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-aHTHUT€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

donoMidcHi peyosuHu: TaKTO3a, HATPil0 XJIOPUJ, allOMIiHIIO TigpoKcup, cepenosuile 199, Bona
015 iH'€KIIIMN.

dopManbperif, HeOMIIUHY CyNb(art, MOTIMIKCUHY CyIbdaT IPUCYTHI y 3aJIULIIKOBUX
KiTbKOCTSIX SIK HACJIiIOK BUPOOHUYHUX IIPOIIECIB.

JIlikapcbka ¢popmMa. Cycrnensia (DTPa-IPV) gns in’exnin Ta miodinisaT (Hib), mio 3minmytotscs nepen
BUKOPUCTAHHSIM.



OcHosHi ¢isuko-ximiuni 8a1acmusocmi: IHOAHPHUKC IT1IB Xi6 - komOiHOBaHa BaKIIMHA AJIs
npodinakTuku AudTepii, MpaBlisd, KAUUTIOKY (alleIioNsIpHUN KOMIIOHEHT), TTOJTIOMIENITY Ta
3aXBOPIOBaHb, 30ymHUKOM sIKUX € Haemophilus influenzae tumy b.

DTPa-IPV siBnse co6010 MyTHY PiguHy Iic/s CTpyIIyBaHHS (y mmputii); 6inuit ocan Ta 6e30apBHUM
CylepHaTaHT (HagocafioBa piguHa) micng ceguMeHTalii (ocamxkeHHs). JliodinizoBaHa BakIMHa
IIpeficTaBlieHa y BUTTIAAI 6ifioro mopomky abo Opukety (B cKnssHOMY (riakoHi). [Ticms
BimHOBIIeHHS niodinizoBanol Bakuuu Hib piguaoio DTPa-IPV - mpo3opa 6e36apBHa piguHa.

dapmakoTepaneBTHYHA rpymna. KombinoBani 6akTepianbHi Ta BipyCHi BaKIMHHU. Kop
ATX J07C A06.

ImyHo02iuHi ma 6iono02iuni 8 1acmueocmi.
®apmakoOuHamika.

PesynwpraTy, 0TpuMaHi B KJIiHIYHUX OOCIIIXKEHHAX OJI9 KOKHOTO 3 KOMIIOHEHTIB BaKIMHY,
IIpefiCTaBlieHi B TaOMUIIX HUXKYE.

Tab6muig 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 dinameHTO3HOTO [99,7** 100 100 100 100 100

reMarjloTUHIHY

(5 EL. O/mm)

[TpoTU epTaKTUHY 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)*

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

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

** pe3yIbTATH IIiC/IS BBEIEHHS OPYTOi 03K B HOCTimXKeHHAX, B skux DTPa-HBV-IPV Hib
npu3Havanacd B 3, 5 Ta 11 MicsLiB XXKUTTSA AUTHHMU.

Tabmnuiga 2

KinpkicTs ocib (y BicOTKax) 3 TUTPaMU aHTUTIN = KOHTPOJILHUX PiBHIB IiCI/Is peBaKIMHAIIil
npenapatoM IHOAHPUKC ITIB Xi6

PeBakiiuHairis Ha 11/12 PeBakI[MHALi IPOTATOM
MICSALL XKUTTS MiC/A OPYTOr0 POKY XKUTTS IiCNIA
3-5-MiCSYHOT'0 IIEPBUHHOTIO |TPHOX 03 IIEPBUHHOIO

PiBeHb aHTUTIN KypCy BaKIMHallil, KypCy BaKIMHallil,
N=184 (1 mocmimxenus) |N=1326 (9 gocmigxeHb)
% %

[Ipotu oudTepiiiHoro aHatokcuy 100 99,8

(0,1 MO/mn)*

[TpoTu IpaBIEBOr0 aHATOKCUHY 99,9%* 99,9

(0,1 MO/Mmn)*

[IpoTH KaIIIIOKOBOI0 aHATOKCUHY 99, 0** 99,7

(5 EL. O/mn)

[IpoTtu (inaMeHTO3HOTr O 99,9%* 100

reMarjaloTUHIHY

(5 EL. O/mn)

[IpoTH epTaKTUHY 99,5%* 99,9

(5 EL. O/mn)

[Ipotu Bipycy nmomiomienity 1 tuny 99,4 99,9

(1:8 po3Bepmenns)*

[IpoTu Bipycy nomiomienity 2 tuny 100 100

(1:8 po3Benmenns)*

[Tpotu Bipycy nomiomienity 3 Tuny  [99,4 100

(1:8 po3BepmeHHs)*

[Tpotu PRP (Hib) 100 100

(0,15 MKr/Mmn)*

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

(1,0 MKr/MIT)

N - xinpKicTb HallieHTIB;

* piBHi, IKUX DOCTATHBO [IJI 3aXUCTY Bifi 30yIHUKA;



** pe3yIbTATH ITIC/S BBeIEHHS 3 03U B HOCTimKeHHdX, B ikux DTPa-HBV-IPV Hib npusnavanacs B
3, 5 Ta 11 MicaIiB XXKUTTSA OUTUHU.

EdekTusnicts Hib-koMmnonenTy (kombinoBanoro 3 DTPa, DTPa-IPV a6o DTPa-HBV-IPV) Gyna
BHBYEHA B MacCINTaO0HOMY [OCTiAKEeHHi TOCTMapKETUHTOBOT0 HArJISAAY, 110 IIPOBOAUIOCS Y
HimeuuwnHi. 3a JaHUMU CIIOCTEPEKEHHS, TPUBAJIICTIO TOHAaA 4,5 POKYy, e(heKTUBHICTh BAKIIMH
DTPa Hib a6o DTPa-IPV Hib gocsirana 96,7 % micins moBHOI cxeMH ITepBUHHOI BaKITMHAIlil Ta
98,5 % micns 0ycTepHOl A03U (He3asie’kHO Bifl TIEPBUHHOTO IIEIIeHH). 3a JaHUMU
CIIOCTEPEXKEHHS TPUBAJIICTIO MMOHAT 7 POKiB, eeKTHUBHICTh Hib-KOMIIOHEHTIB OBOX
reKcaBaJIeHTHUX BaKIMH cTaHoBuJa 89,6 % Iicis mMOBHOI CXeMM IIePBMHHOI BaKIIMHAIlil Ta
100% micnsa moBHOI CXxeMU ITepPBUHHOI BaKIMHalil mioc 6ycTepHoi fo3u (He3amexkHo Big Hib-
BaKIMHH, III0 BAKOPUCTOBYBAjacs O IePBUHHOTO IIEIIeHHS).

dapmakoKiHemuxka.

Orminka (hapMaKOKiHETUYHUX BIaCTUBOCTEM [IJIST BAKIIMH HE ITPOBOAUTHCS.

IokniHiuHI OaHi 3 be3neku.

HokniHiuHi gani He BUABUIU 0COOIMBY HeOe3MeKy AJIs NTogel TPYHTYI0YHCh Ha 3BUYalHuX
IOCTiIKeHHAX 3 (papMakosiorii 6e3meku, TOCTPOi TOKCUYHOCTI Ta CYMiCHOCTi KOMIIOHEHTIB.

Kniniuni xapakKTepuCTHKH.

IToka3aHHs.

[HOAHPUKC IT1B Xi6 npu3Ha4ya€eThCcs AJIg aKTUBHOI iMyHi3allii giTei BiKoM Bif 2 MicSIIiB TPOTH
nudTepii, mpaBlis, KaIUTIOKY, MOTioMieniTy Ta iHdekLin, 30ynHUKOM gKux € Haemophilus influenzae

TUny b.

IHOAHPUKC ITIB Xi6 TakoX ITOKa3aHa [JIs peBaKIWHAlll miTel, SKUM paHilie MpoBOAUIaCh
BaKIIMHAIIiS TPOTH KAIUTIOKY, oudTepil, mpaBllsd, IOTIOMI€NiTY Ta 3aXBOPIOBaHb, 30YAHUKOM SKUX €
Haemophilus influenzae tuny b.

[HOAHPHUKC ITIB Xi6 He 3axullla€ Bif 3aXBOPIOBaHb, 1110 BUKIKUKaHI iHmuMu Tunamu Haemophilus
influenzae, Bif MeHIHTiTiB, 00YMOBIEHUX iHIIUMU 30yTHUKAMH.

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

IIpomunoka3aHHs.

[inepuyTnuBiCTh 70 Oifouux pedyoBUH abo [0 OyOb-IKUX NOMOMIXKHUX PEUOBUH 3a3HAUYEHUX Y PO3MiNi
«Ckrmap», y ToMy 4uCli 1o popManbaeriay, HEOMIIuHY, 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.

B3aemodis 3 iHwumu snikapcbkumu 3acodamu ma iHwi eudu e3aemodili.

dAxmo BaknuzHa IHOAHPUKC ITIB Xi6 BBOOUTHCS OGHOYACHO 3 iHIMMY BaKIIMHAMU [JIS
ITapeHTePaNTbHOTO BBEOEHHS, BAKIIMHY ITOTPiIOHO BBOOUTH B Pi3Hi MicIIs.

4K i mpu 3acTOCyBaHHI iHINNX BaKLKH, y MAI[i€HTIB, SKi OTPUMYIOTh iIMyHOCYIIPECUBHY Tepalliio, abo y
MaIliEHTIB 3 iMyHOOeIIIUTOM MOXKe He [OCSITaTUCS afleKBaTHA iMyHHAa BifIIOBigb.

Oco6.1ueocmi 3acmocyeaHHsi.

4K i mpu 3acToCyBaHHI iHINNX iH €EKIINHNX BaKLIKMH, MiCLIs TPOBEEHHS IellJIeHb MaloTh OyTH
3abe3nedeHi MEOUYHUMH 3ac006aMU Ta JIiIKApChKUMU IMIperapaTaMy [Jis HaflaHHS MEOUYHOI JOTIOMOTH
y pa3i BUHUKHEHHS PidKiCHUX IIPOsIBiB aHadimakTHYHUX peakiiil. ITicys BBefeHHs BaKUIUHU MOTPiOHO
IIPOBOOUTH CIIOCTEPEXKEHHS 3a MalliEHTOM IPOTAroM He MeHIe 30 XBUJIMH Ta MaTU HaAIlOIOTOBI yce
HeoOxifiHe [I719 TPOBeieHHS BiATIOBiTHOTO JiKyBaHHS.

Ao Oynp-siKa 3 HaBe[leHUX HUXK4Ye peakilii Oysa moB’si3aHa y 4aci 3 BBegeHHsAM DTP-BmicHOI
BaKILVHY, PIMIEHHS MIOA0 IPU3HaYeHH HaCTYNHUX 03 BaKIUHY, 110 MICTUTh KallJIIOKOBUU
KOMIIOHEHT, CJIifl peTeabHO 06MipKyBaTu. [0 TaKMX peakiliil HallexKaTh:

- Ttemnepatypa 40,0 °C (npu pekTanbHOMY BUMipIOBaHHi) MPOTATOM 48 TOAUH Mic/s BaKIMHAlll,
He TI0B’sI3aHa 3 IHIIMMU IPUYUHAMHY, SKi MOXKHa iIeHTU(iKyBaTy;

- Konamnc abo MOKOoMogiOHuM CTaH (TiMOTOHIYHO-TiTOPECIIOHCUBHUHE eI1i30/]) IPOoTsATroM 48 roguH
IIiCJIS BAKITMHALIII;

- TOCTiHUY, 6e3MepPepBHUH a4 JUTHHHU, 10 TPUBAE 33 TOOWH, TPOTITroM 48 TOAuH Micis
BaKIIMHAIIIl;

- CymoMu 3 ITMXOMaHKO0 abo 6e3 Hei, 1110 PO3BUBAIOTHCS IMPOTATOM 3 OHIB Iic/Ig BaKLIKHAII].

OpHak, OCKiNbKY I1i peakwii He acomuifioBaHi HEOOOPOTHUMH HaCifKaMu, MOXYTh OyTH Taki
oOcTaBUMHM (HApUKJIa[ BHCOKa 3aXBOPIOBAHICTh Ha KaIIUIIOK), IIPH SIKUX ITOTEHIIiWHI
IepeBaru IemnseHHs OyoyTh EePeBUIYBAaTH MTOTEHIIINHUYM PU3UK. BilllOBiMHO N0 HaIBHUX
KJIIHIYHUX JaHUX PU3UK BUHUKHEHHS 3a3HaUY€HUX peaKliil HUKYUU AJ19 BaKLUH, SKi MICTITh
alenoISpPHUN KallTIOKOBUM KOMIIOHEHT HiX IJI1S BaKIMH 3 LHITbHOKTITUHHUM KalllIlOKOBUM
KOMIIOHEHTOM.



4K i gnsg 6ymb-IKOT0 IIemneHHs, CIiBAiHOIIEHHS PU3UK - KOPUCTH Bifl IMIEIIeHHS BaKIIMHOIO
THOAHPUKC IT1B Xi6 abo BimKIameHHSM ILIeIIeHHs, Ma€ OyTH pPeTeIbHO OIliHeHe MIJIsT HeMOBJIST Ta
IiTey 3 HOBUMU BUITafIKaMu a00 MPOTPeCcyiouYrMy TSIKKUMU HEBPOJIOTiYHUMY 3aXBOPIOBAHHSIMU.

Xi6-KOMIIOHEHT He 3aXHUIIa€ BiJ 3aXBOPIOBAHb, BUKJIMKAHUX iHIMMMU TUnamMu Haemophilus influenzae
indexuii abo Bim MEHIHTITY, CHPUYMHEHOTO0 iHIIKMMU MiKpOOpraHi3MaMHu.

®ebOpunbHi cymoMu B aHaMHe3i IUTUHY, CYOOMHU B CiIMEHHOMY aHaMHe3i, CHHIPOM PaITOBOl AUTSIYO01
cMmeprti (CPIIC) B cimeiiHoMy aHaMHe3i ab6o mobiuHi peakii micns menneHHs BakuuHamu DTP, IPV
i/abo Hib B ciMmeliHOMy aHaMHe3i He € IPOTUIIOKA3aHHIMH IJIS LIETITIeHHS.

BlJI-inek1iis He € IPOTUIIOKA3aHHIM [JIS InemneHHs BakiuHow IHOAHPHUKC ITIB Xi6.

Y matiieHTiB, SKi OTPEMYIOTh iIMyHOCYIIPECUBHY Teparliio, abo y NallieHTiB 3 iMyHOmepiluTOM MOXKe He
LOCATaTUCA O4YiKyBaHa IMyHHAa BiAIIOBIOb MICIIA LIETIJIeHH.

Byro onucano BuBeeHHA 3 CeYelo KallCYJIbHOIO II0JIiCaXapUgHOI0 aHTUTeHY IIiCIIs IPU3HAYEeHHS
Hib-Bakiuuu, ToMy IpoTATOM 1-2 THXKHIB MiCNs IIeNIeHHS MOXKJIIKMBI XMOHOTIO3UTUBHI PE3y/IbTaTh
TeCTy Ha BUSABJIEHHS aHTUTEHY.

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

[pu mpu3HaYeHHi IePBUHHOI iMyHi3allii TepeqyacHO HapOAXXEeHUM HeMOBIATaM (< 28 TUXKHIB
recTatiil) CjIif MaT¥ Ha yBa3i NOTEHLIWHUU PU3UK PO3BUTKY Y HUX alHOe Ta HeOOXimHICTh
KOHTPOJIIO 3a AUXaJIbHOI PYHKIIi€I0 MPOTIroM 48-72 ToguH Micis BaKIMHAIlil, 0COOIUBO Y
pa3i HasBHOCTi B aHaMHe3i HEMOBJISITH HEJIOPO3BUTKY OUXaJIbHOI cucTeMU. OCKiTbKU
KOPUCTh BaKLMHALl y ITi€l TPyIIX HEMOBJIAT € BUCOKOIO, Biff BaKIIMHALIil He CJIiff BITMOBISATUCDH
abo ii BigkmapgaT.

CunKorle (BTpaTa CBiIOMOCTi) MOXkKe BUHUKHYTH Iig 4ac abo mo O6ymb-sKol iH'eKIifHO] BaKI[MHAaIil IK
IICUXOTEeHHAa PeakKllis Ha iH'€KIIiio ToNkoi0. Baxknuso, mo0 Bci HeoOXigHi 3axonu 6e3meku 6ymu
IPUUHATI AJIs1 YHUKHEHHS TpaBMaTu3allil yepe3 HEeIPUTOMHICTb.

[ToTIOMiXKHi peYOBUHHU 3 BifoMuM ePeKToM

[HOAHPUKC IT1B Xi6 micTuTh mapaaMiH0OeH30WHY KUCIOTY. Lle MoxKe BUKJIMKATH alepriyHi peakiiil
(MOKIHMBO, BiCTPOYEHI), i BUHSITKOBO OPOHXOCITa3M.

Lle#t mikapcbkuit 3aci6 mictuth 0,036 Mikporpamis deHinanaHiHy B KOXKHii 103i. PeHinananin Moxe
OyTu mWKignuBUM, K110 y Bac peHinketonypisa (PKY), pimkicHe reHeTUUHe 3aXBOPIOBaHHS, TIPU
IKOMY (peHinanaHiH HAKOIUUYETHCS Yepe3 Te, 110 OpraHi3M He MOXKe IIPaBUJIBHO KOT0 BUBOAUTH.

Lleit mikapcbku# 3aci6 MictTuth MeHIe 1 Mmonb (23 Mr)/mo3y HaTpiio, TOOTO MPaKTUYHO BiTbHUMU Bif
HaTpik.

Lleit mikapcbku#t 3aci6 Mictuth MeHIIe 1 Mmmonsb (39 Mr)/mo3y Kariio, To6TO TPaKTUYHO BiMbHUM Bif
KaJIiio.

BifgcTexyBaHICTb

3 MeTo10 MOKpaIlleHHs BifICTEXKYBaHOCTI MeAUYHUX iMyHOOi10IOTiYHUX TTpenapariB, Y BiONOBITHUX
dbopMax MeUUHOI 00IiKOBOI IOKYMEHTAIlil IIOM0 IIeIJIEHHS MeJUYHUI MPaI[iBHUK Ma€ YiTKO



3a3HavaTH TOPTOBEJIbHY HA3BY Ta HOMEp Cepil MeOUYHOro iMyHO06i0IOTiYHOTO MpenapaTy, SKui 6yno
3aCTOCOBaHO.

3acmocysanns y nepiod eazimuocmi ad6o 200y8aHHs1 2pydoio.

Ockinpku BakimHa IHOAHPHUKC ITIB Xi6 He mpu3HayeHa O 3aCTOCYBaHHS JOPOCIIUM XKiHKaM, HaHi
npo 6e3reKy 3aCTOCyBaHHS BaKLMHU B IIePiof] BariTHOCTI abo JTakTallil BifCyTHi.

30amuicmb enaueamu Ha weudkKicmsb peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

[IpemapaT 3aCTOCOBYIOTE OITSAM.

Cnoci6 3acmocyeaHHss ma do3u.
IlepsuHHa 8aKuuHayis:

CxeMa IepBUHHOI BakIMHaLii BKo4ae 2 200 3 M03u BaKLMHH, 110 BBOOSATLCS BiAIIOBIMHO [0
odimitinux pekoMeHalii. MiniMmanbHUY BiK, KOJIX MOxKe OyTH MpU3HadyeHa Ieplia fo3a - 2
Micsani. Mix go3amu Clifi BATpUMYBaTH iIHTepBasl He MeHIue 1 Micsans.

Pesaxuunauis:

[Ticns nepBUHHOI BaKIMHALil iBOMa fo3aMu OycTepHa mo3a Bakiuuau [HOAHPUKC ITIB Xi6 moxe
OyTu BBe[leHa IIOHaNMeHIIe Yepe3 6 MiCSIIB Iic/Is 0CTaHHBOI 03U MEePBUHHOI BaKIMHAllil, 0akaHO Y
Bini mMix 11 Ta 13 MicsausmMu.

[Ticns mepBUHHOI BaKIIMHAIll TpboMa J03aMu Mae O6yTH 3acTocoBaHa 6ycTepHa mo3a Hib
KOH'I0T0BaHOI BaKIIMHU (MOHOBasieHTHOI abo koMOiHoBaHoO1). Yac mienneHHs 6ycTepHoio mo30i0 Hib
KOH'IOTOBaHOI BaKIIMHU Ma€ BifmmoBigaTu odimiiuum pekomeHparisMm. Bakuuaa IHOAHPHKC ITIB Xi6
Moxke OyTH 3aCTOCOBaHa B SKOCTi OyCTepHOI 403H, SIKINO BBeIeHHS [ONaTKOBUX aHTUTEHIB B TOU
caMU¥ 4Yac BifiMoBigae oQilliitHuM peKOMeHIAIlisIM.

Bakuuna IHOAHPUKC ITIB Xi6 moxe OyTu BBefieHa K OyCcTepHa [03a [iTsaM, sIKi onepeaHbo 0ymu
iMyHizoBaHi Bakimuamy, 1mo mictsate DTP, polio Ta Hib aHTHUTEeHH.

Cnocib 3acToCyBaHHS.

3actocoByiotTs IHOAHPUKC ITIB Xi6 misgsxoM 21ub0K020 8HympiwHboM 1308020 88€0€HHSA B
nepefHbOIaTePaIbHY OiNSHKY cTerHa. baxano, mo6 KoXkHa HaCTyIIHa J03a BBOAUIIACS B iHIIIe MicIie.

THOAHPUKC II1B Xi6 cnmig npu3HavaTy 3 00epexkHicTI0O ocofaMm i3 TpomboIuToneHie abo
MIOPYIIEHHAMHU 3rOPTAHHS KPOBi, OCKIJIbKY IIPU BHYTPIIIHEOM 30BOMY BBE[EHHI BAKIIMHU Y TaKUX
oci6 Moxke BUHMKHYTH KpoBOoTeda. Miclle iH’eK1Iii CyIif MillHO IPUTHCHYTH (He PO3TUPAIOyn)
I[OHAaMMeHIIe Ha ABi XBUIUHU.

IH®AHPHKC IIIB Xi6 Hi 3a sikux 06cmasuH He MOJCHA 6600UMU 6HYMPiUWIHLOBEHHO.



IHcmpyKu,iﬂ CMOCOBHO Npu20myB8dHHA 8AKUUHU neped BUKOPUCMAHHAM.

[Tpu 36epiranHi cycmensii DTPa-IPV B LIMIPHUIIi MOXKe YTBOPUTHUCS Oinuil ocaf 3 Mpo30puM
6e30apBHUM CyIepHATaHTOM. Lle He € 03HAKOIO IICYBaHHS.

[ToniepenHbO HATOBHEHUM MIMPHUI] HE0OXiIHO m0Ope CTPYCUTHU i OTPUMaHHS OOHOPIigHOI CyCIeHs3ii.
Cycnengito DTPa-IPV y nonepensabo HannoBHEHOMY mInputli, mioginizat Hib y drmakoni Ta po3unHeHy
koMmbiHoBany Bakuuny [HO®AHPUKC ITIB Xi6 HeoOxifHO mepeBipuTH BidyabHO Ha HAsIBHICTh Oy/Ib-
SIKMX CTOPOHHIX YacTOK Ta/a00 3MiHy (Gi3MYHUX BIACTUBOCTEM ITepef 3aCTOCYBaHHIM. fKINO Taki
3MiHM MalTh MiClle, BaKIIMHY BUKOPACTOBYBATHA HE MOXHA.

BakuuHy Ciif po34uHATH, OHAI0YM BECh BMICT IIOIIEPEeAHb0 HAIIOBHEHOTO LIMPUIS, 110 MICTUTh
DTPa-IPV cycmnensito mo ¢nakoHa 3 mioginizarom Hib. BakuuHa noBuHHa OyTH BBefeHa Biipa3y micys
PO3BEOEHHS.

[ToBHA IHCTPYKIIig 100 PO3BEOEHHA:
1. CTpyciTh noIIepenHb0 HAllOBHEHUY LINPULI, 1[0 MIiCTUTH CcycrieH3ito DTPa-IPV.

2. IlpuepHauiTe TONKY [0 IIONlepenHbO HamoBHeHOro wmnpuild 3 DTPa-IPV Ta BBemiTh BMICT mWINpuLs
y ¢nakoH 3 mioginmizaTom Hib.

3.  He BuiiMaiouu rojky eHepriiito ctpycite Hib (p1akoOH Ta IepKOHAUTECh B IOBHOMY
PO34YiHeHI.

4, BiATArHITE TOBHICTIO BECh PO3YMH Ha3a[ B IIMIPUILI.
5. 3aMiHiTh TOJIKY Ha TONIKY HeoOXimHOTO po3Mipy [ms iH'€KLiM i BBEOITh BaKIUHY.

6. fKkmo BaklMHa He OyJa BBefeHa Biipa3y Iicig PO3YMHEHHS, 3HOBY €HEepPTriiHO CTPYCiTh PO3YUH
mepeq BBeOEeHHSIM.

TexHiKa BUKOPUCTAHHS IIONePeqHb0 HAIOBHEHOI'0 LIMPHUIIA:

TpuMatniTe MIIPUIL 3a IUTIHAP, HE 3a IOPIIEHb.

BigKpyTiTh KpHUIEYKY INNPHULlA, TIOBEPTAl0UH ii MPOTH TOOMHHUKOBOI CTPIiNIKHU.

]

[[To6 mpuemHaTH TONKy, 3'€QHANWTE BTYJIKY 3 agantepoM Jltoep-JIoK i TOBEPHITH HA YBEPTH 06EPTY 3a
TOOMHHUKOBOI CTPINIKO0, JOKHU T'oJiKa He Oyme MOBHICTIO 3adikcoBaHa.

He BuTsATaiTe NOPIIEHD 3 HUTIHAPY IIMPHUIA. JKIIO IIe CTaloCh, HE BBOJLTE BAKIUHY.

Bynb-aKuii HeBUKOPUCTaHUY MpenapaT abo Bigxomu HEOOXimHO yTUIi3yBaTH BiATIOBIIHO OO
MiCIIeBUX BUMOT.



Himu.

be3neka ta edbektuBHicTh BakiuHu IHOAHPUKC IT1B XIb mns miTei crtapiire 3 PoKiB He
BCTaHOBJIeHa. [laHi BiACYyTHI.

Ilepedo3yeanHs.

3a maHUMU MiCNIANineH3iiHoro (hapMaKOHATIALy HaAiUIIo KinbKa IOBiIOMIEHD IO BUIAOKN
nepeno3yBanHs. [1o0iuHi peaxkiiii, 1110 BUHKUKAY NIPU ITepefo3yBaHHi, Oyau momiOHUMU OO THX, 10
CIIOCTEpiranucs Mpy 3aCTOCyBaHHI peKkoMeHoBaHux 03 Bakiuuu IHOAHPUKC ITIB Xi6.

ITobiuHi peakuil.
I[aHi KaiHiYHUX 0ocAidceHb

[TpencraBneHui HuKYe Mpodins 6e3MeKy BaKIMHN BU3HAYCHWH Ha OCHOBI JaHUX, OTPHMAaHMX Bif
oinprre Hix 3500 ocio.

4K i mpu BBemeHHi Oymb-sikux DTPa-BakiuH a6o DTPa-BMicHUX KOMOiHOBaHMX BaKIIWH, IIPU BBEIEHHI
oycrepHoi mo3u mpenapaty IHOAHPHKC ITIB Xi6 crmocTepiranocs 36imbIleHHs MiCIIeBUX ITPOSBIB Ta
YaCTOTY PO3BUTKY TMXOMaHKHM (IOPIiBHSHO i3 MEPBUHHOIO iMyHi3alli€lo0).

[To6iuHi gBUIIA, 110 CIIOCTEPiraaucs Ipu 3acTOCyBaHHI BaKIIMHY, HaBefleHi BifNOBigHO IO YaCTOTH
PO3BUTKY:

Iyxe gacto: 31/10

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

Iyxe pigko: < 1/10000
IHdeKIiNHI Ta Tapa3uTapHi 3aXBOPIOBAHHS
Heuacro: iH(eKIIi1 BepXHiX guXanbHUX IIJIIXIB.

[Mopy1resns 3 00Ky KPOBOHOCHOI Ta MiMGaTUYHOI CUCTEMH

HeuacTo: miMmdameHomaTis.

[MopymenHs MeTab0oi3My Ta aliMeHTapHi po3nagu

IlyXe 4acTo: BTpaTa aneTury.

[IopyIlleHHS ICUXIKK



Iyxke 4acTo: migBuilleHa 30yamuBiCTb, O€3MepepBHUY IJ1a4, HECITOKIM.

[NopyuieHHs QYHKIII HEPBOBOI CUCTEMHU

Iyxe yacTo: 6e3COHHS.

[TopylleHHS pecnipaTOPHOl CHCTEMHU, OPraHiB IPYIHOL KIITUHY Ta CEPEeNOCTiHHS

HewacTo: Karmens, OPOHXIT, puHOpPEeS.

[TopyIieHHs MITYHKOBO-KHIITKOBOTO TPAKTY

YacrTo: miapest, 610BaHHS.

[TopymeHHs GYHKII MKIipKU Ta TiOIMIKipHUX TKaHUH
HeuacTo: BUCHUIIKa, KPOIIUB' AHKA.

Pigko: cBepOix, mepMaTHuT.

3aranbHi po3nagy Ta peakilil y Miclli BBeleHHS

Iyxe "acTo: peakiiil B MicIi iH’eK1iii, Taki K 6ifib Ta MOYEPBOHIHHS, MiCIleBa IPUITYXJTiCTh (=
50 mM), nuxomanka (3 38 °C).

Yacro: peaxiril B MicIi iH’€KIIil, Taki K iH}inbTpaT, MiclieBa MpUMyxJicTs (>50 MMm)'.

HeuacTo: nuxoMaska® (> 39,5 °C), minBumeHa BTOMITIOBAHICTE, oudy3HuY HaOPSK KiHIIiBKH,
B SIKy BBOAM/IACS BaKIMHA, iHOM] i3 3aIy4yeHHsAM CyMiKHOro cyrnoba’.

LlaHi nocmMapKemuH208020 Ha2450y
[MopyilleHHSA IMVHITET

Anepriusi peaxuii (B Tomy umcii aHadinaxTryHi’ Ta anadinakToinHi peakiii).

[NopyuieHHs QYHKIII HEPBOBOI CUCTEMHU

Cymomu (3 muxoMaHKOI0 ab6o 6e3 Hel), Konarnc abo MoKonofiOHu cTaH (TiMOTOHIYHO-
TiMOpPeCIOHCHUBHUM eMmi30[).

[TopymieHHs 3 60Ky pecnipaToOpHOi CHCTEMH, OPraHiB I'PYIHOI KIITKK Ta CEPeNOCTiHHS

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

[TopyieHHs 3 00KV IKipY Ta MigIMKipHUX TKAHWH

AnTioHeBpOTHYHUI HAOPSK .

3aranbHi po3yagy Ta peakilil y Miclli BBeIeHHS :

HabpsK Bci€el KiHITIBKY, B SKYy BBOOUIIACS BaKIMHA', BEe3UKYJIU B MiCIIi iH’eKIlii’.



'Titu, skUM [IepBUHHA IMyHi3allig IPOBOAUIACA BAKIIMHOI IIPOTU KALIIIOKY 3 alle/II0IIpHUM
KOMIIOHEHTOM, Oi/IbIII CXUJIBHI A0 PO3BUTKY Peakliil y BUTJIAA] IPUIYXJIOCTI 4Y¥ HAOPSAKY Mmicis
OyCTepHOI 103U y MOPiBHSHHI 3 [IiThMH, IKUM II€PBUHHE IIEIJIEHHS IPOBOAUIIOCS BAKIIMHOO TPOTHU
KAIITIOKY 3 HiIbHOKJIITUHHUM KOMITIOHEHTOM. LIi peakiril IpoxofasTh B CepegHbOMY 3a 4 [Hi.

*4acTo IpH pPeBaKIMHAIIl.

‘cmocTepiranucs npu 3actocyBanHi DTPa-BMiCHUX BakKLMH, BUPOOHULTBA «I TakCOCMITKIAAHY.

3BiTyBaHHsI PO migo3proBaHi moOiuHi peakirii

[ToBimomnenHs mpo mobiuHi peakiril micis peecTpatiii TikapchbKoro 3aco0y Ma€ BaXKIuBe 3HAYEHHS.
Lle na€e 3MOry NpOBOAUTY MOHITOPUHT CIiBBIJHOLIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI
ITHOTO JIIKapChKOro 3aco0y. MemuyuHuM Ta papMalleBTUYHKUM IIPAlliBHUKAM, a TaKOXK
nariesTaM abo IXHiM 3aKOHHUM IIpeficCTaBHUKAM CJIifl IOBiTOMIATH PO YCi BUNIAKA
igo3pioBaHUX MOOIYHUX peakIlii Ta BiACyTHOCTI e(eKTUBHOCTI JTiKapChKOT0 3aco0y uepes
ABTOMaTH30BaHy iHQOpMaliiHy cuCcTeMY 3 (apMaKOHATTISIOy 3a IOCUJIaHHSIM:
https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 36 MicaliB. [laTa 3aKiHYeHHS TEPMiHYy IPUAATHOCTI BaKIIUHU
3a3HayeHa Ha YIaKOBIIL.

YMmoBH 30epiranssi.

Bakiuny IHOAHPHUKC IT1B Xi6 nHeoOxigHOo 30epiratu npu TemnepaTypi Big 2 go 8 °C.
30epiraTtu B 3aXUIEHOMY Bif] CBiT/Ia Ta HEAOCTYIITHOMY AJIS AiTel Mici. [Tpu
TPAHCIOPTYBaHHI CITil JOTPUMYyBATHCS PEKOMEHI0BaHUX YMOB 30epiranus. DTPa-IPV
CYCIIeH3i10 1 IPUTOTOBJIEHY [J11 BBeJleHHS BaKI[MHY HEe MOXHa 3aMopoxyBaTu. He
BMKOPHCTOBYBAaTH, SIKIIIO BaKIIHHA Oy/Ia 3aMOpOKeHa.

HecywmicHicTb.

[HOAHPUKC IT1B Xi6 He ciifm 3MilyBaTy 3 iHIMMME BaKIMHAME B OJHOMY IIITPHII.

YnakoBka.

Cycnensisa (DTPa-IPV) gna in’ekuiv mo 0,5 M (1 mo3a) y nonepesHb0 HalOBHEHOMY OJHOPa30BOMY
mmpulli Ne 1 y KommiekTi 3 fBoMa ronkamu ta jgiodinizart (Hib) y ¢pnakoni Ne 1, mio 3mimyooTscs
neper BUKOPUCTAHHSIM.

Kpuireuka Ta r'ymMoBa IpoOKa IOPIIHS MONlepeqHb0 HAallOBHEHOTO IIMPUIla Ta IpodKa
(hTaKOHa BUTOTOBJIEHI 3 CHHTETHYHOI TYMH.


https://aisf.dec.gov.ua

[TonepenHbO HANIOBHEHI MMIPHUIY Ta (HJTaKOHU BUTOTOBJIEHI 3 HEUTPAJILHOTO CKJla TUMY I, 110
BifiTlOBigae BUMoOraM €BpOIeNnchKol (hapMakomnel.

Karteropist Bimmycky. 3a pelenToM.

Bupoonuk. I'makcoCmitKnsaiin Bionomxikan3 C.A., Bensrig / GlaxoSmithKline Biologicals S.A.,
Belgium.

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCIllsi IPOBaXKeHHS HOro is/IbHOCTI.

Pio me n’'Iucritio, 89 1330 M. Pikcencapt, bensbris / Rue de I'Institut, 89 1330 Rixensart, Belgium.

3asiBHHK Ta/a00 mMpeacTaBHUK 3asiBHHUKA.

TOB «I'makcoCmitKnsitn ®apmachioTikanc YKpaiHa».

Micue3HaxomKeHHsI 3asiBHHKA Ta/a00 nmMpeacTaBHHUKA 3asiBHHKA.

02152, m. KuiB, npocnekT IlaBna Tuunny, 6yn. 1-B, Ten: (044) 585-51-85, dakc: (044) 585-51-92.

[Tpo yci BUnagky mimo3pioBaHux No0iYHUX peakllii Ta BifCyTHOCTI eeKTUBHOCTI TiKapChKOro 3aco0y
MoxHa noBigomnsaTu TOB «I'makcoCmiTKnsiitn ®apmachioTikanc YkpaiHa» 3a 1imomo00BUM
tenedonoM (044) 585-51-85 a6o Ha email 0ax70065@gsk.com.
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