IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

IH®AHPHUKC IIIB Xi6
Kom6iHoBaHa BaknuHa 1Jis1 npoditakTuku qudTepii, mpaBisi, KallTIOKy
(ameTI0/ISIpHUH KOMIIOHEHT), MOJTiOMi€IiTy Ta 3aXBOPIOBaHb,

30ymHuKOM siKux € Haemophilus influenzae tTuny b

Cknao:
0itoyi peyosuHu:

0,5 M1 (1 mo3a) BimHOB/IEHOI BaKIIUHU MiCTUTh:

mudTepiiauit anatokcud (D)’ - =30 MO a6o 25 Lf;
npasLesuii anaTokcud (T)' - =40 MO a6o 10 Lf;
Bordetella pertussis KaIllTlOKOBI aHTUT€HU:

KaIUTIoKoBUi aHaTokcuH (PT)' - 25 MKT;

HUTYACTUl remarmoturia (FHA)' - 25 MKT;

neprakTud (PRN)' - 8 MKT,

IHaKTUBOBAHI BipyCH IIOJIIOMIENITY:

tun 1 (mram Mahoney)® - 40 D-aHTUT€HHUX OMUHUID;
tun 2 (mram MEF-1)* - 8 D-aHTUTeHHUX ONUHUIIb;
tun 3 (mram Saukett)? - 32 D-aHTUT'€HHi OMUHUIII.
nonicaxapup Haemophilus influenzae tuny b -10 MKT;

(momipubo3unpubditon docdar, PRP)

KOH'IOrOBaHui 3 mpaBlieBUM aHaTOKCUHOM (TT) gk

HOCIEM IIPOTEIHY ~ 25 MKT;

" a0copbosaruil Ha antomiHito 2idpokcudi, -0,5 me AP
eidpamoesaHull

? po3MHOdICEHI Ha kaimuHax Vero

0onomidcHi peyo8uHU: TaKTO3a, HATPil0 XJIOPHA, ajllOMiHiio Timpokcum, cepenosuine 199, Boma s
iH’eKin.

dopmanbgerif, HeOMIUHY Cynb(aT, TONIMIKCAHY CyIbdaT IPUCYTHI y 3aTUMIKOBUX KiTBKOCTAX K
HACJIiMOK BUPOOHUYMX IIPOIIECIB.

Jlikapcbka ¢popmMa. Cycrnensia (DTPa-IPV) gns in’exnin Ta mioginisaT (Hib), mjo 3minyroTscs nepen
BUKOPUCTAHHSIM.



OcHoeHi ¢pizuko-ximiuHi enracmusocmi: IHOAHPUKC ITIB Xi6 - komOiHOBaHa BaKIWHA [T
npodinakTuku audTepil, TpaBis, KalUTIOKY (alleTI0NIpPHUNA KOMIIOHEHT), TIOJTiIOMI€ENITY Ta
3axXBOpIOBaHb, 30yAHUKOM siKUX € Haemophilus influenzae tumy b.

DTPa-IPV siBnsie co6010 MyTHY pPimuHy micis cTpyuryBaHHs (y mmpuiti); 6imuit ocap ta 6e36apBHMiA
CylepHaTaHT (HafocafoBa piguHa) micns ceguMeHTalil (ocagxkeHnHs). JliodinizoBaHa BaKILMHa
IIpeficTaBlieHa y BUTTISAAI 6ifioro mopomky abo Opukety (B cKnssHOMY (riakoHi). [Ticis
BigHOBNEHHS nmiodinizoBanol Bakiuuu Hib pimunoio DTPa-IPV - mpo3opa 6e30apBHa piguHa.

dapmakoTepaneBTHYHA rpymna. KombinoBani 6akTepianbHi Ta BipyCHi BaKIIMHU. Kon
ATX JO7C A06.

ImyHo102iuHi ma Giono2iuni 8 1acmueocmi.
®apmakoOuHamika.

PesynwpraTy, oTpMaHi B KJIIHIYHUX OOCIIIXKEHHAX OJI9 KOKHOTO 3 KOMIIOHEHTIB BaKIHY,
IIpefiCTaBlieHi B TaOMUIIX HUXKYE.

Tabmuisa 1

KinpkicTs 0ci0 (y BimCOTKax) 3 TUTPAMU QHTHUTINI = KOHTPOJILHUX PiBHIB MiC/Is TePBUHHOI BaKIMHALIii
npenapatoM IHOAHPUKC ITIB Xi6

3-5 micsis, |1,5-3,5-6 2-3-4 micani, [2-4-6 3-4-5 micsais, |3-4,5-6

PiBeHb aHTHTIN N=86 MiCSIIIiB, IN=337 MiCSIIIiB, N=127 MiCSIIiB,
(1 mocmig- N=62 (3 mocmip- N=624 (2 mocmig- N=198
DKEeHHS) (1 gocmifm- PKEeHHS) (6 mocmim-  pKeHHS) (1 mocmig-
% DKEeHHS) % DKEeHb) % PKEeHHS)

% % %

[Tpotu pudrepitinoro 94,1 100 98,8 99,3 94,4 99,5

QHATOKCHUHY

(0,1 MO/mm)*

[IpoTy IIpaBLEBOTrO 100,0** 100 99,7 99,8 99,2 100

@HATOKCUHY

(0,1 MO/mm)*

[TpOTH KAIILTIOKOBOI'O 09, 5¥* 100 99,4 100 98,4 100

QHATOKCHUHY

(5 EL. O/mm)

[TpoTu dinameHTO3HOIO [99,7** 100 100 100 100 100

reMarjloTUHIHY

(5 EL. O/mm)

[TpoTU IepTakKTUHY 09,0 100 100 100 100 100

(5 EL. O/mm)

[TpoTu Bipycy 93,0 H/I 99,1 99,5 100 100

monmiomienity 1 Tumy

(1:8 po3BemenHs)*

[TpoTu Bipycy 95,3 H/1 95,7 99,0 99,2 100

MTONTIOMIENITY 2 TUILY

(1:8 po3Bemenns)*




[Ipotu Bipycy 98,8 H/II 100 100 99,2 99,4
MONTioMI€ENiTY 3 TUILY
(1:8 po3BemenHs)*

[Tpotu PRP (Hib) 83,7 100 98,5 98,5 100 08,4
(0,15 MKr/mm)*

[Tpotu PRP (Hib) 51,2 87,1 68,5 76,0 97,6 81,2
(1,0 MKr/™Mm)

N - KiIBbKiCTh IAIlI€HTIB;
H/I - HeMa€ JaHUux;
* piBHi, IKUX DOCTATHBO [JI 3aXUCTY Bifi 30yIHUKA;

** pe3yJIbTATH IiCIIsT BBeIEHHS APYroi 403 B JOCTimXKeHHsX, B skux DTPa-HBV-IPV Hib
npu3Haydanacsa B 3, 5 Ta 11 MicSLiB KUTTSI OUTHAHU.

Taonuis 2

KinexkicTs 0cib (y BifcOTKax) 3 TUTPaMU aHTUTIN = KOHTPOJIBHUX PiBHIB MiC/IS peBaKIMHAIIil
npernapatoM IHOAHPUKC ITIB Xi6

PeBakiuHaiis Ha 11/12 PeBakIIMHALiS TPOTITOM
MICSIIl KUTTS Iicns PYTOr0 POKY XKUTTS IiCIIA
3-5-MiCIYHOTO ITIEPBUHHOTO [TPHOX 103 IIEPBUHHOTO

PiBeHb aHTUTIN KypCy BaKIIMHallii, KypCy BaKIMHallil,
N=184 (1 mocnmigxents) [N=1326 (9 mocimigxeHb)
% %

[TpoTu UG TEPITHOTO aHATOKCUHY 100 99,8

(0,1 MO/mn)*

[TpoTu IpaBLEBOr0 aHATOKCUHY 99,9%* 99,9

(0,1 MO/mn)*

[TpoTH KaIITIOKOBOI0 aHATOKCUHY  [99,9** 99,7

(5 EL. O/mm)

[TpoTu ¢imaMeHTO3HOTO 99, 9** 100

reMarjloTUHIHY

(5 EL. O/mn)

[IpoTy epTaKTUHY 99, H*x* 99,9

(5 EL. O/mn)

[Tpotu Bipycy nomiomienity 1 Tuny  [99,4 99,9

(1:8 po3BepmeHHs)*

[Tpotu Bipycy nmomiomienity 2 Tunny  |100 100

(1:8 po3Bepenns)*

[TpoTu Bipycy nmomiomienity 3 Tuny  [99,4 100

(1:8 po3Bepmenns)*

[Tpotu PRP (Hib) 100 100

(0,15 MKr/™Mm)*

[Tpotu PRP (Hib) 96,7 99,2

(1,0 MKT/MIT)

N - KiIBKICTh IAIlI€HTIB;



* piBHi, SIKUX MOCTATHBLO [JIST 3aXUCTY Bifl 30yIHUKA;

** pe3yNIbTATH IiCIIs BBeeHHs 3 M03U B MOCHimkeHHsX, B skux DTPa-HBV-IPV Hib npusnavanacs
B 3, 5 Ta 11 MicAliB XXKUTTS OUTHHH.

EdekrtuHicTs Hib-komnoneHnTy (kombiHoBaHoro 3 DTPa, DTPa-IPV a6o DTPa-HBV-IPV) Gyna
BHBUYEHA B MacCIITaOHOMY [OCiI>KEeHHI TOCTMapKETUHTOBOT'0 HATJISIAY, 10 TPOBOOUIIOCS Y
HimeuuwuHi. 3a maHUMU CIIOCTEPEXKEHHS, TPUBAJIiCTIO MoHAN 4,5 poky, epekTuBHICTh BakiuH DTPa
Hib a6o DTPa-IPV Hib gocsiramna 96,7 % micist moBHOI cxeMu IepBUHHOI BakiuHarii Ta 98,5 % micns
OycTepHOI 03U (He3asiexkKHO Bifl MEPBUHHOTO IIEIIeHH). 3a JaHUMHU CIIOCTePeXeHHSs TPUBAJTiCTIO
moHap 7 POKiB, edeKTUBHICTL Hib-KOMIIOHEHTIB IBOX reKcaBaJleHTHUX BaKIMH cTaHOBUIA 89,6 %
ITiCJIst TOBHOI CXeMu mepBUHHOI BaknuHatii Ta 100% micis moBHOI cXeMHU MEePBUHHOI BaKIIMHAILIii MTITI0C
OycTrepHol fo3u (He3anexkHo Bif Hib-BakiuHM, 1110 BUKOPHUCTOBYBAIacs AJ1s1 IEPBUHHOTO IIEIIEHHST).

dapmMaKoKiHemuxka.

Orminka (hapMaKOKiHETUYHUX BJIAaCTUBOCTEM [IJIST BAKIIMH HE TPOBOIUTHCS.

IokaiHiyHi OaHi 3 6e3nexu.

HoxminiuHi jaHi He BUSBUIN 0CO0IMBY HEOE3MEKY AJIA MI0ged IPYHTYIOYUCH Ha 3BUYalHUX
IOCTimKeHHX 3 papMakosorii 6e3meKu, TOCTPOI TOKCUYHOCTI Ta CYMICHOCTI KOMITOHEHTIB.

Kniniuni xapakKTepuCTHKH.

IToka3aHHs.

[HOAHPUKC IT1B Xi6 npu3Ha4ya€eThCs AJIg aKTUBHOI iMyHi3alii giTei BiKoM Bif 2 MicSIIiB IPOTH
nudTepii, mpaBlis, KalUTIOKY, OTioMieniTy Ta iHdekwil, 30ynHUKOM gKux € Haemophilus influenzae

Tumy b.

IHOAHPUKC ITIB Xi6 TakoX ITOKa3aHa [JIs peBaKIWHALll IiTel, SKUM paHile MpoBOAUIach
BaKIIMHAIIiS TPOTH KAIUTIOKY, oUdTEPil, mpaBllsd, IOJIIOMI€NiTY Ta 3aXBOPIOBaHb, 30YATHUKOM SKUX €
Haemophilus influenzae tuny b.

[HOAHPUKC ITIB Xi6 He 3axullla€e Bif 3aXBOPIOBaHb, 1110 BUKIHUKaHI iHmuMu Tunamu Haemophilus
influenzae, Bif MeHIHTiTiB, 00YMOBIEHUX iHIIUMU 30yTHUKAMHU.

IllenneHHs dimell Ha mepumopii YkpaiHu 30ilicHIOEMbCA 32i0H0 3 BUMO2amu Oitoyux Hakasie MO3
Ykpainu.

IIpomunoka3aHHs.

linepuyTnuBicTh 70 Oifouux pedyoBUH abo [0 OyOb-IKUX NOMOMIXKHUX PEUOBUH 3a3HAUYEHUX Y PO3Misi
«Ckrap», y TOMy 4uCIi 1o opManbAeriay, HEOMIIMHY, IOTIMiKCUHY .



O3Hak¥M TinepyyTaXBOCTI MiCJIg IONEePegHLOr0 BBeJEeHHS BaKIMH A1 npodinakTuku gudrepii,
IpaBIs, KAIUTIOKY, iHaKTUBOBaHOI 101i0 abo Xi6-BaKIIMH.

[HOAHPUKC ITIB Xi6 nmpoTtunoka3aHa [Jis IIEIIeHHs OiTel, Y SKuX BUHUKIIA eHlledanonarTis
HEeBiIOMOI1 eTioJIoril MPOTATroM 7 OHIB MiC/II MONEPeIHLOTO IIeNIeHHS BaKIMHOIO, 10 MiCTHTIa
KALITIOKOBUY KOMIIOHEHT.

4K i mpu 3acTtocyBaHHi inmux BakuuH, BBegenHs IHOAHPUKC ITIB Xi6 moBuHHO OyTH BigK/1afieHO B
0Ci0 3 TOCTPUMH BaXKKUMHU 3aXBOPIOBAHHSMH, 1[0 CYIIPOBOAXKYIOTHCS JINXOMaHKOI0. [IpoTe HasBHICTh
He3Ha4yHOoI iH(DeKIIil He € TPOTUIIOKA3aHHSIM.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

dxio Bakuuza IHOAHPUKC ITIB Xi6 BBOOUTHCS OGHOYACHO 3 iHIIMMU BaKLIMHAMU [JIS
IIapeHTePasbHOTO BBEOEHHS, BAKIIMHY IOTPIOHO BBOOUTH B Pi3Hi MicIIs.

4K i mpu 3acTOCYBaHHi iHINUX BaKUKH, Y MAlli€HTiB, SKi OTPUMYIOTh iMyHOCYIIPDECUBHY Tepartiio, abo y
MAI€EHTIB 3 IMyHOOePIUTOM MOXKe He [JOCAraTHCs afleKBaTHa iMyHHAa BifIIOBigb.

Oco06.1ue8ocmi 3acmocyeaHHsi.

4K i mpu 3acToCyBaHHI iHIMMX iH €KIIIHNX BaKLMH, MiClIsT TPOBENEHHS IelJIeHh MaloTh OyTH
3abe3neyeHi MEOUYHUMHE 3aco00aMy Ta JIIKAPChKUMU IIperapaTaMy [IJIs HaflaHHS MEeOUYHOI JOTIOMOTH
y pa3i BUHUKHEHHS PiAKiCHUX IPOsBiB aHadinakTUUHUX peakwid. [licysg BBeeHHS BaKIIMHU IOTPiOHO
TIPOBOIOUTH CIIOCTEPEKEHHS 3a MalliEHTOM IPOTIroM He MeHIne 30 XBUIMH Ta MaTU HAIIOTOTOBI yce
HeoOxifiHe M1 TPOBeeHHs BiATIOBiTHOTO JTiKyBaHHS.

fAxuro Oymb-siKa 3 HaBeIeHUX HUXK4Ye peakilii Oyia moB’s3aHa y 4aci 3 BBeeHHSIM DTP-BMicHOI
BaKI[MHY, PillIeHHS II0A0 IpHU3HaYeHHS HaCTYIIHUX 403 BaKIMHMY, [0 MiCTUTh KAILITIOKOBUMI
KOMITOHEHT, CJIiJ] peTebHO 00MipKyBaTH. [0 TAaKUX peakKiliit HajmexkaTb:

- Ttemnepatypa 40,0 °C (pu peKTanabHOMY BUMIPIOBaHHi) IPOTATOM 48 romuH Mmicls BaKIMHAILil,
He TI0B’SI3aHa 3 iHIIMMU IPUYUHAMHY, SKi MOXKHA ileHTU(IKyBaTH;

- Komarc abo mokonomiOHuM CTaH (TimOTOHIYHO-TiITOPECTIOHCUBHUY €11i30[) MPOTATOM 48 romuH
IIiCJIST BAKITMHALIII;

- TOCTiltHWi, 6e3MepepBHUI MIay AUTHUHHY, 110 TPUBAE 33 TOOUH, MPOTATOM 48 TOOUH mic/sa
BaKIIMHAII;

- CYOOMH 3 TUXOMaHKOI0 a0o 0e3 Hel, 110 pO3BUBAIOTHCS MPOTATOM 3 [IHIB IiC/Is BaKIMHAIII.

OpHak, OCKIiNIbKY IIi peakiiii He acoliiioBaHi HE0OOPOTHUMHU HaCJIiAKaMu, MOXYTh OyTH TakKi
o0cTaBUHY (HAIIPHUKIIa BUCOKA 3aXBOPIOBAHICTD Ha KAIIIIIOK), IPY SKUX ITOTEHINiNHI TepeBaru
IIemIeHHs OYOyTh IePEeBUIYBATH OTEHIINHNY pU3UK. BilMOBiIHO N0 HasIBHUX KIiHIYHUX HaHUX
PU3UK BUHUKHEHHS 3a3HaUY€HUX peakliil HUKYUY [AJ1S BaKLUWH, SKi MICTSATh alleTioIapHUN
KalllJTIOKOBHYM KOMIIOHEHT HiXK [IJIS BaKIIMH 3 IITLHOKIITHHHUM KalllTIOKOBUM KOMIIOHEHTOM.

Ak i gna 6YJIB-5{K01"O IIEIJIEHHS, CIIBOiHONIIEHHS PHU3HUK - KOPUCTDb Bifl IIETIIEHHS BaKIIMHOIO



[HOAHPUKC IIIB Xi6 abo BigKnameHHSIM IIETIEHHS, Ma€ OyTH PETEIbHO OLliHEHE OIS HEMOBIISIT Ta
miTey 3 HOBUMU BHITafKaMu a00 MPOTPeCcyloUYnMy TSKKUMU HEBPOJIOTiYHUMY 3aXBOPIOBAHHSIMH.

Xi6-KOMIIOHEHT He 3aXHIIa€ Bif 3aXBOPIOBaHb, BUKJIMKaHUX iHIMMME TunamMu Haemophilus influenzae
iHdexkii abo Big MEHIHTITY, CIPUYMHEHOTO iHIIUMYU MiKpOOpTraHi3MaMHu.

®eOpunbHi CyioMM B aHaMHE31 IUTUHU, CYIOMU B CiMEHOMY aHaMHE3i, CHHIPOM pPaITOBOI AUTSIY0L
cMmeprti (CPIIC) B cimelinoMy aHaMHe3i ab6o mobiuHi peakii micns menneHHs BakuuHamu DTP, IPV
i/abo Hib B cimeitHOMYy aHaMHe3i He € TPOTUNIOKA3aHHSIMY IJIs IIETJIeHHS.

BlJI-iH(eKIlis He € MPOTUIIOKA3aHHAM [y memnnenHs BakiuHon IHOAHPUKC ITIB Xi6.

Y nmatieHTiB, SKi OTPHMYIOTh iIMyHOCYIIPECUBHY Teparlliio, abo y NallieHTiB 3 iMyHOmepiluTOM MOXKe He
[oCATraTUCA O4YiKyBaHa IMyHHA BIAIIOBIb MICIIA LIETIJIEHH.

Byno onmcano BUBeeHHS 3 Ce4Yelo KalCYIbHOI0 IO0JliCaXapUgHOT0 aHTUTeHY IIiCJIg IPU3HaYeHH
Hib-BakiuHu, TOMy IpOTATOM 1-2 THXKHIB MiCIIS IIENIeHHS MOXKJIIKMBI XMOHOTIO3UTUBHI Pe3yIbTaTh
TEeCTy Ha BUSIBJICHHS aHTUTEHY.

IHOAHPHKC ITIB Xi6 Hi 3a akux 06cmasuH He MOXCHA 8800UMU BHYMPIiWHbOBEHHO.

[Tpu npu3HaveHHi MepBUHHOI iMyHi3allil mepeiyacHO HapOXKeHUM HeMOBIISITaM (< 28 TUXKHIB
recTalfil) clig MaTi Ha yBa3i MOTEHIiHUY PU3UK PO3BUTKY Y HUX allHOE Ta HEOOXiAHICTL KOHTPOJIIO
3a OIuxalbHOW (PyHKIiE0 mpoTsroM 48-72 roguH micis BaKIMHAIii, 0COONMMBO y pa3i HasiBHOCTI B
aHaMHe31 HEMOBJISITA HEJOPO3BUTKY OUXalbHOI cucTeMu. OCKiNbKY KOPUCTh BaKLKHALIil y ITi€l Ipynu
HEMOBJIST € BUCOKOIO, Bifl BaKITMHAllii He CITif BigMOBNISTHCH abo 1i BimKIagaTu.

CunKorle (BTpaTa CBiIOMOCTi) MOXkKe BUHUKHYTH IIif 9ac abo mo Oymb-sIKoi iH’€KIIifHOI BaKI[MHALIl K
IICHXOTeHHa Peakllis Ha iH eKIIilo ronKkoi. BaxnuBo, mo0 Bci HeobxigHi 3axonu 6e3mneku Oyiu
IPUUHATI [AJIs1 YHUKHEHHS TpaBMaTH3allil yepe3 HEIPUTOMHICTb.

[TlooMikHi peYOBUHY 3 BiTOMUM ePEKTOM

[HO®AHPHUKC ITIB Xi6 micTuTh mapaaMino0eH30WHY KUCIOTY. L]e MOXKe BUKIMKATH alepriuyHi peakirii
(MOKJTHBO, BiICTPOYeHi), i BUHSITKOBO OPOHXOCIIA3M.

Lleit mikapcbkuit 3aci6 mictuts 0,036 MikporpawmiB ¢deHinanaHiHy B KOXKHiil f03i. PeHinanaHin Moxke
OyTu mWKigIuBuM, SKII0 y Bac peHinkeTonypisa (PKY), pimkicHe reHeTUYHE 3aXBOPIOBaHHS, IPU
IKOMY (peHinanaHiH HAKOMNYYEThCS Yepe3 Te, 10 OPTraHi3M He MOXKe IIPaBUJIbHO M0T0 BUBOLUTH.

e nikapchbkuit 3aci6 MicTuTh MeHIIe 1 MMoIb (23 Mr)/no3y HaTpito, TOOTO MPaKTUYHO BiTbHUM Bif
HaTpilo.

e nikapcbkuit 3acib MicTuTh MeHIe 1 Mmonb (39 Mr)/mo3y Kajito, TOOTO MPaKTAYHO BiIbHUY Bif
KaJiio.

BigcTrexyBaHiCTh

3 MeToI0 TTOKpaIlleHHS BifICTEeXKYBaHOCTI MeAUYHUX iMyHOOI0IOTiYHUX TpenapariB, Y BiOIOBITHUX
dbopMax Memgu9HOI 00/IiKOBOI MOKYMEHTAIlil 00 LIETIEHHSI MEeOUYHUH IMpalliBHUK Ma€ YiTKO
3a3HayvaTy TOPTOBEJIbHY HA3BY Ta HOMep Cepil MeAu4HOro iMyH00i0IOTiYHOT0 MpenapaTy, sKui 6yno
3aCTOCOBAHO.



3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

Ockinpku BakiimHa IHOAHPHUKC ITIB Xi6 He mpu3HadeHa Ojs1 3aCTOCYBaHHS JOPOCIKM XKiHKaM, AaHi
mpo 0e3MeKy 3aCTOCYBaHHS BaKIWHM B IIePiofl BariTHOCTI abo JTakTaIllil BiICyTHi.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

[IpemapaT 3aCTOCOBYIOTH ITSIM.

Cnoci6 3acmocyeaHHsi ma do3u.
IlepguHHa 8akyuHayiA:

CxeMa nepBUHHOI BaKIMHallil BK/II04ae 2 ab0 3 J03u BaKIMHY, 110 BBOASTHCS BiATIOBIIHO 10
odiniitHNX peKoMeHpalii. MiHiManbHUN BiK, KOIK MoxXKe OyTH IIpH3HadYeHa Iepiia A03a - 2 MiCAIi.
Mix po3aMu CIIif BUTPUMYBaTH iIHTEpBal He MeHIe 1 micald.

PesakyuHauis:

[Ticns nepBUHHOI BaKIIMHALll IBOMa fo3aMu OycTepHa mo3a Bakiuuau [HOAHPUKC ITIB Xi6 moxe
OyTu BBefleHa IIOHalMeHIe Yepe3 6 MiCSIIB Iic/s 0CTaHHbLOI 403U MEePBUHHOI BaKI[MHAallil, 6axkaHO Y
Bini mix 11 Ta 13 MmicsausMu.

[Ticns mepBUHHOI BaKIIMHAIll TpboMa J03aMu Mae O6yTH 3acTocoBaHa 6ycTepHa mo3a Hib
KOH'I0T0BaHOI BaKIIMHU (MOHOBasieHTHOI abo koMOiHOBaHoO1). Yac mieneHHs 6ycTepHoio mo30i0 Hib
KOH'IOTOBaHOI BaKIIMHU Ma€ BifmoBigaTu odiriitium pekomeHrpaiisMm. Bakuura IHOAHPHKC ITIB Xi6
MoxKe OyTH 3aCTOCOBaHa B SIKOCTi OyCTEPHOI M03H, SKIIO BBEIEHHS MOMAaTKOBUX aHTUTEHIB B TOM
caMui 49ac BigIoBifa€e oPimiiHUM PeKOMeHAAIiAM.

Bakuuna IHOAHPUKC ITIB Xi6 moxe OyTu BBefeHa K OyCcTepHa [0o3a [iTsaM, SIKi onepeaHbo 0ymu
iMmyHi30BaHi BakimHamy, 1m0 MictaTh DTP, polio Ta Hib anTUreH™m.

Crnocib 3aCcTOCYBaHHS.

3acTtocoByioTs IHOAHPUKC ITIB Xi6 misixoM 21ub0k020 8HyMpiwHbO0M 1308020 88e0€HHSA B
nepefHbONIAaTePaIbHY OiNSHKY cTerHa. baxaHo, o6 KoXkHa HaCTyIIHa J03a BBOAUIIACS B iHIIIe MicIie.

[HOAHPUKC II1B Xi6 cnig npu3HadaTé 3 00epexkHicTI0O ocobaMm i3 TpomboIuToneHie abo
MIOPYIIEHHAMHU 3TOPTAHHS KPOBi, OCKIJIbKY IIPU BHYTPIIIHEOM 930BOMY BBE[IE€HHI BAKIIMHU Y TAKUX
oci0 Moxke BUHMKHYTH KpoBOoTeda. Miclle iH'€KIIii CyIif MillHO IPUTHUCHYTH (He PO3TUPAIOyn)
IOHaMMeHIIIe Ha ABi XBUIUHU.

IH®AHPHKC IIIB Xi6 Hi 3a AKux 00CcmasuH He MOJXCHa ésodumu
8HYMPiWHbLOBEHHO.

IHCMpyKUuisi cCMoCco8HO NPU20MyBAHHA BAKUUHU Neped 8UKOPUCMAHHAM.



[Tpu 36epiranHi cycnensii DTPa-IPV B IIMIPUIli MOXKe YTBOPUTHCS Ot ocaf 3 TPO30pUM
06e30apBHUM CylepHaTaHTOM. Lle He € 03HAKOIO IICYBaHHS.

[ToniepenHbO HANIOBHEHUM MIPUI] HEOOXiAHO K0Ope CTPYCUTHU [Ji OTPUMaHHS OOHOPIgHOI CyCIeHs3il.
Cycnengito DTPa-IPV y nonepensaso HannoBHEHOMY wInputl, mioginizat Hib y ¢drmakoni Ta po3unHeHy
koMbiHoBany BakuuHy [HO®AHPUKC ITIB Xi6 HeoOxifHO mepeBipuTH BidyaabHO Ha HasIBHICTh Oy[Ib-
SIKMX CTOPOHHIX YacTOK Ta/a00 3MiHy (Qi3MYHUX BIACTUBOCTEM IIepef] 3aCTOCYBaHHAM. fAKINO Taki
3MIHU MalOTh MiClle, BaKIIMHY BUKOPHACTOBYBATH HE MOXKHaA.

BakuuHy i po3uuHATH, OHA0YM BECh BMICT IIOIIEPEeAHb0 HAIIOBHEHOT O LIMIPUIS, 10 MICTUTh
DTPa-IPV cycnensiio mo ¢nakoHa 3 mioginizarom Hib. BakuuHa noBuHHa OyTH BBefeHa Biipa3y micis
PO3BEIEHHS.

[ToBHA IHCTPYKIIig LIO0 PO3BENEHHA:
1. CTpyciTh nonepenHb0 HAaIlOBHEHUY LIMPULI, 10 MiCTUTH CcycreH3iio DTPa-IPV.

2. [TpuenHaliTe TONKY [0 IONEepPenHbO HanoBHeHOro mnpuig 3 DTPa-IPV Ta BBemiTs BMiCT
mmpuid y Gprakos 3 miodinizatom Hib.

3. He BuiimMatouu rojKy eHepriiso crpycits Hib (pjlakKOH Ta IEpPKOHAWTECH B IOBHOMY
PO34YiHeHI.

4. BiATATrHITE TOBHICTIO BECh PO3YMH Ha3a[ B LUMPULL.
5. 3aMiHiTh TONKY Ha T'OJIKYy HeoOXifHOTO po3Mipy AJs iH'€KIliM i BBEHITh BaKIMHY.
6. dxmo BakuKHa He OyJia BBe[eHa Bifipa3y Iic/ig PO3YMHEHHS, 3HOBY €HEPTifiHO CTPYCiTh PO3YUH

mmepen BBeIEHHSIM.

TexHika BUKODPHUCTAHHSA ITOIIEPENHH0 HAITOBHEHOTI'O IMIITPUITA

TpuManTe LWINPUIL] 3a LUTIHAP, He 3a IOPIIEHbD.

BigkpyTiTh KPUILIEUYKY IINPHUIA, TOBEPTAIOYH il TPOTU TOOUHHUKOBOL CTPINKHY.

(x]

[ITo6 mpuenHaTH royKy, 3'eqHaNTe BTYIKY 3 afanTepoM JIroep-JIok 1 TOBEPHITH Ha YBEPTH
00epTy 3a TOOUHHUKOBOIO CTPINIKOIO, OKY I'0JiKa He Oy[e MOBHICTIO 3adikcoBaHa.

He Butsraiite IIOPIIEHb 3 I_II/IJ'IiHJIpy IIIIpHUIia. AK1110 11€e CTamoCh, He BBOOLTE BaKIIKHY.

Bynb-gKkuii HeBUKOPUCTaHUY IpenapaT abo Bigxomu HeOOXimHO yTUIi3yBaTH BiATIOBIIHO OO
MiCIIeBUX BUMOT.



Himu.

besneka ta edektuBHicTh Bakiuau IHOAHPUKC IT1B XIb gns miTei cTtapiie 3 POKiB He
BCTaHOBJIeHa. [laHi BiACyTHI.

ITepedo3yeaHHs.

3a JaHWMM MiCTSTIIEeH3iHHOr0 papMaKOHATISAY HAOifIIIo KijTbKa OBiIOM/IEHD PO BUIAOKH
nepeno3yBaHHs. [100i4Hi peaxiiil, 1110 BUHKUKAJIY [IpY IIepefo3yBaHHi, 0yau momiOHNMU [0 THX, 110
CIIOCTEpiranaucs Mpy 3aCTOCyBaHHI pekoMeHpoBaHux 03 Bakiuuu IHOAHPUKC ITIB Xi6.

ITobiuHi peakuii.

IIaHi KAiHIYHUX 00CAi0HCEeHb

ITpencraBneHui HuKYe Mpodins 6e3MeKy BaKIMHN BU3HAYECHWH Ha OCHOBI JaHUX, OTPHMAaHMX Bif
oinpre Hix 3500 ocio.

4K i mpu BBemeHHi Oymb-sikux DTPa-BakiuH a6o DTPa-BMicHUX KOMOiHOBaHMX BaKIIWH, IIPU BBEIEHHI
oycrepHoi mo3u mpemnapaty IHOAHPHUKC ITIB Xi6 crmocTepiranocs 36imbIleHHs MiCIIeBUX ITPOSIBIiB Ta
YaCTOTY PO3BUTKY TMXOMaHKHM (MIOPiBHSHO i3 MEPBUHHOIO iMyHi3alli€lo).

[To6iuHi sgBUIIA, 110 CIIOCTEPiranucs Ipu 3acTOCyBaHHI BaKIIMHY, HaBefleHi BigNOBigHO 10 YaCTOTH
PO3BUTKY:

Iyxe gacto: 31/10

YacTo: 31/100 mo < 1/10
Heuacro: 31/1000 mo < 1/100
Pinko: 31/10000 mo < 1/1000

Hyxe pigko: < 1/10000
[HdexkilHiI Ta Tapa3uTapHi 3aXBOPIOBAHHS

HeuacTo: iH(eKIii BepxXHiX OuXalabHUX HIISXiB.

[TopyieHHs 3 60Ky KPOBOHOCHOI Ta TiM(aTHYHOl CUCTEMU

HeuacTo: niMmbaneHomaTis.

[NopymenHs MeTab0i3My Ta aliMeHTapHi po3nagu

IlyXe 4acTo: BTpaTa aneTury.

[IopyIlleHHS ICUXIKK

Iyxe yacTo: migBuiieHa 30yaIuBicTh, 6e3MepepBHUN II1ay, HECIIOKIH.



[MopyienHs GYHKIII HEPBOBOI CHCTEMHU

Iyxe gacto: 6e3COHHS.

[TopyIleHHS pecnipaTOPHOI CUCTEMM, OPraHiB IPYIHOI KITITUHU Ta CEePENOCTiHHS

HeuacTo: Kaitenb, OPOHXIT, puHOpES.

ITo PYITEHHA MIITYHKOBO-KHUIITKOBOT'O TPAKTY

YacrTo: miapest, 6/110BaHHS.

[HopyienHs GYHKIII WKIPK Ta TiOIKipHUX TKAaHUH

HeuacTo: BUCHIIKA, KPOIIUB’ SHKA.
Pinko: cBepOixk, mepMaTur.

3araabHi po371afy Ta Peakliil y MicIli BBeJeHHS

IA

IyxKe 4acTo: peakiiil B MicIi iH’eK1iii, Taki K 6ifib Ta MOYEPBOHIHHS, MiCIleBa IPUITYXJTiCTh (
50 mM), nuxomanka (> 38 °C).

YacTo: peakiril B MicIi iH'€KIIil, Taki K iHinbTpaT, MiclieBa MpUNyXJIicTs (>50 MMm)'.

HeuacTto: nuxomanka’ (> 39,5 °C), migBuIieHa BTOMITIOBAHICTb, mudy3HuM HaOPSK KiHIIBKY, B SIKY
BBOZIMJIACS BaKIMHA, iHOM] i3 3aly4eHHAM cyMixkHOTO cyrnoba’.

[laHi nocmMapKkemuH208020 Ha2450Y

[lopyiieHHd IMYHITETY
Anepriugi peaxii (B Tomy urcri asadinaxTuyHi’ Ta aHadinaxToinHi peakiii).
[TopyineHHs GYHKII1 HEPBOBOL CHCTEMHU

Cymomu (3 muxoMaHKOI0 a0o 6e3 Hei), Konarnc abo IoKomomidHui cTaH (TimoTOHIYHO-
TiMOpPEeCIOHCUBHUM eImi30).

[Topy1eHHs 3 60Ky PeclipaTOpHOl CUCTEMH, OPraHiB TPYIHOI KITiTKK Ta CePedoCTiHHS

AnHoe® (nuB. po3min «Oco6IMBOCTI 3aCTOCYBaHHS» [JIS allHOE Y epeaYacHO HapoaKeHUX HEMOBIISAT
(= 28 TuxHiB recratiil)).

[NopymieHHs 3 6OKY IIKipKW Ta MigMKIiPHUX TKAHUH

AHTiOHEBpOTHYHHUI HAOPSK'.

3araabHi po3/iafy Ta Peakliil y MicIli BBeIeHHS:

Habpsik Bciel KiHIIIBKY, B Ky BBOTUIIACS BaKIMHA', BE3UKYJIU B MiCIIi iH’eKIi’.

l;llim, SIKUM IIepBUHHA IMyHi3alligd IPoBOAMIacsa BaKIMHOI IIPOTYU KAIIOKY 3 alle/IIoIIpHUM



KOMIIOHEHTOM, Oi/IbIIl CXUIbHI 00 PO3BUTKY PeakKIliil y BUTTISAMI MIPUIIYXJIOCTi Y HAOPSAKY
micns 6yCTepHOl 1031 y TOPiBHAHHI 3 OiTbMHU, IKUM IIEPBUHHE IIIeIIeHHS ITPOBOIUIIOCS

BaAKIMHOI IPOTH KAIUTIOKY 3 I[ITbHOK/IITHHHAM KOMIIOHEHTOM. Lli peakilil IpoxogaTh B

cepengHbOMYy 3a 4 nHi.

2I-IaCTo IIPY peBaKIMHAIII.

SCHOCTepiFaHI/ICH mpu 3acTocyBaHHi DTPa-BMicHUX BaklMH, BUPOOHUIITBA «[ MakcoOCMITKIsH».

3BiTyBaHHS PO Imig03proBaHi ModiuHi peakiii

[ToBimomeHHS mpo MOo6GiuHi peakilil micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle mae 3MOry IIPOBOOUTYU MOHITOPUHT CIIiBBITHOIIEHHS KOPUCThH/PU3UK IIPU 3aCTOCYyBaHHI
ITLOTO JTIiIKapChKOro 3acoby. MemuuyuuM Ta papMalleBTUYHKM MpalliBHUKAM, a TaK0XK
nariedtaM abo IXHiM 3aKOHHUM ITpeiCTaBHUKAM CJIi[l IOBiTOMJISATH PO YCi BUNIAKU
nimo3poBaHuX M00IYHUX peakKlliit Ta BiiCyTHOCTI e()eKTUBHOCTI JTiKapChKOTO 3ac00y yepes
ABTOMaTH30BaHy iHpOpMaLiiHy cCUCTeMY 3 (hapMaKOHArJsaqy 3a MOCUIaHHSAM:
https://aisf.dec.gov.ua.

Tepmin npudamnocmi. 36 MmicsuiB. [laTa 3aKiHYeHHS TepMiHy IPUAATHOCTI BaKIIMHY 3a3HadyeHa Ha
YIIaKOBII].

YmMmoBH 30epiranns.

Bakuuny IHOAHPUKC IT1B Xi6 HeoOxigHo 30epiraTu mpu Temmepatypi Big 2 mo 8 °C.
30epiraTtu B 3aXUIIEHOMY Bif] CBiTJIa Ta HEJOCTYIIHOMY s HiTel Micii. [Ipu TpaHCIOPTYBaHHI CIIif
NOTPUMYBATUCS PeKOMEeH0BaHUX yMOB 30epirants. DTPa-IPV cycneHsiio i IpuroToBieny ans
BBEJEHHS BaKIMHY He MOXHa 3aMOpoXyBaT. He BHKOPHCTOBYBaTH, SIKIIIO BaKIIWHa Oyia
3aMOpOXKeHa.

HecywicHicTs.

[HOAHPUKC IT1B Xi6 He ciif 3MilryBaTy 3 iHIMUMY BaKI[MHAMH B OOHOMY IIITPHIII.

YnakoBka.

Cycnensis (DTPa-IPV) gns in’ekuiii o 0,5 M (1 go3a) y mornepegHbo HallOBHEHOMY OOHOPa30BOMY
mmpuili Ne 1 y KOMIIIEKTi 3 {BoMa ronkaMu Ta miodinizart (Hib) y ¢pmakoni Ne 1, 110 3mimmyoTscs
IIepen BUKOPUCTAHHIM.

Kpumreyka ta rymMoBa mpoOKa MOPIUHS ITONepeJHb0 HAallOBHEHOTO IIIPHIla Ta MpodKa ¢akoHa


https://aisf.dec.gov.ua

BUTOTOBJIEHI 3 CHHTETUYHOI1 r'yMu.

[TonnepenHbO HANOBHEHI LINPULIY Ta (PIaKOHU BUTOTOBJIEH] 3 HEUTPAJIBHOTO CKJla TUIY I, 110
BigmoBigae BUMoraM €BpOIENCHKOI (papMakorei.

Kareropisi Bignmycky. 3a pelenToM.

Bupoonuk. I'makcoCmitKnsiin Bionopxikan3 C.A., Benbrig / GlaxoSmithKline Biologicals S.A.,
Belgium.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIXKeHHs HOro Jis/IbHOCTI.

Pro ge n'IucTiTio, 89 1330 M. Pikcencapt, Benerisa / Rue de I'Institut, 89 1330 Rixensart, Belgium.

3asiBHHK Ta/a00 mpeIcTaBHUK 3asiBHHKA.

TOB «I'makcoCwmiTKnsaitn ®apmachioTikanc YKpaiHa».

Micne3HaxomKeHHs 3asiBHHKa Ta/a00 mpeacTaBHHKA 3asiBHHKA.

02152, m. KuiB, nmpocnekT [1aBna Tuuunu, 6yn. 1-B, ten: (044) 585-51-85, dakc: (044) 585-51-92.

[Tpo yci Bunagku mifmo3pioBaHux N0o0iYHUX peakiliil Ta BifCyTHOCTI e(eKTUBHOCTI TiKapChKOro 3aco0y
MoxHa nopigomnatd TOB «'makcoCwmiTKnsita ®apmachioTikanc YKpaiHa» 3a 1imofo60BuM
tenedonoM (044) 585-51-85 a6o Ha email 0ax70065@gsk.com.
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