IHCTPYKIIIA
IJIsI MEJUYHOI' 0 3aCTOCYBaHHS JIiKapChKOI'0o 3aco0y

(Megu4YHOrO0 iMyHO00i0/TI0riYHOTrO0 IPEenmapary)

IHOAHPHUKC™ IIIB

KoM0iHOBaHa BakKIMHA MIsi npoditakTuku nudrepii, mpaBus, KanuioKa (ameTioIsipHan
KOMIIOHEHT) Ta MOoIioMieniTy

Ckmap:
Opna mo3a BakiuHu (0,5 M) MiCTHT:

Liroui peyosuHu:

mudTepiiiHu aHATOKCHUH' - He MeHme 30 MO (25 Lf);
TpaBLEBUl aHATOKCHUH' - He MeHme 40 MO (10 Lf);
Bordetella xaminoKoBi aHTUTeHU:

KaIIlJTIOKOBUH aHAaTOKCHH' - 25 MKT;

HUTYACTHI TeMaraioTUHIH' - 25 MKT;

IepTaKTUH' - 8 MKT;

Bipycu moIioMi€eniTy (iHaKTHBOBaHi):

tun 1 (mram Mahoney)

tun 2 (mram MEF-1)°

tun 3 (tmram Saukett) >

" adcopbosarull Ha anominito 2i0pokcudi, zidpamosaruil
Al(OH),

* po3MHOdCeHi Ha KaimuHax Vero

- 40 D-aHTUTE€HHUX OOUHUIID;
8 D-aHTUTeHHUX ONUHUIIb;
- 32 D-aHTUTeHHI OOUHUII].
0,5 m2 AP

LlonoMidcHI peyosuHU: HATPiIO XJIOPU[, altoMiHii (y ¢popmi conent), cepenosuine 199 ta Boma ans
iH'ex1in.

Jlikapcbka ¢popma. CycreH3sid A iH'eKIi.

OcHosHi ¢isuko-ximiuHi 8aacmusocmi: Bakiuaa IHOAHPUKC™ IIIB - Gina MmyTHa cycnensis. [Ipu
30epiranHi Moxke croctepiratucs 6inuii ocan Ta 6e30apBHUIL cynepHaTaHT. Lle He € 03HAKOI0
IIOTipIIeHHS IKOCTI.

dapMmakoTepaneBTHYHA rpyna. KomOiHoBaHi 6akTepianbHi Ta BipyCHi BaKIIUHU.

Kog ATX JO7C A02.



ImyHon02iuHi i Oionoziuni e 1Tacmueocmi

®apmakoduHamika

ImynHa Bignosigb Ha DT (gudTepiiHUY Ta IpaBIeBUI) KOMIIOHEHTH:

Yepes oguH MiCSIIb IiCs KypCy MePBUHHOI BaKIMHAIIil 6inbIine Hixk 99% HEMOBIISAT, BAKIIMHOBAHUX
IHOAHPUKC™ IIIB, manu tutpu aHTUTia 3 0,1 MO/M, K O aHTUTEHIB IIpaBIs, Tak i O
aHTUTEHiB gudTepil.

[Ticns BBegeHHs OycTepHoi no3u Bakuuau IHOAHPUKC™ II1B 6Ginbire Hixk 99,5% miTedt Manu TUTPU
auTuTin 3 0,1 MO/m o1 060X aHTUTEHIB.

IMyHHa Binnosine Ha Pa (alenongapHui KalllJIFOKOBUY) KOMIIOHEHT

Yepes oguH Micamp micasa 3-H030BOro Kypcy nepBruHHOI BakiuHanil IHOAHPUKC™ ITIB 100%
HEMOBJIAT Oy/IM CEPOTO3UTUBHUMU 3a TPbOMa KallmokoBuMu KomnoHenTamu (PT, FHA, nepTakTuH) i
3arasbHi piBHI BifIIOBifi Ha KOXKEH i3 TPHOX OKpPEeMUX KalIIOKOBUX aHTUTeHiB Oy 3 94%.

BycTepHy BiAmOBigh IPOTH KAIITIOKOBUX aHTUTEHIB CIIOCTEPIrajy y epeBaxHol GiTbIIOCTi
BaKILMHOBaAHWX; HUKYi PiBHI BifIIOBiAi criocTepiranu y mOCTiAKEHHSX, e PiBHI aHTUTIN Oynu
BHCOKMMHU [I0 BaKLKHaIlil. Yci ocobu 6ynu ceporno3uTUBHUME Yepe3 OOUH MICSIlb MiC/Is BBEAEHH ITi€l
OO3MU.

3axrcHa epeKTHBHICTh Pa (amemonspHOro KalllIlOKOBOT0) KOMIIOHEHTa

OckinpKY iMyHHA BifNIOBiIb Ha KaLJIIOKOBI aHTUTeHU Iicnd BBegeHHsA Bakuuau [HOAHPUKC™ II1B €
€KBiBaJICHTHOIO TaKiil Bignosiai npu BBefeHH] Bakuuau [HOAHPUKC™, MoXHa NPUILYCTUTH, L0
3axKcHa e(peKTHUBHICTh IIUX JBOX BAKIIMH TaK0OXK Oyme eKBiBaJ€HTHOIO.

Enigemionoriuaui 3axuct DTPa-KOMIIOHEHTY IPOTY TUIIOBOI'0 3aXBOPIOBAHHS Ha KallIIOK, SIK KOT0
Bu3Havyae BOO3 (® 21 meHb MapoOKCHU3MaIbHOTO KalllyTio) 6yJia TPogeMOHCTPOBaHa B:

- IPOCIIEKTUBHOMY “CIIilIOMY” OOCIiXKeHH] CiIMEeMHUX KOHTAKTiB, IpoBefeHoMy B HimeuuuHi (3, 4, 5
MmicsiuHmit rpadik BakuuHali). ba3syounck Ha faHux, 3i0paHuX i3 BTODUHHUX KOHTAKTIB y CiM’'sX, B
SIKUX CIIOCTEepIiraBcs iHOeKCHUY BUIAA0K TUIIOBOTO KallJIIOKy, 3aXMCHa e(PeKTUBHICTh BaKI[UHU
ckinapana 88,7%;

- crioHCoBaHOMY HanioHanbHUM IHCTUTYTOM 300POB’SI HOCTiAXKEeHHI e()eKTUBHOCTI, IPOBEIEHOMY B
ITamii (2, 4, 6 micayHui rpadik), B SKoMy e(peKTUBHICTh BaKIUHY CKiana 84%. [Tpu moganbuiomy
CIIOCTEpexkKeHH] 3a I1i€l0 K KoropTolo Oyia migTBepaKeHa e(eKTUBHICTh BaKIIMHU [0 4-pigHOTO BiKy
BKJIIOYHO.

IMyHHa Binnosigb Ha KoMnoHeHT I[PV (IHaKTHBOBaHa BaKIMHa OJ1 NPODITAaKTUKY MOTIOMIETITY):

Yepes oguH MicsIlh Iicys MePBUHHOI BaKI[MHAIll 3arajabHa CePOMO3UTUBHICTh [IJIST KOXKHOT'0 3 TPHOX
cepoTumiB BipyciB nomiomienity (tunu 1, 2, 3) cranosuna 3 99,5%.

[Ticns BBegeHHs OycTepHOoi no3u Bakiuau IHOAHPUKC™ IT1B 100% pmiTe#t 6ynu ceporno3uTUBHUMU
[J18 TPHOX CEPOTHUIIIB BiPYCiB IIOJIIOMIETIITY.

BycTepHa BakLMHAIliS BUKJIMKAE TIOMiTHE 30ibIIIeHHS PiBHIB aHTUTIN y TIOPiBHSIHHI 3 BeTMYMHAMH,



SIKi criocTepiranu mo BBeieHHST OyCTEPHOI DO3M.
dapMakokiHemuka

Ominka (papMaKOKiHETUUHUX BIIaCTUBOCTEM HE € 000B’I3KOBOIO MJIsT BAKIIKH.

KrinigHi xapaKTepHCTHKH.
IToka3aHHs1.

Bakuuna IHOAHPUKC™ II1B noka3aHa [jig aKkTUBHOI II€PBUHHOI iMyHi3allil npoTtu audTepil, mpaBIs,
KalllJTIOKY 1 MOJIIOMIENITY y miTel BiKOM Bif 2 MiCALiB.

Baknuaa IHOAHPUKC™ ITIB moka3aHa TakK0X y BUTTISAAL OycTepHOl (PeBaKIMHYIOYOI) O3 OIS
miTel, SIKi paHille OTpMMau BaKIMHAIII0 IpoTy audTepil, mpasid, Kauutoky (DTP) i momiomieniTy.

IleneHHs giTed Ha TepUTOPil YKpaiHu 3MiMCHIOETHCSI 3riJHO 3 BUMOraMH Jil0YHX HaKa3iB
MO3 Ykpaiuu moao npoBeaeHHst Npo¢iTaKTHYHUX HIENJIEHb.

IIporunoka3aHHsI.

Baknuny IHOAHPUKC™ ITIB He cnig npu3HadaTyd ocofaM 3 BijoMOI0 TinepyyTIUBICTIO 10 Oy ab-
SKOT'0 KOMIIOHEHTa BaKIMHY (B T. 4. 0 HEOMIlIMHY, IOJIiMiKCHHY abo dhopmanbaeriny) abo ocobam, y
SIKUX CIIOCTEPIraauch 03HaKM TiMepuyTAUBOCTI MiC/s IOIePEeNHbOT0 BBEIeHHS BaKIIUH [IJIS
npodinakTrku gudTepii, mpasild, KalnToKa, a00 iHAKTUBOBAHUX BAKITMH IS TPOQiTaKTHKH
IOJIIOMI€NITY.

Bakuvna IHOAHPUKC™ IIIB npoTunoka3aHa, sSIKIIO0 B aHaMHe3i y AUTHHY OyJ1a eHlledanonartis
HEBiTOMOI1 eTioJorii, 0 Majla Miclle B MexKax 7 OHiB IiCJIS MOMepPeqHboro IMeMIeHHs BaKIIMHOIO, IT10
MiCTHJIa KaIlJTIOKOBUY KOMIIOHEHT.

3a nux 00CTaBWH BAKIKHAIIIO IPOTH KAIUTIOKY CITifl MPUIMHUTH i KypC BaKIMHALii CJTif ITPONOBXKUTH
BaKIMHAMU [JIst TpodinakTuku gudTepii, mpaBls Ta iHaKTUBOBAHOO IOJTIOMIENTiTHOI BAKIIMHOIO.,

4K 1y BUIIaAKy 3 IHIIMMY BaKUKWHaMU, 3acTocyBaHHs Bakuuay IHOAHPUKC™ IIIB naijientam 3
TOCTPUM 3aXBOPIOBAHHSM, [0 CYIIPOBOAXKYETHCS JINXOMAHKOIO, CHIifl BigknacTy. HasiBHICTh HE3HAYHOI
iH(exK1il He € TPOTUIIOKa3aHHIM.

Oco011Bi 3ax0o0Hu 0e3meKH.

Bynp-siKuit HEBUKOPUCTAHUM IpernapaT a0o Bigxoayu HeoOXimHO yTUITi3yBaTH BifIIOBIAHO 0O BUMOT
YUHHUX B YKpalHi HODMaTHBHO-IIPABOBUX aKTiB.



B3aeMojisi 3 iHIIMMH JTiKapCHLKUMH 3aC00aMH Ta iHIINi BUTH B3a€EMOIiH.

3arabHOMPUNHSTOIO TPAaKTUKOO ITPY BaKIMHAIlil IiTel € OqHOYAaCHE 3aCTOCYBaHHS Pi3HUX BAKIIUH
IIPOTSATOM OOHi€l cecii BaKI[MHAaIlil, B XOAi KOl iH'€KIIiNHI BaKIIMHUA 3aBXKAW MalOTh BBOOUTUCH B Pi3Hi
iH'exminHi OingHKY Tina.

Bakuuny IHOAHPUKC™ IT1B MmoKHa BBOOUTH OOHOYACHO 3 BaKLIMHAMHU [JIS TPOdiTaKTUKU KODPY,
elliIeMiYHOTr0 IapOTUTY, KPaCHYXH, BiTPSIHOI BiCIiH, TenaTUTy B i BakuIMHOO A7 NIpodiTakTUKU
3axBOpPIOBaHb, BUKIUKaHuX Haemophilus influenzae tuny b.

4K i Ipy 3acTOCYBaHHI IHIINX BaKLWH, MOXKHAa OYIKyBaTH, L0 y NAL€HTIB, IKi OTPUMYIOTh
iMyHOCYyTIpecuBHY Tepariio, abo naiieHTiB 3 iMyHOmepinuTOM MOXKe OyTH He HOCSATHYTa agekKBaTHa
iMyHHa BifTIOBigb Ha ofguH abo0 KillbKa aHTUTE€HiB BaKLKHU.

Oco0/1MBOCTi 3aCTOCYBaHHSI.

BinmoBimHO 0o cTaHmapTiB MEOUWYHOI TPAaKTUKU, PEKOMEHIO0BAHO Iepe] IeTIeHHsIM 30upaTu
aHaMHe3 MallieHTa (0Co0IKBO I00 HAsIBHOCTI HACIIKIB MOMEPEeIHbOTO IIEITeHHS i MOXKIIMBOTO
BUHUKHEHHS MOGIYHUX peakiliii) i TpoBOOUTH MeOUYHUH OTJISA.

Hi 3a ssikux 06cmaeuH eakuuHy IHOPAHPHUKC™ IIIB He modicHa eeodumu
8HYMPiWHbLOCYOUHHO.

Axmo 6ynp-sfiKa 3 HuK4Ye3a3HaueHUX MOAiM TPaIIIeThCI ¥ YaCOBOMY 3B’SI3KYy 3 BBeIEHHIM BaKLWHU,
10 MicTuTh DTP-KOMITIOHEHTH, pillleHHS 00 HAaCTYIIHOI 03U BaKIMHY, SKa MiCTUTh KalllTIOKOBUM
KOMIIOHEHT, IOBUHHO OyTH peTenbHO o0MipKoBaHe. MoxyTh 6yT 06CTaBUHM, TaKi SK BUCOKa
3aXBOPIOBAHICTH Ha KAIIIOK, i IOTEHITIMHA KOPUCTh IepeBakae MOXKIIMBUY PU3UK, 30KPEMA,
OCKIiJIbKH 11i TIOfil He MOB’sI3aHi 3 TPUBAIIMMU YCKIagHEHHSIMU. BiAoBigHO 0 HasBHUX KITiHIYHUX
[aHUX, CIiBBiIHOIIEHHS PU3UKY i IOTEHIiNHOI KOPUCTI A7 6e3KIIITHHHUX KAIJIIOKOBUX BaKIIUH €
KpaIluM, HiX CIiBBiTHOIIEHHS PU3UKY i MOTEHIINHOI KOPUCTI OJIs UiTbHOKJIITUHHUX KAITIOKOBUX
BakIMH. HuXX4ye3a3HaueHi peakilil paHille po3rnsganucs K MPOTUIIOKa3aHHA A1 BBegeHHS DTPw
BaKIVH (IIiITbHOKJIITUHHUX) i 3apa3 MOXKYTh PO3TIIAaTUCA K peakllil, TPy SKUX BaKIUHY CITifJ
IpHU3HAYaTH 3 00epekKHiCTIO:

temnepatypa = 40,0 °C npotsirom 48 roguH micis BaKIMHAIlil, He [I0B’si3aHa 3 iHIINMHU
IMpUYHHAMHY, SIKi MOXKHa BCTaHOBUTH;

KoJtamc a0o moKomomiOHuH CcTaH (TiIOTOHIYHO-TIMOPEeCIOHCUBHUM €Mi30M) MPoTIrom 48
TONUH IIiCIA BaKIIMHAIIII;

m1a4 ab0 KPUK, 110 He MPUIHUHSIETHCS i SKUH HEMOKJIMBO 3aCIIOKOITH, TPHUBAE 3 3 TOMIUH,
CIIOCTepiraeThCs MPoOTAroM 48 roguH miciis BaKIIMHAIIil;

CyIOMHM 3 IMXOMaHKOI0 ab0 6e3 Hel, 1110 MaloTh MicClle TPOTIroM 3 OHIB IIic/s BaKIMHALI.

Y pmiTeii 3 mporpecyr04YMMU HEBPOJIOTIYHUMHU IIOPYIIEHHSIMY, BKITI0Yal0YX iH(paHTUIbHI CIIa3MH,
HEKOHTPOJIbOBaHY elrijiernciio abo mporpecyouy eHnedanomnariio, Kpallle BifKIacTi iMyHi3allilo MPOTH
KaumioKy (Pa-anemonapHuil KallTIOKOBUM KOMIIOHEHT, PW-IITbHOK/TITUHHUN KaIITIOKOBUI
KOMIIOHEHT) [0 MTOKpalllaHHsg abo crabinmizanii crany. OfHaK pillleHHS PO 3aCTOCYBaHHS KaIlTI0OKOBO1



BaKLWHU CJIiJ IpUMMaTH Ha iHOUBiAyabHil OCHOBI IiC/IS peTeIbHOI OI[iIHKY MOXKJIMBUX PU3UKIB Ta
nepesar.

HasiBHiCTh B aHaMHe3i IemnieHoro GeOpuIbHUX CYI0oM, Y POOUHI - CYIOMHUX HallafliB, CHHAPOMY
PaIToBOI CMEPTi HEMOBIISAT, i HAsIBHICTh MOOIYHUX peakuii miciis BBemeHHs DTP i/abo IPV BakuuH He
€ IPOTUIIOKa3aHHIM.

[adexkis, BuknrKana BipycoM imyHopedinuty mogusu (BIJT) He € mpoTUnOKa3aHHAM.

OuikyBaHa iMyHOJIOTiYHa BifTIOBiIb MOXKe HE OOCATATUCS ITiC/Ig BaKLMHALI MMallieHTiB 3
iMyHOmedillMTOM, HallpUKJIIaA, Malli€HTIiB, SKi 3HaXOASAThCS Ha JIIKyBaHHI iMyHOCYIIPECUBHUMU
IpernapaTaMu.

4K i micns BBeOeHHS BCiX iH'€KUIMHMUX BaKIMH, IOTPiOHO 3a0e3meynTy BifMOBIAHY MeIUYHY
OOMOMOTY Ta HarIsA[ y BUMAAKy BUHUKHEHHS PiAKICHUX aHa(iIaKTUYHUX peakii. ToMy malieHTH
OBUHHI OyTH 1im HarnsgoMm He MeHIle 30 XBUJIMH IIiCJIsT BaKIMHAIII.

[HOAHPUKC™ IIIB MiCTUTH CHIifOBI KiIbKOCTI HEOMILIMHY 1 ITOJIMIKCHUHY. BaKIHy He CIIif
3aCTOCOBYBATH Y IAIiEHTIB 3 BifOMOIO TiepuyTAXBICTIO J0 OyAb-IKOT0 3 WX aHTUOIOTHKIB.

4K i gns BCiX BaKUKH A7g npodinakTuky audTepil, mpasis i Kauuioka, Bakiquay IHOAHPUKC™ ITIB
CJIifi BBOOUTH IMMO0KO BHYTPIIIHEOM S30BO.

Baknuny IHOAHPUKC™ ITIB crig npu3HayaT 3 00epexkHicTI0O ocofaM i3 TpoMGoIuTOoneHien abo
NIOPYIIeHHSAMH 3TrOPTaHHS KPOBi, OCKiIbKY MIPU BHYTPIIIHHOM I30BOMY BBEIEHHI y TaKuUX 0Ci6 MOXKYTh
MaTH MicIie KpOBOTEUi.

Bakuuny IHOAHPUKC™ IT1B He MOXKHa 3MillyBaTH 3 iHIIKMMY BaKIIMHAMU B OGHOMY ¥ TOMY X
LITTPULII.

[Tpu npu3HaveHHi MepBUHHOI iMyHi3allil Ay>Ke IepegYacHO HapooKeHNM HeMOBJIgTaM (paHimre 28
TUKHIB recTalil) CIif MaTy Ha yBa3i MOTEHUIWHUM PU3UK PO3BUTKY y HUX allHOE Ta HEOOXigHICTh
KOHTPOJTIO 3a AUXaJIbHOI PYHKITEIO ITPOoTSIroM 48-72 ToguH micis BaKI[MHAIi, 0CO0IMBO Y BUIAKY,
SIKIII0O HEMOBJIA Ma€ B aHaMHe31 HEJOPO3BUTOK AUXaJIbHOI cucTeMU. OCKiNIbKYM KOPUCTh BaKLIMHALL y
ITi€l TPYIU HEMOBJIAT € BUCOKOIO, Bifl BaKIMHALllii He CITif BigMOBNISTHCH a0 i 3aTPpUMYBaTH.

Cunkore (00MOPOK) M0OKe BUHMKHYTH IIiff 4ac abo panimre Oymb-sKoil iH’€KIIifHOI BaKI[MHAL, STK
IICUXOTeHHAa Peakllis Ha iH'eKIIiio ToJIKoi0. BakirHallio Heo0XiqHO IPOBOAKUTH TiJIbKHU B IOJIOKEHHI
BaKIMHOBAHOTO CUASYH a0o0 Jiexkayuy, Ta 3aJIUIIayy 10ro B TOMY X I0JI0KeHH] (cupgsgyu abo
7exadyu) IPoTsAroM 15 XBUJIMH TiC/Is BaKIMHALIL A1 MOTepeKeHHS PU3UKY HOT0 TpaBMaTH3allil.

Lle#t mikapcbku# 3aci6 MictTuth MeHIIe 1 Mmonb (23 Mr)/mo3y HaTpiio, TOOTO MPaKTUYHO BiTbHUM Bif
HaTpIi.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

Ockinbku BaknmHa IHOAHPUKC™ IT1B He npu3HadyeHa A7 3aCTOCYBaHHS Y AOPOCIMX, AaHi Ipo
0e3meKy 3aCTOCYBaHHS BaKIIMHU B Iepiof BariTHOCTI a0 nmakTamii y moaei Ta HamexHi
PENpOAYKTUBHI AOCHIAXKEHHS Ha TBapXHAX BiCYTHI.

30amuicme enaueamu Ha weudKicmov peakuii npu KkepyeaHHi asmompaHcnopmom adoo



iHwumMu MmexaHizmamu

He cTocyeThscsa maHOl rpymu.

Cnocid 3acmocyeaHHsi ma do3u.
Llo3ysaHHA.

OpHa iMyHi3yr0o4a f03a BaKIUHU CTaHOBUTH 0,5 MJI. PekxuM mepBHMHHOI BaKI[MHAIlil CKIaJa€eThCS 3
TPHOX [03 Ha MEePIIOMY POLi KHUTTS i MOXKe MOYUHATHUCA 3 BiKy Bif 2 MicAmiB. Mix mOCIiAyI0OUnMU
[03aMU CJIil JOTPUMYyBaTUCS iIHTepBaly He MeHIle 1 Micans.

[Ticns 3aBepleHHS peXKUMY ITIePBUHHOI BaKI[MHAIlil CJTif BUTPUMaTH iHTEepBal He MeHIle 6 MicsIliB
IJ1st BBeleHHs OycTepHOl fo3u. KiniHiuHi faHi, CTOCOBHO BUKOPHCTAHHS IIi€] BAKI[MHU y BUTIISAAL
OycTepHol mo3u Oynu oTpuMaHi Ans gited BikoM mo 13 pokis.

[TepBuHHY Ta OyCTepHY BaKIMHAIil0 He0OXiTHO TPOBOAUTH BiATIOBIOHO J0 OQilliiHAX peKOMeHalii y
KOXKHil KpalHi.

Cnocib 3acmocy8aHHs.

Baknuaa IHOAHPUKC™ IITIB mpu3HadeHa [ IMuO0KOro BHYTPIIHBOM 30BOT0 BBeieHH. [[71s

HEMOBJISIT IIepeBaKHUM MiCIIEM iH'€KIIi] € TepeqHb0-00KOBA [iITHKA CTETHA; Y JiTel OiNbIl CTapiIioro
BiKYy BaKIIMHY CJIii BBOOUTH Y AeIbTOBUAHUN M’'g3 IJIeda.

Hi 3a sixux o6ctaBuH BakuuHy IHOAHPHUKC™ II1B He MOXHa BBOOUTH BHYTPIIIHbOCYIUHHO.
Koxny HacTynHy f03y 0akaHO BBOLUTH B iHINYy OiISHKY Tina.

Baknuny IHOAHPUKC™ ITIB crip npu3HayaT 3 00epexkHicTI0 ocofaM i3 TpoMOGoIuTONEHi€ abo
IIOPYIIeHHSMH 3rOPTaHHS KPOBi, OCKIIbKY NPU BHYTPIIIHHOM I30BOMY BBEIEHHI y TaKUX 0Ci0 MOXKYTh
MaTH MicIie KpoBoTedi. MicIle iH’€KIIil Cif MillTHO TPUTHUCHYTH (HE PO3THpaloy) Ha He MEHIIe Hixk
IOBi XBUJIUHU.

[HCmpyKUuis 3 BUKOPUCMUAHHSA 8AKUUHU.

Baknuna IHOAHPUKC™ ITIB - 6iyla MyTHa CyCIieH3is B IIOTIepegHbO 3all0BHEHOMY Impuitii. [1pu
36epiraHHi MoXKe crocTepiratucs 6inuit ocan Ta mpo3opuii 6e36apBHMiL cynepHaTaHT. Lle He €
03HAaKOI0 IIOTIPIIEeHHS SIKOCTi BAaKIMHU.

[HOAHPUKC™ IIIB nepep BBeOeHHAM HEOOXiIHO MePeBipUTH Bi3yabHO Ha HASIBHICTh OyIb-IKUX
CTOPOHHIX JOMiIIOK i/a60 BimxuneHHs Gi3UYHUX BIIACTUBOCTEMH. Y BUIMAMKY, SKIIO OyIb-1110 3
IIepepaxoBaHOr0 CIIOCTEPIraeThCs, BAKIMHY HE BUKOPUCTOBYBATH.

Ockinbku npu 30epiraHHi BakIIMHY MOXKe yTBOpIOBaTuCs Oinuit ocan, cycnensito IHOAHPUKC™ ITIB
nepel BUKOPUCTAHHSM CJIifi oOpe CTPYCUTH.

Bynb-siKuit HEBUKOPUCTAHUM MTpernapaT abo BigxogHi MaTepiany mMOTPiOHO 3HUIIUTH 3TiTHO 3
BUMOTaMU YMHHMX B YKpaiHi HOPMaTHBHO-IIPAaBOBUX aKTiB.



Himu. Bakuuaa [HOAHPUKC™ II1B 3aCTOCOBYETHCS AITSAM BiKOM Bif 2 MiCAIIiB.

Ilepedo3yeaHHsi.

3a maHUMU ITOCTMapKEeTUHTOBOT0 HaTIsAAy Oy/u MOBiIOMIEHHS PO BUIAOKK IIepeio3yBaHHs.
[To6iuHi peaxiiii, y pa3i ix BAHUKHEHHS IIPU LIbOMY, He Maju crieludivyHoro xapakrepy, aue 0ymu
aHaJIOTIYHUMHU TUM NOOIYHUM peakUisaM, sSIKi BUHMKAIX [IPY 3BUYaNHIN BaKIMHAII1.

IMo6iuni peakirii.

HaseneHi naHi, oTpuMaHi K y KJIIHIYHUX OOCIIIIXEHHAX, TaK 1 3a JaHUMU I0CTMapKETUHT0BOTO
Harisamy.

KniHiyHi 0ocaidxceHHA: HaBefleHa HUXKYe CYKYIIHICTh MapaMeTpiB 6e3mneku 6a3yeThCsl Ha NaHUX,
OTPUMaHUX NpHU iMyHizawii 6ibir HixK 2200 maIfieHTiB.

4K i y Bunmagky 3 BakiuHoi DTPa Ta koMOiHOBaHMMH BaKIIMHAMH, 110 MicTsiTh DTPa, moBimoMsiu
po 30ibIIeHHS YaCTOTH MICI[eBUX peaklIliii Ta IMXOMaHKHU Iicyis 0yCTepHOl BaKLIMHAIIi1
[HOAHPUKC™IIIB nopiBHSHO 3 IEPBUHHUM KYPCOM.

KniHiyHi nodii BU3HAYeHi 3 HACMYNHO YaCcmomor Had 00HY 003Y:

Ilyxe 4dacTi: 31/10

Yacri: 31/100 Ta <1/10
Heuacri: 31/1000 Ta <1/100
[MToopuHOKiI: 31/10000 Ta <1/1000
PipxicHi: <1/10000

[MopyiieHHS KPOBOHOCHOI Ta TiMbaTUYHOI CUCTEMU

IooduHoki: mimdpameHonaTist'.

[NopyuieHHs 3 60Ky 00MiHY PEYOBHH Ta XapYyBaHHS

Iyotce yacmi: BTpaTa aneTury.

[IcuxivyHi po3namu

Ilyoce yacmi: OpaTiBIUBICTh, HEHOPMaIbHUM I1J1a4, HECIIOKIM.

[MopyieHHs GYHKINI HEPBOBOI CHCTEMMU

Lyoice wacmi: TONOBHUU 6inp' (v mexkax BiKy Biff 6 10 13 pOKiB), COHIUBICTE.

[opylieHHS OWXaHHS, OPraHiB TPYIHOI IOPOXKHUHU Ta CEPEeNOCTiHHS

ITooOuHoKi: Kammens’, 6pOHXIT’.



[TopylleHHS MITYHKOBO-KUIIIKOBOTO TPAKTY

Yacmi: HyfoTa', 670BaHH, giapes.

[NopyiieHHs QYHKINI MKipKH Ta TigMKipHUX TKAHUH

Heuacmi: anepriyuuy gepMaTHUT.

IToo0OUHOKI: KPOTIMB' THKA, BUCHIKA" .

3arasbHi po3yiafy Ta peakiil y Miciii iH’eKIIil

Lyoce wacmi: nuxomanka (= 38,0 °C), 6inb, mouepBOHiIHHSA, HaOpSK B MicIi iH'eknii (< 50 MM).

Yacmi: HabpsK B Michi in’exmii ( > 50 MM*), He3myKaHHA', peakIii B MicIji iH’ €Ki, BKIoYa0du
VIIiJIbHEHHS, aCTeHid.

Heyvacmi: pudy3uui HaOpsK KiHIIBKH, B IKy 3p00JIeH0 iH'€K1Ii0, iHO/i 0XOIITIOI0YY IPUIIEeTTIAN
cyrmno6*

muxoManka® (> 39,5 °C).

LlaHi nocmMapKkemuH208020 Ha2450Y

[TopylieHHS KPOBOHOCHOI Ta NiMGaTUYHOI CUCTEMU

TpoMGonuTOneHis’.

[TopyuieHHs 3 O0KY iMyHHOI CUCTEMHU

AneprivHi peaxkunii (Bkmouatoun aHadinakTuuHi’ Ta aHadinakToinHI peaxiiii).
[opyineHHs GYHKINI HEPBOBOL CHCTEMHU

Komamnc a6o mokomnomiOHu cTaH (TimOTOHIYHO-TiMOPeCIIOHCHBHI emi3onu), cygomu (3 abo 6e3
JIMXOMAHKH) MPOTATOM 2-3 OHIB IiCJIsT BAKIMHAIIil.

[opyllleHHS OUXaHHSA, OPraHiB TPYIHOI MOPOXKHWHYU Ta CEPEOOCTIiHHSA

Amnoe® (guB. po3nin «Oco6IUBOCTI 3aCTOCYBAHHS»).

[NopymieHHs 3 00Ky IIKipHU Ta MigMKIiPHUX TKAHUH

CBep6ix, aHTIOHEBPOTHYHUIT HaOPSIK .

3aranbHi po3Nafy Ta Peakiiil y Micli iH’eKITil

Hudy3uuit HabpsK iH'€KOBAHOI KiHI[IBKM, BE3UKYJIU B MiCIli BBe[I€HHS.
' CnocTepiranucs nume opy 6ycTepHil BaKIMHAIIII.

* Crioctepiranuces 3 DTPa BakuuHaMu, BUpoOHULITBa KoMmaHii GSK.

’ CocTepiranocsk HeyacTo mpu GyCTepHil BaKIMHAIIl.



'V piTeii, skuM OynIy BBeMleHi IIEPBUHHI 03X aLleII0IIPHOI BAKIMHY I TPO(iIaKTUKH KaIUTIOKa,
MMOBIDHICTh BUHUKHEHHS peaklliil y BUTTIAl HabpaKy mmicisa BBeJeHHS OycTepHol fo3u, Oiibia y
MIOPiBHSHHI i3 TAKMMH, 110 OTPUMaIH IiTbHOK/TITUHHI BaKIIUHU AJIS MPOGiTaKTUKY KalIllJIIOKY.
Micuesu#t Habpsk (> 50 MM ) Ta gudy3HUN HAOPSK MOXKe BUHUKATH YacTille (OyKe 4acTo Ta 4acTo
BiATIOBigHO) iHOMI OXOIITIOI0YY TIPUJIETIINIM CYyTI00, SIKIo OycTepHa [03a BBOOUTHLCS Y Billi 4 - 6 pOKiB.
L1i peakiiii MUHAIOTh ¥ cepefHbOMY depes 4 mHi.

® CrocTepiranock 4acTo npy GyCTepHill BaKIMHALII.

® Coctepiranuce npu BaknuHanii D Ta T BaKI@HAMY.

3BiTHICTB PO MOGIYHI peakKiii.

[ToBimomieHHs Ipo MOo6iYHI peakilil y mepiof micyisg peecTpaliil J1iKapChbKOTo 3ac00y € BaXKIMBUM
3axonoM. Ile mo3Bonsie 3piicHIOBaTU O€3MEPEPBHUN MOHITOPUHT CIiBBiIHOIIEHHSI «KOPUCTH/PU3UK»
IIPY 3aCTOCYBaHHI JAHOT0 JIIKapChKOTO 3aco0y. MeguyHUM IpalliBHUKaM HeoOXimHO MOBiIOMIISATH IIPO
Oynmb-siKi mobiyHi peakiii 3a TOIIOMOI0l0 CHCTEMH ITOBiOMIIEHD PO N00iYHi peakiii B YkpaiHi.

TepMmin npugaTHOCTi. 3 POKHU.

YMoBu 30epiranHsi.
36epiratu npu Temmepartypi Big 2 mo 8 °C.
3axumary Bif cBiTna. 36epiraté y HEIOCTYIHOMY [JIsl OiTeN MicCIii.

He 3amopoxyBaTu. He BukopuctoByBaTH, sikio BakuuHa IHOAHPUKC™ II1B Gyna 3aMopoxXeHa.

HecymicHicmob. Yepes BiICYTHICTh AOCTIgXKEHb CYMICHOCTI, BaKLIMHY He CJIifi 3MIlIyBaTH 3 iHIIKUMHA
JiKapChKUMU 3ac0baMu.

VYnakoBka. Cycnen3is g in’ekuiv no 0,5 MJI y IonepefHb0 3all0BHEHUX OOHOPA30BuX wnpuiax Ne
1 ta Ne 10 y KoMn€eKTi 3 ronko. ['oyika Ta monepegHbO 3allOBHEHUY IIIPUL TePMETUYHO 3anaKoBaHi
y TJIaCTUKOBUM KOHTEMHED Ta BKJIafieHi B KapTOHHY KOPOOKY.

Kareropis Bigmycky. 3a perenTtom.

BupoOHHUK.

I'makcoCwmitKnaun Bionogxikan3 C.A., bensris / GlaxoSmithKline Biologicals S.A., Belgium.



Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBAJKeHHsI JisIbHOCTI.

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



