 03 BaKUMHN, LLO
MICTUTb KaLL/IFOKOBUI KOMMOHEHT, CNif, peTesibHO 06MipKyBaTyh. [0 TakmX peakLiil Hanexarb:
Temnepatypa 340,0 °C (npu peKTa/ibHOMY BWUMIpHOBaHHI) NpoTAarom 48 rofAuH nicns BaKuuHauii, He MoB’s3aHa 3 IHWWMK NpUYMHaMK, SKi MOXKHa

IBeHTUQIKYBaTY;

- Konarnc abo LWoKonoAibHuiA cTaH (FiNn0TOHIYHO-FiNOPECNOHCBHWIA eNi3oa) NPOTAroM 48 roguH nicns BakUMHaLi;

- NOCTIHWIA, 6e3nepepBHUIA NAaY AUTUHMK, WO TpMBaE 3 3 roAnH, MPOTAroM 48 roavH nicns BakuMHauii;

- CyAOMM 3 IMXOMaHKOH abo 6e3 Hel, L0 pO3BUBAOTLCA NPOTAroM 3 AHIB Nic/s BaKUMHaLT.
OfiHaK, OCKiNbKM Li peakLii He acoliiioBaHi HEOBOPOTHUMUM HacMiAKamMM, MOXKYTb OYTW Taki 06CTaBUHM (HanpUKNag BIUCOKa 3aXBOPIOBaHICTb Ha KaLU/IoK), NPy SKKUX
NOTEHLiHI NepeBaru WenneHHs 0yayTb NepeBuLLYBaTN NOTEHLINHWIA PUSKIK.
Y niTeldi 3 NPOrpecytoUnMn HEBPOJIOTIYHUMI 3aXBOPHOBAHHSAMU, B TOMY YMCAi IH(AHTUIBHUMK Cria3MaMu, HEKOHTPO/IbOBAHOK enifiencieto abo Nporpecyroyoro
eHueanonaTieto, iMyHi3aLito Kall/lOKOBUM KOMMOHEHTOM (aLentonspHUM abo LiNbHOKMITUHHMM) Kpalle BigKnacTW A0 TOro 4acy, NMOKW CTaH AUTUHM He
cTabinisyeTbes. MpoTe pilleHHs CTOCOBHO AOLINbHOCTI NPU3HAYEHHS NPOTUKALLIOKOBOT BaKLMHM HEOOXiAHO NpuiAMaTy iHAMBIAYaIbHO, PETENbHO 3BXKUBLLN PU3UK
Ta nepesaru.
Xi6-KOMMOHEHT He 3axulae Bif 3axBOPOBaHb, BUKIMKaHMX iHWMMKM Tunamm Haemophilus influenzae iHdekuii a6o Bif MEHIHTITY, CNPUUYUHEHOrO IHLLIMMMU
MiKpoopraHiMamu.
®ebpunbHi Cyj0MU B aHaMHe3i AUTUHW, CYyAOMU B CiIMEAHOMY aHaMHe3i, CMHAPOM panToBoi auTtadoil cmepTi (CPAC) B cimeliHOMY aHaMHe3i abo Mo6iYHI peakuii
nicna wenneHHs BakuymHamn DTP, IPV i/a6o Hib B cimeliHOMy aHaMHe3i He € NPOTUMNOKAa3aHHAMN AN LLENIEHHS.
BI/1-iHheKUis He € NPOTMNOKa3aHHAM AN LWenIeHHS.
Byno onucaHo BUBELEHHS 3 CEYEerD Karcy/ibHOro nosicaxapuiHoro aHTUreHy nicnsa npusHadeHHs Hib-BakuyHW, TOMY MPOTATOM 1-2 TWXKHIB MICNS LUEnIeHHs
BU3HAYEHHSA LibOro aHTUreHy B cedi npu nifo3pi Ha Hib-iHpeKuito MoXe He MaTu 4iarHOCTUYHOIO 3HaYeHHS.



IHOPAHPUKC™ IT1B Xi6 Hi 3a AKMX 06CTaBUH He MO>KHA BBOANTW BHY T PiLLIHLOBEHHO.

Mpn Npu3HaYeHHi NePBUHHOT iMyHI3aLil NepefyacHO HapPOKEHNM HeMOBNATaM (< 28 TUMXKHIB rectauii) cnig MaTu Ha yBa3i MOTEHUINHNIA PUSNK PO3BUTKY Y HUX
arnHoe Ta HeOoOXiAHICTb KOHTPOMO 3a AMXa/IbHOK (YHKUiE NpoTArom 48-72 roguH nicns BakuvHauii, 0cobnMBo Yy pasi HasBHOCTI B aHaMHe3i HEMOBNATM
He0PO3BUTKY AMXabHOT cucTemMn. OCKINbKN KOPUCTb BaKLMHALIT Y LLIET rpynu HEMOB/IAT € BUCOKOHO, Bifj BaKUMHaLiT He Clijg BiAMOBAATUCH abo Ti BiAKiagaTu.
IHPAHPNKC™ IMB Xi6 mMicTUTb MeHLe 1 MMO/ib (23 Mr)/[03y HaTpito, TOOTO NPaKTUYHO BiflbHWUIA Bif HATPIto.

3acTocyBaHHSA y nepiof BariTHOCTIi abo rofyBaHHSA rpyaato.
Ockinbkn BakunHa IH®AHPVKC™ ITB Xi6 He npu3HayeHa AN 3acTOCyBaHHS AOPOC/IMM XiHKaM, AaHi Npo 6e3MneKy 3aCTOCYBaHHSA BaKLUWHW B Nepiof BariTHOCTI
abo nakrauii BifCYTHI.

34aTHICTb BNAMBATW Ha LWBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCMOPTOM abo iHLWMMM MexaHiamamu.

Mpenapat 3aCTOCOBYIOTh AiTsM.

Cniocib 3acTocyBaHHA Ta [03W.

Cxema MepBMHHOT BaKLMHaLiT BKIOYaE 3 031 BaKUMHK, WO BBOAATLCA B MEPLUOMY MiBPIYYi XUTTA | MOXYTb NMPU3HaA4YaTnCa 3 2-MiCAYHOro BiKy AUTUHW. MiX
[03aMu Clig BUTPUMYBATW IHTEpPBa/I He MeHLUe 1 micaus.

BycTepHa f03a peKOMeHA0BaHa NPOTAroM LpYroro poKy XXWUTTA, He paHiLle HiX Yepe3 6 MicALiB MicnA 3aKiHYEHHS CXeEMU NEPBUHHOT BaKLMHaLl.

3actocoBytoTb IHOAHPVKC™ IMB Xi6 WAAXOM rMMOOKOro BHY TPILLHbOM’SI30BOr0 BBEAEHHSI B NepeAHbonaTepasbHy AiNsHKY CTerHa. baxaHo, 106 KOXKHa
HaCTyrMHa [j03a BBOAMIACA B iHLLE MiCLie.

IHPAHPNKC™ IMB Xi6 cnig npusHadatv 3 00epexHicTio ocobam i3 TPOMOOUMTOMEHIED ab0o MOPYLUEHHAMU 3ropTaHHA KpPOBI, OCKIIbKA MNpw
BHYTPILLUHLOM’A30BOMY BBefeHHI BaKLMHN Y TakMX 0Ci6 MOXe BUHWKHYTK KpoBoTeya. Micue iH’eKUil cig MILHO NPUTUCHYTK (He po3TuMpatoyn) LoHaiMeHLle Ha
[BI XBUNNHW.

IHCTPYKLiS CTOCOBHO NPUrOTYBAHHS BAKLMHW Nepes, BUKOPUC T aHHAM.

Nioginizat BakumHK Hib, cycnensito BakuvHn DTPaIPV Ta po3unHeHy kom6iHoBaHy BakuvHy |HPAHPUKC™ ITIB Xi6 HeobXigHO MepeBipuTK Bi3yasibHO Ha
HasiBHICTb OY/1b-KNX CTOPOHHIX YaCTOK Ta/abo 3MiHy (hi3nyYHMX BNaCTUBOCTEN. FKLLO TaKi 3MiHM MatOTb MicLe, BaKLUMHY BUKOPUCTOBYBATM HE MOXHa.

Ockinbku npu 36epiraHHi B cycneHsii DTPa-IPV moxe yTBOptoBaTUCA ocaf, HeobXifHO NOTPYCUTK Ti nepea po34MHEHHAM B Hild nioginisaty BakumHu Hib.

MpenapaT cnif Po3YMHATU, AOAAKOUN BECb BMICT KOHTEMHepa, WO MIiCTUTb KOMNOHeHT DTPaIPV, ao dnakoHa 3 niodinizatom BakuyuHu Hib. 3miwysaTty pasom
MOXXHa NNLLIE KOMMOHEHTW OfHIET BaKUUHW, HE BUKOPUCTOBYHOUM iHLLI BaKLUMHM ab0 KOMMOHEHTW IHLIOT cepil Liel BakumHK. Micns gogaBaHHs cycneHsii DTPa- 1PV
A0 nioginisaty BakumHu Hib cymil HeobxigHO gobpe cTpycuTy, Wo6 iX BMICT nepemillascs.

Po3unHeHa BakyuHa IHGPAHPUKC™ ITIB Xi6 aBnsie c060t0 GifibLL MYTHY CYCNeH3ito, HiXK pifKnii koMnoHeHT DTPa-IPV okpemo. Lle He noripluye sKicTb BaKLMHW.
AKLLO CNoCTepiratTbCs iHLLI 3MiHM 30BHILLUHLOMO BUTNISIAY BaKUMHMK, T BUKOPUCTOBYBATU HE MOXHA.

BakuunHy cnif BUKOpUCTaTV 04pa3y > Micns il PO3YNHEHHS.

[ns npoBefeHHs iH’eKLiT HabepiTh Y LINPWL, YBECb BMICT (hakoHa. 3HiMiTb i He BMKOPUCTOBYMTE MepLly ro/ky, 3a AOMOMOrow SKOI NPOBOAWAM 3MillyBaHHS
KOMMOHEHTIB BaKUMHW. [1N15 BUKOHAHHS 1H’EKLIT NpUeAHaIATe iHLWY ronKy.

IHCTPYKL,isi CTOCOBHO BUKOPWUCTaHHS MonepeAHb0 HaMoOBHEHOIO LNpKLLA 3 afanTepoM 3 Hacaakoto JTroepa (PRTC — nnacTUKOBUIA YKOPCTKUIA TBUHTOBWUIA KOBMA40K)
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1. TpyMaroum UmMNiHAp Wnpuua B 0fHiin pyui (He TpmMaiiTecs 3a NopLUeHb LWNPKUUA), BiAKPYTITb KOBMAYOK LWNpMLA, 06epTatoum MOro NpoTu roAMHHNKOBOT CTPIIKN.
2. BcTaBTe rosiky B LUMNPULL, 3aKPYTITh 11 NOBHICTIO A0 YNOPY 3a rOAVHHUKOBOO CTPINIKOKO (AMB. MaJTIIOHOK).

3. 3HIMITb 3aXMCHMWI KOBNAYOK rOMIKK, SKMI1 MOXKe 6y TW AeLo LWisIbHO 3aKpinaeHwiA.

4. MpuroTyiTe BaKLMHY 418 3aCTOCYBaHHSA K OMMCAaHO BULLE.

Byab-SIKIi1 HEBUKOPUCTaHMIA MPOAYKT ab0 3a/MLLKV FOTOBOIO Npenaparty MatoTb 6yTU 3HHLLEHI 3riAHO 3 AiF0UMMM BUMOTaMU.

aiTn.
BakumHy ITH®AHPUKC™ IMNB Xi6 3acTocOBYHOTb AiTAM BIiKOM Bif 2 MicAuiB (AvBUCb po3gin «lokaszaHHsa»). BakuvHy IH®AHPUKC™ IMB Xi6 He
PEKOMeH0BaHO 3aCTOCOBYBATW AOPOC/IMM, NiANITKaM Ta AiTAM BIKOM Bif 5 pOKIB.

NepenosyBaHHS.
3a faHyMK nicnsniueHsiHoro hapmakoHarnsagy Hagiwno Kifbka nosigoMeHb Npo BUMNAAKM nepefosyBaHHs. MobiyHi ABMLIa, WO BUHUKAIW NPW Nepeao3yBaHHi,
6ynv nogibHMMKM Ao TUX, WO CNoCcTepirainca Npu 3acTocyBaHHI peKoMeHA0BaHNX A03 BakuMHN IHOPAHPUKC™ IMB Xi6.

Mo6iuHI peakuii.

JaHi KniHIYHUX AOoCNiAXKEHb

MpeacTaBneHniA HKYe Npodins 6e3neky BakLMHW BU3HAYEHWUIA HA OCHOBI laHUX, OTPUMaHKX Bif, 6inbLie Hixk 3500 ocib.

AK i npn BBefeHHI byab-akux DTPa-BakumMH abo DTPa-BMiCHUX KOMOGIHOBaHMX BaKUMH, Npu BBeAeHHI BycTepHoi fo3n npenapaty IHOAHPUKC™ IMNB Xi6
cnocTepiranocst 36iNbLLIEHHA MICLEBUX NPOSBIB Ta YaCTOTW PO3BUTKY NIMXOMaHKW (MOPIBHSAHO i3 MEPBUHHOO iMYHi3aLli€to).

Mo6iyHI ABMLLA, LLIO CNOCTEPIranca Npu 3aCToCyBaHHI BaKUWHW, HaBefeHi BifNOBi4HO A0 YaCTOTU PO3BUTKY:

[yxe vacto:® 1/10

YacTto:® 1/100 go < /10




Heuacro: 3 1/1000 po < 1/100

Pifko: 3 1/10000 po < 1/1000

Ayxe pigko: < 1/10000

IHeKLiNHI Ta Napa3uTapHi 3aXBOPHOBAHHS

HeyacTo: iH(eKUiT BepXHiX AUXa/IbHUX LUNAXIB.

[MopyLeHHs 3 60KY KPOBOHOCHOT Ta NiM(aTUYHOT CUCTEMMN

HeuacTo: nimthageHonaris.

[MopyLueHHA MeTabo/i3My Ta a/liMeHTapHI po3naau

[y>xe yacTo: BTpaTa aneTury.

[MopyLUEHHSA NCUXIKK

[y>xe yacTto: nigsumiLeHa 36yaAnunBiCcTb, 6e3nepepBHUIA Nnay, HECMOKIN.

MNopyLueHHs MYHKLLIT HEPBOBOT CUCTEMM

[y>e yacTo: 6e3COHHS.

MopyLeHHs pecnipaTopHOI CUCTEMU, OPraHiB rpyaHOT KNiITUHU Ta CEePeAO0CTIHHSA

HeuacTo: KaLlenb, 6pOHXIT, pUHOpes.

[MopyLUEHHS LWTYHKOBO-KMULLIKOBOIO TPaKTY

YacTo: giapes, 610BaHHS.

MNopyLweHHA YHKLIT WKipWY Ta NiAWKIPHUX TKAHWH

HeuacTto: BUCKMNKa, KPONUB’ AHKa.

PigKko: cBepbixX, AepmaTuT.

3arasibHi po3naam Ta peakuii y MicLi BBEAEHHS

[y>Ke yacTo: peakuii B MiCL IH’€KLiT, Taki AK 6i/b Ta NOYEPBOHIHHA, MiCLIEBA MPUMYX/TICTb (< 50 mm), nuxomaHka (3 38 °C).
UacTo: peakLiii B MicLli iH €KLiT, Taki SK iHinbTpaT, Micuesa npunyxnicte (>50 mm)1,

HeuacTo: nnxomaHka2 (> 39,5 °C), nifiBvLLeHa BTOM/IKOBAHICTb, AN(Y3HWIA HABPSIK KiHLiBKY, B IKY BBOAWUIACS BaKLMHA, iHOZ i3 3a/TyUeHHSIM CyMiXHOro cyrno6al.
JaHi N0CTMapKeTUHIOBOro Harnisgy

[MopyLeHHs 3 60KY KPOBOHOCHOI Ta NiMMaTUYHOT CUCTEMU

TpomGouuToneHiss.

[MopyLIEHHS IMYHITETY

AneprivHi peakLii (B TOMy uncni aHainakTUUHIS Ta aHatinakToiaHI peakLir).

MNopyLeHHs hyHKLiT HEPBOBOT CUCTEMM

Cypgomu (3 nMxomaHKoK abo 6e3 Hel), Konarnc abo LWoKonoAibHWI cTaH (rinoTOHIYHO-TiNOPeCNOHCUBHNIA eNni3om).
[MopyLleHHs 3 60KY pecnipaTOPHOI CUCTEMW, OPraHiB rPYAHOT KAITKU Ta CepeaoCTiHHA

AnHoe3 (auB. po3ain «OcobnMBOCTI 3aCTOCYBaHHSA» [1/1 anHOe Y NepeAYacHO HaPOMPKEHMX HEMOBAAT (< 28 TUXKHIB recTaLlii)).
MNopyLeHHs 3 60KY LUKipY Ta NiAWKIPHUX TKaHWUH

AHTIOHEBPOTUYHWMIA HAaBPAKS.

3arasibHi po3naam Ta peakuii y MicLi BBeAEHHS:

Hab6psiK BCi€l KiHLiBKY, B IKY BBOAWNACS BaKLMHaLl, Be3VKyM B MicLli iH’eKL,iTS.




1,£|,iTV|, AKUM MepBUHHA IMYHi3aUis MpoBoAMMacA BaKLUMHOK MPOTU KalloKy 3 aue/tonsipHMM KOMMOHEHTOM, Oifbll CXW/bHI [0 PO3BUTKY peakuii y BUrnsgi
MPUMYXIOCTI YM HABPAKY nicis 6yCTepHOT 403K Y MOPIBHAHHI 3 4ITbMUW, SKUM NMEPBUHHE LLEMNIEHHA NPOBOAWIOCH BaKUMHOK MPOTU KaLWIHOKY 3 LiSIbBHOKTITUHHUM
KOMMOHeHTOM. LLi peakuii npoxoaaTb B cepeiHbOMY 3a 4 [Hi.

24acto npun peBakuMHaLii.
SCHOCTepiFaJ'II/ICﬂ npw 3actocyBaHHi DTPa-BMiCHNX BaKLMH, BUPOOHMLTBA «I NakCcOCMITKASIAH.
4CHOCTepiranaCﬂ Mpv 3aCTOCyBaHHI NPOTUANGTEPIAHOT Ta NPOTMNPABLEBOT BAKLMH.

TepmiH npuaaTHOCTI. 36 mMicAuiB. [JaTa 3aKiH4eHHA TeEPMIHY NPUAATHOCTI BaKUMHM 3a3HavyeHa Ha YnakoBLii.

YMoBW 36epiraHHs.

BakuuHy IHOAHPNKC™ IMB Xi6 HeobxigHO 36epiratv npu temnepatypi Big 2 go 8 °C. Npu TpaHCMNoOpTyBaHHI cNif A0TPUMYBATUCA PEKOMEHAOBAHNX YMOB
36epiraHHa. DTPaIPV cycneHsito i NpuroToBneHy 419 BBEAEHHS BaKLMHY He MOXHa 3aMOpOXyBaTh. He BUKOPUCTOBYBATU, AKLLO BaKLMHa Oy/ia 3aMOpOXKeHa.

HecyMicCHicTb.
IHPAHPNKC™ IMB Xi6 He cnif 3MillyBaTV 3 iHLUMMW BaKLMHAMW B OHOMY LLINPULL.

YnakoBKa.

Cycnensisa (DTPa-IPV) ans iH’ekuiin no 0,5 mn (1 go3a) y nonepeiHb0 HanoBHEHOMY 0HOPa30BOMY LUNpuLi Ne 1y KOMNAeKTi 3 ABOMa rofikamu Ta nioginisat (Hib)
y thnakoHi Ne 1, 1110 3MiLLYHOTbCA Nepes BUKOPUCTAHHSAM.

MonepefHbO HANOBHEHI LUNPULM Ta (1aKOHW BUTOTOB/IEHI 3 HETPa/IbHOrO CKNa TUny I, Lo BignoBigae BMMoram €BponenicbKoi thapmakoner.

Karteropis Bignycky. 3a peLenTom.

Bupo6Huk. MakcoCmiTKnsinH bionogxkikans C.A., benbris / GlaxoSmithKline Biologicals S.A., Belgium.

Micue3HaxomKeHH BUPOBHUKA Ta afpeca Micusa NPoBafKeHHS 1oro AisIbHOCTI.
Pto ge n’IHcTiTio, 89 1330 M. PikceHcapT, benbris / Rue de I’Institut, 89 1330 Rixensart, Belgium.



