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IHCTPYKUIA

AN MEANYHOro 3acTOCyBaHHSA NliKkapCbKoro 3acoby

IHOAHPUKC™ IMB Xi6

(INFANRIX™ IPV Hib)

KoMbiHOBaHa BakuUMHa Ans npodinaktuku audTepii, NnpaBus, KawWIoKy
(auentonapHMin KOMMNOHEHT), NOMIOMIENITY Ta 3aXBOPIOBaHb,
36yaHUKOM akux € Haemophilus influenzae Tuny b

Cknaa:

Aito4i pe4oBUHN !

0,5 mn (1 posa) po34YMHEHOI BaKUMHU MiCTUTb:

andTepinHoro aHatokcmHy (D) He MeHwe Hixx 30 mikHapoaHux oanHuub (MO)
(25 Lf (dbnokynoounx oamHnLb));

npasuUeBOro aHaTokcuHy (T) He MeHwWw Hix 40 MO (10 Lf);
KawroKoBoro aHatokcuHy (PT) 25 Mmkr;

dinameHTO3HOro remarntoTuHiHy (FHA) 25 Mmkr;
neptaktnHy (PRN) 8 mkr;

iHakTMBOBaHoOro noniosipycy (IPV):

Tmny 1 (Mahoney) 40 D-aHTUreHHux ogmHuub (DU),
Tmny 2 (MEF-1) 8 DU,

Tuny 3 (Saukett) 32 DU;

KOH'toraTy kancynbHoro nonicaxapuay (PRP) Haemophilus influenzae tvny b
10 MKr, KoBasieHTHO 3B’A3aHOro 3 npasueBUM aHaTokcMHoM (T) agcopboBaHMM
~25 MKr;

AOMOMIKHI pedYOoBMHM: NaKTo3a, HaTpito xnopua, antoMiHin (y dopmi conen:
anoMiHito rigpokcua) 3a Al3*, cepenoBuile 199, Boaa ans iH'ekUii.

Xnopwuga kanito, aguHaTtpito pocdaT, pocdaTt Kanito ogHo3aMileHnn, nonicopbat
80, rniunH, ddopmanbaeria, HeoMiuMHy cynbdaTt, MNONIMIKCUMHY cynbdaTt
NPUCYTHI Y 3a7ULWKOBUX KiNIbKOCTAX K HAcMiA0K BUPOOHMUMX NpoLeciB.

Jlikapcbka gopmMa.

Cycnensia (DTPa-IPV) ans iH’ekuin ta niodinizat (Hib), wo 3MiwyoTbCs nepeq
BUKOPUCTAHHSM.

OcHoBHI @iznko-xiMiyHi Bnactmusocti: IHOAHPUKC™ IMNB Xi6 — kombiHOBaHa
BakKUMHa Ans npodinaktnkn andTepii, npaBusd, Kawaoky (auentonsapHuin
KOMMOHEHT), NONIOMIENITY Ta 3axBOpoBaHb, 36yAHUKOM sKMX € Haemophilus
influenzae Tvny b.
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DTPa-IPV aBnse coboto MyTHY pianHy nicnga cTtpywyBaHHs (y wnpuui); 6inmn
ocag Ta 6e3bapBHUM cynepHaTaHT (HagocagoBa piavMHA) nicns cegnMeHTadii
(ocapxeHHs). JliodinisoBaHa BakuWMHaA npeacTtasneHa y Burnaai 6inoro
nopowky abo 6pukety (B cknassHoOMy dnakoHi). T[licna BiAHOBMAEHHSA
niodinizosaHoi BakunHu Hib pianHoto DTPa-IPV — npo3opa 6e36apsBHa pignHa.

dapmakoTepaneBTUYHa rpyna.

KoMb6iHoBaHi 6akTepianbHi Ta BipycHi BakumHu. Kog ATX JO7C AQ6.
IMyHosorivyHi Ta 6ios10riyHi BJ1aCTMBOCTI.

QapmakogmnHaMmika.

OndTepinHni Ta npasLeBui AHATOKCUHM, OTPUMaHI 3
KyneTtyp Corynebacterium diphtheriae i Clostridium tetani, iHakKTUBYOTb i
ounwiaoTe. KoOMMOHeHTU auentongpHoi KawswkoBoi BakuuvHu (PT, FHA,
nepTakTUH) rOoTYITb WISXOM BUpPOWYBaHHA KynbTypu Bordetella pertussis y
dasi I, 3 akoi PT, FHA i nepTakTuUH eKCTparyTb Ta ounwaroTs. FHA | nepTakTuH
obpobnawTe dopmanbgerigoMm, PT o06pobnaiwTe rnyTepanbierigom Ta
dopmanbaeriagoMm i He0O60pOTHO IHAKTUBYIOTb.

Tpwn Bipycn noNioMieNiTy KynbTUBYKOTb Ha nepeliennoBanbHiin niHii Vero,
OUMLLYIOTb Ta IHAaKTUBYIOTb (hopManbaerigom.

Monicaxapua Hib rotytoTe 3 Haemophilus influenzae Tuny b, wtamy 20752, i
NOEAHYIOTb i3 nMNpaBUEBMM aAHATOKCUMHOM. [licna ouuweHHs KOoH'toraT
niodinisytoTb B NPUCYTHOCTI NaKTO3M K cTabinizaTtopa.

Pe3ynbTtaTtn, OTpUMaHIi B KNiHIYHNX AOCNIAXKEHHAX A1 KOXHOIMO 3 KOMMOHEHTIB
BaKUWHW, NpeacTaBneHi B Tabnuuax Huxue.

Tabnuusa 1

KinbkicTb 0oci6 (y BiacoTKax) 3 TUTpaMMU aHTUTIN = KOHTPOJSIbHUX PIiBHIB nicns
nepBUHHOI BakumHauii npenapatoMm IHOAHPUKC™ IMNB Xi6

2-4-6
N=86 micauis, N=62 N=337
N=624
PiBeHb aHTUTIN (1 (1 (3
OOCNIAXKEHHS) AOCNIAXEHHS) AO0CAIAXKEHHS) (6
AOCMiAXEHb)
% % %
%
MpoTn
AnQTepirHoro 94,1 100 98,8 99,3

aHATOKCUHY (0,1
MO/mn)*

3-4.
N=1
(2

AOCJ

%

94,4
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MpoT npaBLEBOro
AHATOKCUHY (0,1100,0%** 100 99,7 99,8 99,2
MO/mn)*

[MpoTwn

KalJTDKOBOIo
aHATOKCUHY 99,5 100 99,4 100 98,4

(5 EL. O/mn)

[MpoTwn
dinamMeHTO3HOrO
remMarnioTuHiHy (5
EL. O/mn)

99,7*x* 100 100 100 100

MpoTn nepTakTnHy

99,0%** 100 100 100 100
(5 EL. O/mn)

MpoTwn Bipycy
noniomienity 1 Tuny g3 g H/ 0 99,1 99,5 100
(1:8 po3BeneHHA)*

MpoTn Bipycy

noniomienity 2 Tuny g5 3 H/4 95,7 99,0 99,2
(1:8 po3BeneHHA)*

MpoTwn Bipycy

nosioMienity 3 Tuny 98,8 H/4 100 100 99,2
(1:8 po3BeneHHA)*

Mpotn PRP (Hib)

(0,15 mkr/mn)*

Mpotn PRP (Hib)
(1,0 mMkr/mn) >1,2

83,7 100 98,5 98,5 100

87,1 68,5 76,0 97,€

N — KinbKiCTb NaUi€HTIB;
H/A — HEMaE€ AaHuXx;
* piBHi, AKX AOCTATHbLO ANS 3aXUCTY Big 36yaHUKA;

** pesynbTaTu Nicns BBeAeHHS APYroi 403W B AOCNIAXEHHNAX, B skux DTPa-
HBV-IPV+Hib npusHauanaca B 3, 5 Ta 11 MicsiLiB XUTTS AUTUHMN.

Tabnuusa 2

KinbkicTb 0oci6 (y BiACOTKax) 3 TUTpaMMU aHTUTIN = KOHTPOJIbHUX PIiBHIB nicns
peBakuuHauii npenapatoM IHOAHPUKC™ IMNB Xi6
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PeBakunHauisa

11/12 pegakumnauis npc

MicsaUi XWUTTS nicns 3‘5',u,pyroro POKY XWUTTS

MiCSI4UHOIO
PiBeHb aHTUTIN KYypCy BakuuHauii,

N=184 (1 gpocnigaxeHHs)

%

MpoTn AandTepinHoro aHaTOKCVIHyloo
(0,1 MO/mMn)*

rlpOTM npasLEBOro aHaTOKCl/IHy99 g**
(0,1 MO/mn)* !

MpOTK KaLLWIIOKOBOIrO0 aHAaTOKCUHY

99,9**
(5 EL. O/mn)
MpoTn dinameHTO3HOro
reMarntoTUHIHY 99,9%*
(5 EL. O/mn)
MpoTn nepTakTuHy

99,5%*
(5 EL. O/mn)
[MpoTw Bipycy nonioMienity 1 tuny 99 4
(1:8 po3BeneHHA)* '
MpoTun Bipycy nonioMienity 2 tuny 100
(1:8 po3BeneHHA)*
MpoTu Bipycy nosioMienity 3 Tuny

99,4

(1:8 po3BeneHHA)*
MpoTtn PRP (Hib) (0,15 mkr/mn)* 100
Mpotn PRP (Hib)

96,7
(1,0 mMkr/mn)

N — KinbKiCTb NaUi€HTIB;

* piBHi, SKNX AOCTATHbLO ANS 3aXUCTY Big 36yaAHUKA;

MEPBUHHOMO rpL,ox 03  nepsw

Kypcy BakumHauii, N:
(9 mocnigxeHb)

%

99,8

99,9

99,7

100

99,9

99,9

100

100

100

99,2

** pe3ynbTaTu Nicns BBeAeHHS 3 A03M B AOCNIAXEHHNAX, B skux DTPa-HBV-

IPV+Hib npusHavanacs B 3, 5 Ta 11 MicauiB XUTTa AUTUHN.

EdekTuBHicTb Hib-kOoMnoHeHTy (koMbiHoBaHoro 3 DTPa, DTPa-IPV a6bo DTPa-
HBV-IPV) 6yna BmBYeHa B MacwTabHOMy AocCnigXXeHHi NOCTMapKeTUHIOBOro

Harnsgy, Wwo nposoausiocs y HiMeyuunHi.

3a [aHUMU  CrOCTepeXeHH4,

TpuBanicTio noHag 4,5 poky, edekTuBHiCTb BakumH DTPa+Hib a6o DTPa-
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IPV+Hib gocsrana 96,7% nicng noBHOI CXeMU NepBUHHOI BakuMHauii Ta 98,5%
nicnsa 6ycrtepHoi A4o3n (He3aneXHo Bi4 NepBMHHOrO WennaeHHd). 3a AaHUMU
CMOCTepeXeHHs TPUBasiCTio NoHag 7 pokiB, edekTuBHiICTb Hib-koMnoHeHTiB
ABOX TreKcaBasileHTHUX BaKuuMH cTaHoBuna 89,6% nicns noBHOI CxeMu
nepBuUHHOI BakumHauii Ta 100% nicna noBHOI CXeMW NepBUHHOI BaKuMHaLUil
nntc 6ycrtepHoi Ao3n (He3anexHo Big Hib-BakuuHK, WO BMKOPUCTOBYBAasacs
AN9 NEePBUHHOMO WenaeHHS).

dapMaKoKIiHETUKA.

OuiHka papMaKOKiHETUYHUX BNACTUBOCTEN ANS BAaKLUMH HE NMPOBOAMTbLCS.
KniHiYyHi XapaKTepucTtuku.

[Toka3aHHSA.

IHOAHPUKC™ IMNB Xi6 npmn3Hava€eTbCa A9 aKTUBHOI iMYHi3aUii AiTen BiKOM BiA
2 MicsudiB npoTn audTepii, NpaBus, KalwJOKy, MNONIOMIENiITY Ta iHdeKuin,
36yaHUKOM aknx € Haemophilus influenzae Tuny b.

IHOAHPUKC™ IMNB Xi6 TakoX nokasaHa AN peBaKunHauii g4iTen, SK1MM paHiwe
npoBoAWach BakKUMHaLiA NpOTU KaWwoKy, AudTepii, npasus, NonioMienity Ta
3axBOpIOBaHb, 36yaAHUKOM aAkuX € Haemophilus influenzae Tuny b.

IHOAHPUKC™ IMNB Xi6 He 3axuulae Bif 3aXBOPHOBaHb, WO BUKMKAHI iHWMMKN
TMnamu Haemophilus influenzae, Bia MeHIHriTIB, 06YMOBMEHUX IHWUMU
36yaHnKamu.

LLlenneHHa aiten Ha TepuTopii YKpaiHW 34INCHIOETbCS 3rigHO 3 BUMOramu
Aitoumnx HakasiB MO3 YkpaiHu.

[IpoTnnoKkasaHHs.

IHOAHPUKC™ IMNB Xi6 He cnig npu3Ha4vaT ocobam 3 BiAOMOLO rinepyyTAmnBICTIO
A0 6yab-KOro KOMMOHeHTa BaKUMHW abo ocobaM, y SKMX BUHUKAM O3HAKWU
rinepyyTnmMBOCTI Nicns nonepeaHbOro BBeAEHHSA BaKUMH ANs NpodinakTuku
AndTepii, NnpaBus, KaWOKYy, iIHAKTMBOBAHOI NoslioBakumHU abo Xi6-BaKUUH.

IHOAHPUKC™ IMNB Xi6 npoTunokasaHa ANns WenaeHHs 4iTen, y SKuxX BUHUKIA
eHuedanonaTisd HeBiAOMOI eTionorii NpoTaAroM 7 AHIB Micna nonepefHboro
LensieHHs BakKUMHOM, WO MiCTUa Kal/IlOKOBUA KOMIMOHEHT.

SK i nNpu 3acTtocyBaHHi iHWKWUX BakuuH, BBeaeHHs IHOAHPUKC™ IMNB Xi6
NOBMHHO 6yTW BiAKIaAEHO B 0Ci6 3 rOCTPUMKM BaXKKUMKU 3aXBOPHOBAHHSAMM, LLO
CYNpOBOAXYIOTbCSA JIMXOMAaHKOW. lpoTe HasiBHICTb He3Ha4HOoI iHdeKUii He €
NPOTUMOKA3aHHAM.

B3aemogis 3 iHLWnMn likapCbKuMu 3acobammn T1a iHLII BUAW B3aEMOAIN.

3rigHo i3 NPUNHATOLIO Ha LEeN 4Yac B neaiaTpii NpakTUKOK 04HOYACHUX WenneHb
pi3HUMMK BakunHammn, IHOAHPUKC™ IMNB Xi6 MOXHa npu3HadyaTM ogHOYaCHO 3
BaKLUMHOW Ang npodinaktmkm renatuty B. Po3sBeaeHy BakumHy IHOAHPUKC™
IMNB Xi6 Ta iHWY BaKUMHY ANs iH'EKLiIMHOro BBeAEeHHS NOTPi6HO BBOAUTU B pPi3Hi
Micus.
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AK i npuv 3acToCyBaHHi IHWWX BaKUWH, Y MNAUIEHTIB, HAKi OTPUMYIOTb
iMyHOoCcynpecuBHy Tepanito, abo y nauieHTiB 3 iMyHoAediuMTOM MOXe He
AocsraTucs agekeaTHa iMyHHa BignoBiab.

Ocob/1MBOCTI 3aCTOCYBaHHSI.

3rigHO 3 HaNeXHOoK KJIiHIYHOK MNpPaKTUKOK, BaKuMHaLii NOBUHHI nepeaysaTu
BMBYEHHS aHaMHe3y (0cobnMBO WOAO0 nonepeaHbOol BaKuMHaUIl i MOXANBUX
BMNaAKiB NobiyHNX peakuin) i MegnyHmi ornsaa.

IHOAHPUKC™ IMNB Xi6 cnig npusHayatm 3 obepexHicTio ocobam i3
TpoMbouunToneHieto abo MOpyLWeEeHHAMN 3ropTaHHS KpoOBi, OCKiNbKM Npwu
BHYTPiILULHbOM'A30BOMY BBEAEHHI BaKUMHW Yy TaKUX OCI6 MOXEe BUHUKHYTU
KpoBoTeua.

IHOAHPUKC™ IMNB Xi6 MicTUTb CnigoBi KiNbKOCTi HEOMIUMHY Ta MOMIMIKCUHY,
TOMY BaKUMHY HeobXxiAHO npu3HadaTn 3 obepexHicTio ocobam 3 BiAOMOIK
rinepyyTnmeicTio 0 6yab-9KOro 3 UMX aHTUBIOTUKIB.

SIK i nNpu 3acTocyBaHHi BCiX IHWMUX I(H'EKUIMHNX BaKUWMH, Ha BUMNALOK
BUHUKHEHHSA aHadiNakTUYHUX peakuin nicnsa BBeLeHHS BaKUMHW NOTPIOHO
NMPOBOAMTUN CMOCTEPEXEHHSA 3@ NMauiEHTOM NpoTAromM He MeHwe 30 XBW/IMH Ta
MaTU HaMoroToBi yce HeobxiaHe ANns NpoBeAeHHS BiAMNOBIAHOIrO NiKyBaHHS.

CunHkone (BTpaTa CBiAOMOCTI) MOXe BUMHUKHYTWM nig 4vac abo Ao 6yab-saKoi
iH'EKLINHOI BaKuMHaLii 9K TMNCUXOreHHa peakuis Ha IiH'EKUil0 roaKow.
BakumHauito HeobxigHO NpoOBOAUTM TiIbKU B MOJIOXEHHI BaKUMHOBAHOIMO
cnasum abo nexauu Ta 3aauWnMTU MOro B TOMY X MNOJIOXeHHi (cuasum abo
nexaum) npotaroMm 15 XBWUAMH nNicna BakuuHauii aAns nonepea)XeHHs
TpaBMaTum3auil.

SAK i BCi BaKUMHM ans npodinakTuku andTepii, NnpaBus i KaWAKy, L0 BaKUMHy
c/lig BBOANTU JIMOBOKO BHYTPILLHBOM ’930BO B rNepegHbosiaTtepasibHy Ai/ISHKY
crerHa. baxxaHo, Wwob Micue iH'eKLii KOXXHOro HacTyrnHoOro pasy 3MiHOBanNoCH.

OuikyBaHa iMyHoONoOriyHa Bignosiab MoXxe 6yTu BIiACYTHSA NiCNg WenaeHHs
nauieHTiB 3 iIMyHOCynpeci€lo, Hanpuknag, Y TUX, XTO MNpuUMMaE
IMYHOCYMpeCcaHTH.

Akwo 6yab-fika 3 HaBeAeHMX Hux4Yye peakuin 6yna nos’a3aHa y 4aci 3
BBeAeHHAM DTP-BMICHOI BaKUWHU, pilUEeHHS WOoAO0 MNPU3HAYEHHS HACTYMHUX
003 BaKUWMHM, WO MIiCTUTb KALWIOKOBUMA KOMMOHEHT, Cnig peTenbHOo
obMipkyBaTu. [10 TaKMUX peakuin HanexaTb:

- TemnepaTtypa =40,0 °C (npu pekTasbHOMY BUMiptOBaHHi) npoTaroMm 48 roanH
nicna  BakuuHauii, He noB'AA3aHa 3 IHWWMMK NPUYNUHAMUK, SKi  MOXKHA
iAeHTndikyBaTH;

- Konanc abo wokonoaibHui ctaH (rinOTOHIYHO-TINOPEeCnOHCUBHUI eni3on)
npoTaromM 48 roauH nicns BakuMHauii;

- NOCTiIMHNI, 6e3nepepBHUIN NNay AUTUHN, WO TPUBAE =3 roanH, NpoTsarom 48
roauH nicnga BakumHauii;
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- CYAOMM 3 NINXOMaAHKOK abo 6e3 Hei, Wo po3BMBaOTbCA NPOTAroM 3 AHIB nicns
BaKLMHaLLI.

OaHak, OCKiNbKW Ui peakuii He acouinoBaHi HEO6OPOTHUMUM HAcNiAKaAMM,
MOXYTb 6yTn Taki o6cCTaBuHM (Hanpuknag BWUCOKa 3aXBOPHOBAHICTb Ha
KaLWJsIoK), Npn SKUX MOTEHUINHI nepeBarn wenseHHs 6yayTb nepeBuyBaTu
NOTEHLIiNHUN PU3KK.

Y piten 3 nporpecyrynMMmn HEBPONONiYHUMKN 3aXBOPIOBAHHAMKU, B TOMY YUCHI
iIHDPAHTUNIBHUMM crasMamu, HEKOHTPO/1IbOBAHOO eninencieto abo
nporpecyr4yoro eHuedanonaTi€l, IMyHi3auilo KawAlOKOBMM KOMMOHEHTOM
(auentongapHnMm  abo  UINbHOKMITUHHMM)  Kpawe BigkaactTM A0 TOro
yacy, NMOKuW CTaH AUTUHKU He cTabinisyeTbca. [1poTe pilleHHS CTOCOBHO
AOLINTbHOCTI NMpM3Ha4YeHHSA MPOTUKAaLWIOKOBOI BakUMHU HeOobXiAHO npunMaTu
iHAMBIAYaNbHO, peTesibHO 3BaXXUBLWM PU3NK Ta Nepesaru.

Xi6-KOMMNOHEHT He 3aXMULAE Bif 3axXBOPHOBaHb, BMKAMKAHUX iHWMMKU TUNAMU
Haemophilus influenzae iHdekuii abo Big MeHIHriTY, CNPUYMHEHOrO HWUMMK
MiKpOoOpraHiamamu.

®ebpunbHi CcyaoMuM B aHaMHe3i AWTUHW, CyAOMM B CiMEMHOMY aHaMHesi,
cnHapom pantosoi anta4voi cMepTi (CPAC) B ciMeliHOMY aHaMHe3i abo nobiuHi
peakuii nicnga wenneHHsa sakunHamu DTP, IPV i/abo Hib B cimeiHOMY aHaMHe3i
He € MPOTUNOKA3aHHAMU A4 LWenjeHHs.

BIJ1-iHdeKuis He € NpOTUNOKa3aHHAM A4 LWeNnNeHHS.

byno onucaHo BMBeAEHHSA 3 ceyero KancynbHOro nojicaxapuHoro aHTUreHy
nicns npmsHaveHHsa Hib-BakKUMHW, TOMY NPOTAroM 1-2 TUXKHIB Nicns wenneHHs
BM3HAUYEHHS LbOro aHTUreHy B cedi nNpu nigo3pi Ha Hib-iHdekuito Moxe He
MaTW AiarHOCTUYHOIO 3HAYEHH4.

IHOAHPUKC™ IMNB Xi6 Hi 3a 9kumx o6CTaBMH HE MOXHA BBOAUTU
BHYTPIiLUHbOBEHHO.

lMpn NpuU3Ha4YeHHi NepBUHHOI iIMYHi3aLUil NnepeayacHO HAapO4KEHUM HEMOBNATaAM
(= 28 TuxHIB recrtauii) cnig mMatM Ha yBasi MOTEHUIMHUIA PU3NK PO3BUTKY Y
HMUX anHoe Ta HeobXiAHICTb KOHTPOJIIO 3a ANXasnbHOK dYHKUIED NpOoTArom 48-
72 rogmH nicns BakuuHauii, ocobnnBo y pasi HagBHOCTI B @aHaMHe3i HEMOBATHU
HeLOpPO3BUTKY AmxasnbHOI cnctemMun. OCKiNIbKM KOPUCTb BaKUMHaUIl y Li€l rpynu
HEMOBJISAAT € BUCOKOIO, BiA BakKUWHaLil He cnig BiaMoBnaTUCh abo il BigknaaaTw.

IHOAHPUKC™ IMB Xi6 mMictutb MeHwe 1 MMonb (23 Mr)/mo3y HaTpito, To6TO
NPaKTUYHO BiNIbHUI Bi4 HATPIlO.

3acrocyBaHHS y repio BaritHocTi abo rogyBaHHSs rpyasto.

Ockinbkun BakumHa IHOGAHPUKC™ IMNB Xi6 He npu3HayeHa ANs 3aCTOCyBaHHS
AOPOCAUM XiHKaM, AaHi npo 6e3neky 3acCToCyBaHHS BaKUMHW B nepiog
BariTHOCTi abo nakTauii BiACYTHI.

34aTHICTb BM/IMBATU HAa LUBUAKICTb peakuil rnpu KepyBaHHi aBTOTPaHCMopToOM
abo iHWnMu MexaHiamMamu.
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lMpenapaT 3aCTOCOBYIOTb AITAM.
Crioci6 3acTtocyBaHHs Ta 403MU.

CxeMa nepBMHHOI BaKuMHaUii BKOYAE 3 A03M BaKUMHK, WO BBOASATbCA B
nepLomMy MNiBpiv4i XXUTTH | MOXYTb NMPU3HAYATUCA 3 2-MiCAYHOIO BiKY AUTUHMW.
Mix gosamu cnig BUTpUMyBaTU iHTepBasa He MeHwe 1 Micsaus.

bycTtepHa no3a pekoMeHAoBaHa NMpoTAroM ApYroro poKy XUTTS, He paHiwe HixX
yepes 6 MicsauiB NMicnga 3aKiHYEeHHSA CXeMU NepBUHHOI BakUMHaUil.

3acTOCOBYHOTb IHOAHPUKC™ InB Xi6 LLTAXOM rnmbokoro
BHYTPILWHbOM'A30BOro BBEAEHHSA B rMepeaHbonaTtepasnbHy AiINIAHKY CTerHa.
BaxaHo, Wwob KoXHa HacTynHa A03a BBOAWIACS B iHLWe Micue.

IHOAHPUKC™ IMNB Xi6 cnig npu3Hayatm 3 obepexHicTio ocobam i3
TpoMmbounuToneHiero abo MOpyWweHHAMW 3ropTaHHA KpoOBi, OCKiINIbKWU Npwu
BHYTPILLHbOM'A30BOMY BBeAEHHi BaKUMHW Yy TakuxX 0Ci6 MOXe BUHUKHYTU
KpoBoTeya. Micue iH'ekuii cnig MiLHO NPUTUCHYTM (HE PpOo3TUparyn)
LLIOHANMEHLLEe Ha ABi XBUINHMU.

IHCTPYKLisSi CTOCOBHO MPUrOTyBaHHS BaKUWHW nepen BUKOPUCTAHHSM.

Niodinizat BakuuMHM Hib, cycnensito BakuuHm DTPa-IPV Ta po34nHeHy
KoMbiHOoBaHy BakuuHy IHOAHPUKC™ IMNB Xi6 HeobxiaHO nepeBipuUTH
Bi3yaslbHO Ha HasABHICTb ByAb-sIKMX CTOPOHHIX 4YacToK Ta/abo 3MiHy (i3ndHKuX
B/IACTMBOCTEN. AKLIO TaKi 3MiHW MalTb MiCue, BaKUMHY BUKOPUCTOBYBATU He
MO>XHa.

Ockinbkn npu 36epiraHHi B cycneHsii DTPa-IPV Moxe yTBOptoBaTuUCs ocag,
HeobXigHO MOTPYCUTHU il Nepea pO34YMHEHHSM B Hin niodinizaTy BakumHu Hib.

lMpenapaT cnig po34YMHATM, AOoAAlO4YM BECb BMICT KOHTEWHEpa, WO MICTUTb
kKoMnoHeHT DTPa-IPV, no dnakoHa 3 nioginizatoMm BakumHun Hib. 3miwysaTun
pa3oM MOXHa NuLlle KOMMOHEHTU OAHIEl BaKUMHU, HE BUKOPUCTOBYHOUN iHLLUI
BakKUMHM abo KOMMOHEeHTW I(HWOoiI cepii ui€ei BakuumHW. [licns [oAaBaHHS
cycnensii DTPa-IPV po niodinizaty BakumHm Hib cymiw HeobxiaHo pobpe
CTpycuTH, Wob ix BMIiCT nepeMilliascs.

Po3zunHeHa BakuumHa IHOAHPUKC™ IMNB Xi6 gBnse cobot 6inbw MyTHY
CyCneH3ito, HiX piakmn KoMrnoHeHT DTPa-IPV okpeMo. Lle He noriplye sKicTb
BaKUMHN. AKWO CNOCTepiratnTbCs iHWi 3MiHWM 30BHIWHLOIO BUMNA4Yy BaKUUHU,
il BAKOPUCTOBYBAaTMU HE MOXHa.

BakuuHy cnig BUKOpUCTaTn oapasy X Nicnd 1l pO3YMHEHHA.

Ana npoBefeHHs iH'ekuii HabepiTb y WNpUL yBeCb BMICT (1aKOHA.3HIMITb | He
BUKOPUCTOBYWUTE nepLly rosiky, 3a AOMNOMOrol siKOi NMpoBOAMAM 3MillyBaHHS
KOMMOHEHTIB BaKUMHWN. [N BUKOHAHHS iH'EKUIT NpMeQHaNTe iHWY ronky.

IHCTpyKLUisi CTOCOBHO BMKOPUCTaHHSI MONepeAHbO HAarloBHEHOro Lrnpuvya 3
agantepom 3 Hacagkor Jlioepa (PRTC - naacTtuKoBUIA XXOPCTKWMIA TBUHTOBUM
KOBIa4yoK)
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1. Tpumaoun umniHap wnpuvua B OAHIN pyui (He TpuManTecs 3a MopleHb
Wwnpuua), BiAKpyTiTb KOBNAYoOK Wwnpuua, obeptatoym Moro NnpotTm roAMHHMUKOBOI
CTPIiSNIKN.

2. BcTtaBTe ronky B wnpwu, 3aKpyTiTb il MOBHICTIO 40 YNOpYy 3a NOANHHUKOBOIO
CTpinkot (AMB. ManHOK).

3. 3HiIMITb 3axXMCHUW KOBMAYOK TFOJSIKU, SKUAN MoXe 6yTn [gewo wWinbHO
3aKpinaeHun.

4. MpurotymnTe BakKUMHY A/ 3aCTOCYBaHHS 5K ONMCAHO BULLE.

Byab-IKMN HEBUKOPUCTAHMM NpoAyKT abo 3anuMwKu roToBOro npenaparty
MaloTb 6yTU 3HULWEHI 3rigHO 3 AiIDYMMN BUMOramum.

itn.

BakumHy IHOAHPUKC™ IMNB Xi6 3acTocoBYHOTb AITAM BiKOM Big 2 Micauis
(amBncb po3adin  «lokasaHHs»). BakuumHy IHOAHPUKC™ IMB Xi6 He
peKoMeHA0BaHO 3acToCOBYBATW AOPOCNMM, MigniTkaMm Ta AiTAM BiKOM Big 5
POKIB.

MepenosysaHHA.

3a AaHuMMum  nicnaniueHsinHoro  apMmakoHarnsgy — Haginwno  Kinbka
noBigoOMIeHb NPO BUNAAKM nepeno3syBaHHs. MNMobivHi aBuLLa, WO BUHMKANM npu
nepenosyBaHHi, 6ynu noaibHMMM A0 TUX, WO cnocTepiraancsa npu 3acTtocyBaHHi
peKkoMeHA0BaHUX A03 BaKuMHW IHdaHpukc™ IMNB Xib.

Mob6iuHi peakuii.
ZaHi KIiHIYHUX AOC/I4XKEHb

MpeacrtaBneHnn Huxkye npodinb 6e3nekn BaKUMHU BU3HAYEHMWN HA OCHOBI
AaHUX, oTpuMaHux Big 6inblie Hixxk 3500 ocib.

AK i npyn BBeAeHHi 6yab-aknx DTPa-BakunmH abo DTPa-BMiCHMX KOMBIHOBaHMX
BaKUMH, nNpun BBeAeHHi 6ycTtepHoi ao3u npenapaty IHOAHPUKC™ IMNB Xi6
cnoctepiranocs 36inbWeHHa MicUueBMX nMpoOsBiB Ta 4acCcTOTU PO3BUTKY
NNXOMaHKKM (MOPIBHSAHO i3 NEPBUHHOK IMYHi3aLi€lo).

MobiyHi sBMWaA, WO CNOCTepiranucs Npu 3acToCyBaHHiI BaKUMHW, HaBeAeHi
BiAMNOBIAHO A0 4YaCTOTU PO3BUTKY:

ayxe vacto: = 1/10;

yacTto: = 1/100 no < 1/10;
HeyacTo: = 1/1000 no < 1/100;
piako: = 1/10000 go < 1/1000;
ayxe pigko: < 1/10000.

IHgekyiviHI Ta napa3nTapHi 3axXBOPOBaHHS
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HeyacTto: iHdeKUii BepXHiX gnxanbHUX WAAXIB.

[TopyLeHHs1 3 60Ky KPOBOHOCHOI Ta J1iMpaTn4yHoOi cncremm

HeuacTto: nimdageHonarTis.

lMopyLieHHs1 meTabosi3My Ta asiMeHTapHIi po3iaaun

Lly>xe yacTto: BTpaTa aneTury.

lNopyLlueHHs ncuxikm

[y>xe yacTto: nigBuwieHa 36yanueictb, 6e3nepepBHUN naay, HECMOKIN.
lMopyLeHHs1 pyHKLUITI HepBOBOI cuCTeMU

Ayxe 4yacTto: 6e3CoHHS.

lTopyLueHHs pecripaTopHOI CUCTEMU, OpraHiB rpyAHOI KJiTUHW Ta CEPEAOCTIHHSA
HevacTto: Kawenb, 6pOHXIT, puHOpes.

lTopylUeHHS LWITYHKOBO-KULLKOBOIO TPakTy

YacTo: giapes, 6ntoBaHHA.

lMopyLweHHs PyHKUIT WKipn Ta MigLKIipHUX TKaHUH

HevacTo: Bucunka, Kponme’'sHKa.

Pinko: cBepbix, aepmatuT.

3ara/ibHi po3niagn Ta peakuii y MicLi BBEAEHHS

[ly>ke 4acTto: peakuii B Micui iH'ekuii, Taki a9k 6inb Ta NOYEepBOHIHHSA, MicLeBa
npunyxnictb (< 50 MM), nuxomaHka (= 38 °QC).

YacTo: peakuii B Micui iH'eKkLUii, Taki gK iHdinbTpaT, Micuesa npunyxnictb (>50
MM)1,

HeuacTto: nuxomanka? (> 39,5 °C), niaBuLLIEHa BTOMJ/IIOBAHICTb, AUDY3HUN
HabpsK KiHUIBKM, B 1KYy BBOAMIACA BaKUWHA, iHOAI i3 3aNy4YEHHSIM CYMiDXKHOro
cyrnobal.

ZlaHi NMoCTMapKeTMHroBoro Harss4y

lMopyLweHHs1 3 60Ky KPOBOHOCHOI Ta JliMpatn4yHoi cncremm
TpoMbouuToneHia4,

llopylueHHs IMyHITETY

Anepriyni peakuii (B ToMy uncni aHadinakTnuHi® Ta aHadinakToigHi peakuir).
lTopyLeHHs pyHKUIT HEpBOBOI cncTemMu

Cyaoomun (3 nmuxomaHkow abo 6e3 Hei), konanc abo wokonodibHuin cTaH
(riNOTOHIYHO-TiINOPECNOHCUBHMI €eni3o4).
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lMopyweHHs1 3 60Ky pecrnipaTtopHOi CUCTEMU, OpraHiB rpyaHOI KAITKW Ta
CcepenoCTiHHS

AnHoe? (amB. po3ain «OcobnNBOCTI 3aCTOCYBaHHSA» AN anHoe y nepeayacHo
HapoaKeHNX HeMoBAAT (< 28 TMXHIB rectauii)).

lMopyLweHHs1 3 60Ky LWKIpy Ta MigLWKIPHUX TKAHUH

AHFOHEBPOTUYHMIN HABPAK3,

3arasibHi po3siagv 1a peakuii y Micyi BBEAEHHS

Habpsak BCi€l KiHLIBKM, B AKY BBOAMNACA BakLUMHAl, BE3UKYIN B MicLi iH'eKLii3.

10iTn, 9KMM nNepBMHHA iMYyHi3alis npoBoAnnacs BaKLWMHOK MNPOTM KalU/oKYy 3
auentonNsIpHUM KOMMOHEHTOM, 6inbl CXWMbHI 4O PO3BUTKY peakuin y Burnsai
NPUNYXNOCTi YUn HabpsKy nicna 6ycTepHOi 403K Y NOPIBHSAHHI 3 AITbMU, SIKUM
NnepBuUHHE LWEenJIeHHAa NpOBOAMJIOCA  BaKUMHOK  MNPOTU  KAWIJIOKY 3
LiNIbHOKMITUHHNUM KOMMNOHEHTOM. Lli peakuii npoxoaaTsb B cepeAHbOMY 3a 4 AHi;

24acTo Npu peBakuUMHaUIT;

3cnocTepiranucs npu 3actocyBaHHi DTPa-BMiCHMX BaKUWH, BUPOBHMUTBA
«nakcoCMIiTKNanH»;

4cnocTtepiranacs npu 3acTtocyBaHHi MpOTMANGTEPINHOI Ta NpoTUNpaBLEBOI
BAaKLUMWH.

TepMiH npnaaTHOCTI.

36 micauis.

[laTa 3aKiH4eHHA TepMiHy NpMAaTHOCTI BaKUMHW 3a3Ha4YyeHa Ha ynakoBLUi.
YMoBU 36epiraHHs.

BakumHy IHOAHPUKC™ IIMNB Xi6 HeobxigHO 36epiraTn npu TemnepaTtypi Big 2
no 8 °C. lpwu TpaHcnopTyBaHHI cnig AOTPUMYBaTUCA PEKOMEHAOBAHUX YMOB
36epiraHHda. DTPa-IPV cycneHsito i npurotoBnerHy ans BBeAeHHS BaKUMHY He
MOXHa 3aMoOpoXyBaTW. He BMKOPUCTOBYBATWU, SKLWO BakumHa 6yna
3aMOpOXeHa.

HecyMicHIcTb.

IHOAHPUKC™ IMNB Xi6 He cnig 3MiwyBaTy 3 iHWWMW BakuMHaMu B OAHOMY
wnpuui.

YnakoBKa.

CycneHsia (DTPa-IPV) ans iH’ekuin no 0,5 mn (1 po3a) y nonepeaHbo
HarnoBHeHOMY oaHopa3oBoMy wnpuui N2 1 y KkoMnnekTi 3 ABOMa roskamm Ta
niodinizat (Hib) y dnakoHi N2 1, wo 3MiwyoTbCa nepes BUKOPUCTAHHSAM.

MonepeaHbO HaMOBHEHI WNpUUM Ta (NakoHUM BUIFOTOBMIEHI 3 HeWTpanbHOro
ckna Tuny I, wo Bignosigae BMMoram €sponencobkoi papmakonei.

KaTeropisa Bignycky.
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3a peuenTom.
BupobHuK.

MakcoCmiTKnanH bionoaxikans C.A., benbria / GlaxoSmithKline Biologicals
S.A., Belgium.

Micue3HaxoaxeHHss BWUpoObHMKA Ta agpeca Micus npoBaAXEHHS MNOro
OiSINbHOCTI.

Pto ge n'THcTiTio, 89 1330 M. PikceHcapT, benbris / Rue de I'Institut, 89 1330
Rixensart, Belgium.



