IHCTPYKUIA
ANS1 MeMYHOI0 3aCTOCYBaHHS JTIKaPCbKOro 3acoby
(MeguyHoro imyHobionoriyHoro npenapary)

IHPAHPUKC™ B
Kom6iHoBaHa BaKUUHa 4719 NpodiNnakTuKy audTepii, NpasLs, Kawioka (aLentonsapHUiA KOMNOHEHT) Ta nofiomieniTy

Cknap;
OpnHa fo3a BakumHu (0,5 M) MiCTUTB:
[io4i peyoBuHu:

ANTEPiiHMIA aHaTOKCUHL - He MeHLwe 30 MO (25 Lf);
MpaBLEeBMiA aHaTOKCUHL - He MeHLwe 40 MO (10 Lf);
Bordetella KaLLtoKoBi aHTUTEHW:

KaLL/MtOKOBUIA aHaTOKCUHL - 25 MKT;

HUTYaCTWIA remaroTUHIHL - 25 VKT,

nepTakTuHl - 8 MKT;

Bipycu nonioMieniTy (iIHaKTMBOBaHI):

TN 1 (wtam Mahoney) 2

Tvn 2 (wtam MEF-1) 2

TMn 3 (WTam Saukett) 2

1 azicopboBaHwii Ha anoMiHilo rigpokeugi, rigpaTosanuin Al(OH)3

40 D-aHTUTEHHUX OAVHULb;
8 D-aHTUreHHUX OAVNHULb;
32 D-aHTUreHHI OgNHNL.
0,5 mr AI3*

2 PO3MHO>KEHi Ha KNiTuHax Vero
[loNOMI>KHi peUYOBMHIN: HATPIKO XNOpWA, atoMiHil (y hopMi coneid), cepegosuile 199 Ta Boga Ans iH’eKuii.

Nikapcbka thopma. CycneHsis ans iH’ekuin.
OCHOBHI (pi3nKO-xiMiyHi BnacTuBoCTI: BakumHa IHOPAHPUKC™ IMNB - 6ina MmyTHa cycneHsis. Mpu 36epiraHHi Moxe cnoctepiratmucs 6innin ocag Ta 6e36apBHWiA
CynepHaTaHT. Lle He € 03HaKOH NOTipLUEHHS SKOCTI.

dapmakoTepaneBTUYHa rpyna. KombiHoBaHi 6akTepiasibHi Ta BipyCHI BaKLMHMW.
Kog ATX JO7C A02.

IMyHONOriyHi i 6ionorivyHi BNacTUBOCTI

dapmakoHamika

IMyHHa BianoBiab Ha DT (AndTepinHNA Ta NPaBLEBUIA) KOMMOHEHTW:

Uepes 0gnH MicALb Micnsa Kypcy NepBMHHOT BaKLMHaLT 6inbLue HiXX 99% HemMoBNAT, BakUmMHoBaHUX IHDAHPUKC™ IMB, manu Tutpun aHtuTin 3 0,1 MO/™Mn, Sk ans
aHTWUreHiB npaBsus, Tak | 4Na aHTUreHIB gudTepit.




[Micna BBefileHHA 6ycTepHOI 403K BakUHU IHOAHPUKC™ IMB 6inblie HixX 99,5% aitelt mann Tutpy aHTuTin 3 0,1 MO/Mn ans 060X aHTUTEHIB.

IMyHHa BianoBiab Ha Pa (aLentonsapHniA KallitoKOBUIN) KOMNOHEHT

Uepes oguH micaub nicna 3-4030BOro Kypcy nepBuHHOT BakuuHauii IHOAHPUKC™ IMNB 100% HeMOBAAT 6y CePONO3UTUBHUMM 3a TPbOMa Kall/THOKOBMMMU
KomnoHeHTamu (PT, FHA, nepTakTuH) i 3arasibHi piBHI BiZNOBIAI HA KOXEH i3 TPbOX OKPEMUX KALLIFOKOBMX aHTUTeHIB O6ynn 3 94%.

BycTepHy BiAMNOBiAb NPOTY KaLLHOKOBUX aHTUTEHIB CMOCTEPIranv y nepeBaxHOT 6i/bLLIOCTI BaKLMHOBaHWX; HYXKYI PiBHI BIAMOBIAI criocTepirany y AOCNILKEHHSX,
[ie PiBHI aHTUTIN 6yNIX BUCOKMMM [0 BaKUMHaLii. YCiocobu 6ynm ceporno3uTUBHUMM Yepe3 OAMH MicsLb Nicns BBEAEHHS L€l A03N.

3axucHa edeKTUBHICTbL Pa (aLeonspHOro KalloKoBOro) KOMNOHeHTa

OCKinbKK1 iMyHHa BiAMnoBiAb Ha KalLIOKOBI aHTUreHn nicns BeeAeHHs BakuMHU IHOAHPWKC™ IMB € ekBiBa/leHTHOI TaKili BignoBigi Npy BBeAEHHI BaKLMHM
IHOPAHPNKC™, MOXHa NpMnyCcTUTH, LLLO 3aXUCHa e(heKTUBHICTb UUX ABOX BaKLMH TaKOX 6y/e eKBiBa/IEHTHOIO.

EnigemionorivyHnii 3axuct DTPa-KOMNOHEHTY NPOTK TUMOBOI0 3aXBOPHOBAHHA Ha KalU/OK, SiK inoro BusHadae BOO3 (3 21 AeHb NapoKCM3MaibHOro Kaluk) 6yna
NPOAEeMOHCTPOBaHa B:

- NPOCNEKTUBHOMY “CiNOMy” [OCNIIXEHHI CIMEMHWUX KOHTaKTIB, MpoBeAeHoMy B HiMeuuuHi (3, 4, 5 MicauHui rpadik BakumHaL). basytounchk Ha gaHux, 3ibpaHmx
i3 BTOPMHHMX KOHTAKTIB Y CiM’5X, B IKMX CNOCTepiraBcs iHAEKCHW BUNAZ0K TUMOBOMO KaLLMOKY, 3aXMCHa eIeKTUBHICTb BaKLMHY CKnagana 88,7%;

- CMOHCOBaHOMY HaujioHanbHUM [HCTUTYTOM 340POB’St AOCAIMKEHHI eeKTUBHOCTI, nposeaeHomy B ITanii (2, 4, 6 MicauHMIA rpadik), B SKOMY e(eKTUBHICTb
BaKLMHN cknana 84%. MNpu nofasibLLIOMy CNOCTEPEXEHHI 3a LLIEH X KOropToro 6ya nigTBepiKeHa eeKTUBHICTb BaKUMHW 40 4-pIYHOTO BiKY BK/TKOUHO.

IMyHHa BiANoBiAb HA KOMNOHeHT IPV (IHakTVMBOBaHa BaKUMHA AN NPODiNaKTUKM MOMIOMIENITY):

Uepe3 ofMH MicsAUb NiCNs NepBMHHOI BaKUMHALiT 3arasibHa CEPOMNO3UTUBHICTb 15 KOXHOr0 3 TPbOX CepoTuniB BipyciB noniomienity (tunu 1, 2, 3) ctaHoBuna 3
99,5%.

MMicns BBeAeHHs O6ycTepHoi fo3u BakumHU IHPAHPUKC™ ITB 100% giteid 6ynn cepono3MTUBHUMI AJ1 TPbOX CEPOTUMIB BIPYCIB NONIOMIENITY.

BycTepHa BakUMHaLif BUK/IMKAE NOMITHE 301/IbLUEHHSA PIBHIB aHTUTIN Y NMOPIBHAHHI 3 BEIMUMHAMM, AKi CNOCTEPIrann L0 BBEAEHHS OYCTEPHOT 403M.
PapmakokKiHeTuKa

OuiHKa hapmMaKoKiHETUYHIX BNACTUBOCTEN He € 060B’A3KOBOKD /15 BaKLMH.

KniHIYHI XapaKTePUCTUKWN.

Noka3aHHA.

BakunHa IHOPAHPUKC™ ITB noka3aHa A/19 akTUBHOT NePBUHHOT iMyHi3aLiT NpoTy AndTepii, NpaBus, Kal/IoKy i NoMioMIeniTy y AiTel BiKOM Bif, 2 MicsL,iB.
BakumHa IHO®PAHPUKC™ IMNB nokasaHa TakoX Yy BUrNsA4il OycTepHOI (peBakuUMHYOYOI) 031 A4N1s AiTeld, AKi paHile OoTpuMMain BakUMHauilo NpoTn audgTepil,
npasug, Kawsoky (DTP) i noniomienity.

LLLenneHHA fiTel Ha TepuTopIT YKpaiHWU 34iINCHI0ETLCA 3rigHO 3 BUMOramu fitoumnx Hakasis MO3 YKpaiHu LWofo npoBeAeHHS NPOdiNaKTUYHNX LWeNneHb.

MpoTMNoKasaHHS.

BakunHy IHOAHPUKC™ IT1B He cnif npy3Hayaty ocobam 3 BifJOMOK TinepyyTInBICTIO J0 OY/[b-AKOro KOMMOHEHTA BaKUMHK (B T. Y. 0 HEOMILUHY, NONIMIKCUHY
abo (opmanbperigy) abo ocobam, y AKMX CNoOCTepirainMcb O3HaKW rinepyyTIMBOCTI NiCNs NonepefHbLOro BBEAEHHS BakKUMH AN NPoMiNakTUKK AndTepii, npasug,
KaLLIoOKa, ab0 IHAKTMBOBAHWX BaKUMH 415 MPOMINaKTUKN NONIOMIENITY.

BakunHa IHOAHPUKC™ ITNB npoTunokasaHa, AKWO B aHaMHe3i Y AUTUHK Byna eHuedanonatis HeBi4OMOT eTIoNOoril, Wo Mana Miclue B mMexax 7 AHIB nicns
nonepeaHbOro LLEeneHHs BaKLMHOH, WO MICTUIA KalLTHOKOBUIA KOMMOHEHT.

3a umx 06CTaBUH BaKUMHALiO NPOTU KAaLNOKY CAiA NPUMUHUTK | KypC BakuMHauiT Cnif NPOAOBXUTY BakUMHAMW AN NPOGINakTUKU AugTepii, npasBus Ta



IHAaKTNBOBAHOK NOMIOMIENITHOK BaKLIMHOIO.

AK i y BUNagKy 3 iHWWMK BaKLMHaMu, 3aCTocyBaHHs BakuMHM IHOAHPVKC™ IT1B nauieHTam 3 roCTPMM 3aXBOPHOBAHHAM, O CYNPOBOMAXKYETHCA IMXOMAHKOLO,
cnig Bigknactu. HasBHICTb HE3HAYHOI IH(EKLIT HE € MPOTUMNOKA3aHHAM.

OcobnmBi 3axoam 6e3rneKun.
Byab-AKWii HEBUKOPUCTaHWIA Npenapat abo Bigxoau HeobXigHO YTuNi3yBaTy Bi4NOBIAHO 40 BUMOT YMHHUX B YKpaiHi HOPMATUBHO-MPaBOBMX aKTiB.

B3aemogis 3 iHLLMMM NiKapCbKMMK 3acobamu Ta iHLWWI BUAW B3aEMO/AIN.

3aranbHOMPUIAHATOK NPaKTUKOK NPW BaKUMHaLIT AiTed € OfHOYaCHe 3aCTOCYBaHHS PI3HMX BaKUMH NPOTArOM OAHIET Cecil BakuMHaLil, B XOAi AKOT iH'EKUiHI
BaKLMHW 3aBX/AN MatOTb BBOAUTMUCH B Pi3HI iH'EKLiVHI AiNSHKM Tina.

BakymHy IHOAHPNKC™ IT1B mMo)KHa BBOAMTM OAHOYACHO 3 BaKLMHaMK Ans NPOgiNakTUKK Kopy, enifgeMiyHoro napoTuTy, KpacHyXu, BITPSHOT BicnK, renatnty B i
BaKLMHOI AnA NPoMiNaKTUKy 3aXBOPHOBaHb, BUKNMKaHux Haemophilus influenzae tuny b.

AK | Npy 3aCTOCYBaHHI IHLLIMX BaKLWH, MOXHa O4iKyBaTW, L0 Y NaLieHTIB, AKI OTPUMYIOTb IMYyHOCYNpPeCcHBHY Tepanito, abo nauieHTIiB 3 IMyHOAe(ILMTOM MOXe BYTH
He AocsirHyTa afekBaTHa iMyHHa BinoBifb Ha O[MH ab0 KiflbKa aHTUIEeHIB BaKLMHMW.

Oco061m1BOCTI 3aCTOCYBaHHSA.

BignoBigHO [0 CTaHZapTiB MeAUYHOI NPaKTUKW, PEeKOMEeHA0BAHO nepef LenseHHAM 36upaTy aHaMHe3 nauieHTa (0c06/MBO LIOAO HAABHOCTI HacnifKiB
nonepeaHbOro LWEeneHHs i MOXX/IMBOIO BUHUKHEHHSA MNOGIYHUX peakLiii) i NPOBOAUTI MeLUYHWIA OT NISIA.

Hi 3a aknx 06¢cTasmH BakunHy IHOPAHPUKC™ IT1B He MO>KHa BBOAUT U BHY T PiLLIHLOCYAVHHO.

AKLLO OY/fb-AKa 3 HUKYe3a3HauYeHNX NOAiM TpanaseTbCa y YaCOBOMY 3B’A3KY 3 BBEAEHHAM BaKLMHW, WO MiCTUTb DTP-KOMMNOHEHTW, PiLLEHHS W00 HACTYNHOT A03K
BaKLMHW, iKa MICTUTb KalLL/IIOKOBUIA KOMMOHEHT, MOBUHHO 6YTW peTesibHO 06MipkoBaHe. MoXyTb 6yTv 06CTaBUHM, TaKi SIK BUCOKA 3aXBOPIOBAHICTb Ha KALLUJIIOK, |
NOTeHLiiHA KOPUCTb NepeBaXkae MOXK/IMBUM PU3NK, 30KPeMa, OCKINIbKN Lji NMoAii He NOoB’s3aHi 3 TPUBAIMMWN YCKIaAHEHHAMW. BignoBigHO [0 HasABHUX KNIHIYHUX
[aHnX, CMiBBIAHOLIEHHS PU3MKY i NOTEHLIAHOT KOPUCTI ANs 6e3KNITUHHMX KaluFOKOBMX BaKLUMH € KPaLLMM, HiX CNiBBIAHOLIEHHS PU3UKY | NOTEHLiIHOT KOPUCTI A5
LINbHOKMNITUHHUX KaLL/TIOKOBUX BaKLUH. Hukye3asHaueHi peakLii paHille po3rnsganuncd fK npoTunokasaHHA ana BBefeHHA DTPw BakuMH (LiSIbHOKNITUHHAX) i
3apa3 MOXYTb PO3rna4aTUCs AK peakLii, Npu AKUX BaKLUHY Cif Npyu3HayaTn 3 06epeXxHICTHO:

Temnepatypa = 40,0 °C npotarom 48 roavH nicns BakuMHaLii, He NoB’A3aHa 3 IHWUMW NpUYMHaMK, AKi MOXXHa BCTaHOBUTMU;

Konanc abo LWOoKoNoAibHMIA cTaH (FiN0TOHIYHO-TiNOPECNOHCMBHUIA eNi3oA) NPOTAroM 48 roAvH Nicns BakUMHaUii;

rnnay abo KpuK, L0 He NPUMUHSAETLCA | AKUIA HEMOXX/IMBO 3aCNOKOITU, TPMBAE 3 3 roAMH, COCTePiracTbCs NPOTAroM 48 roAuH nicns BakUMHaLT;

CYJ0MM 3 IMXOMaHKO ab0 6e3 Hel, L0 MatoTb MicLie NPOTArom 3 AHIB Nic/s BaKUMHaLl.

Y [iTel 3 NpPOrpecytoyMMn HEBPOMOTIYHUMK MNOPYLUEHHSMKM, BK/OYaOuM iH(aHTWALHI CnasMu, HEKOHTPO/bOBaHYy enifiencito abo nporpecyrouy
eHuedhasionaTito, Kpalle BigKNacTy iMyHi3aLito NpoTy Kawsoky (Pa-auentonspHuin KalwitoKOBUIA KOMMOHEHT, PW-LiNbHOKNITUHHUIA Kal/IFOKOBUIA KOMIMOHEHT) A0
nokpalLlaHHsa abo ctabinisauii ctaHy. OfiHaK pilleHHS NPO 3aCTOCYBaHHS KalLNOKOBOI BaKUUHW CNij NPMAMAaT Ha iHAMBIAYaNbHI OCHOBI MiCNs PeTesbHOI OLiHKM
MOX/IMBMX PU3MKIB Ta Nnepesar.

HasBHICTb B aHamMHe3i LLenneHoro goebpunibHUX Cy0M, Y POLAUHI - CYLOMHUX Hanakis, CUHAPOMY panToBOi CMepPTi HEMOBJIAT, | HAABHICTb NOGIYHUX peakLin nicns
BBefleHHs DTP i/abo |PV BaKUWH He € NPOTMUMNOKa3aHHSAM.



IH(eKLif, BUKNMKaHA BIpyCOM iMyHOZeILMTY toanHN (BIJT) He € NPOTUNOKA3aHHSAM.
OuikyBaHa iMyHONorivyHa BignoBiAb MOXe He gocAratvucs nicns BakumMHauil nauieHTiB 3 iIMyHO4e(IUMTOM, HanpuKnad, NawieHTIiB, SKi 3HaX0AATbCA Ha NiKyBaHHI
IMyHOCYNpecMBHYMU Mpenaparamu.

AK i nicnsg BBEAEHHS BCiX iH’EKLiNHMX BaKLUMH, NOTPI6GHO 3a6e3neunT BigNoBiAHY MeAUYHY A0MOMOrY Ta Harnsg y BUnaaky BUHUKHEHHS PiaKICHUX
aHaiNaKTMYHUX peakuid. ToMy nauieHT NOBMHHI 6yTY Nig HarnsAom He MeHLe 30 XBUIMH MICS BaKLMHALT.

IHPAHPUKC™ [IMB MicTUTb CNifoBi KifIbKOCTI HEOMILMHY i MOMiMIKCMHY. BakumHy He cnif 3acTOCOBYBaTW Yy Maui€HTIB 3 BiOMOK TinepyyT/MBICTIO A0
Oy Ab-SIKOro3 UMx aHTUBIOTHUKIB.

AK 1 4nd BCIX BaKUMH 418 NPOMINakTUKK andptepii, npasugs i Kawwioka, BakuyHy IHGAHPVKC™ IT1B cnif BBOAUTY MIMO0KO BHYTPILLHLOM A30BO.

BakunHy IHO®AHPUKC™ IMB cnig npusHadaty 3 06epeXxHiCTo ocobam i3 TpomMOOUMTOMEeHIEld abo MOPYLUEHHSIMU 3ropTaHHA KPOBi, OCKINbKX MNpw
BHYTPILLUHbOM’130BOMY BBEIEHHI Y TaKMX OCi6 MOXYTb MaTW MiCLLe KPOBOTEM.

BakuuHy IHOAHPVKC™ ITMB He MOXHa 3MillyBaTy 3 iHLIMMW BaKLMHaAMW B OLHOMY 1 TOMY X LUMPULI.

Mpn Npu3HaYeHHI NepPBUHHOI IMYHi3aLil Ay>Xe nepeavyacHO HapoMKeHWM HemoBnsTaM (paHiwe 28 TWXKHIB rectauii) cnif MaTu Ha yBasi MOTEHUINHWUA PU3UK
PO3BUTKY Y HMUX arnHoe Ta HeoOXi4HICTb KOHTPO/IIO 3a AUXaIbHOK (DYHKLiE NPOTAroM 48-72 rofuH nicns BakymHawii, 0co6/MBo y BUNaaKy, SKLLO HEMOB/S Ma€e B
aHamHe3i HefopO3BUTOK AMXasnibHOT cucTeMu. OCKIfIbKM KOPUCTb BaKLMHaUii Y LIET rpynn HEMOBNAT € BUCOKOO, Bif, BakUMHALIT He C/ig BiAMOBAATUCH abo Ti
3aTpumyBaTy.

CuHkore (06MOpPOK) MOXe BUHUKHYTU Nif Yac abo paHille Oyab-aKoi iH’EKLiAHOT BaKLMHALIT, K NCUXOreHHa peakLis Ha iH’eKLit0 ronkoto. BakuuyHauito HeobxigHo
MPOBOANTY TifIbKN B NOMOXEHHI BaKLMHOBAHOIO C1AAYN abo nexauu, Ta 3amMLaoum Aoro B TOMY XX MONOXKEHHI (Cugsum abo nexxaun) NnpoTarom 15 XBUAUH Micns
BaKUMHaLiT 4ns nonepemkeHHs PU3MKY Oro TpaBmatm3auii.

Liei nikapcbkuii 3aci6 MiCTUTL MeHLe 1 MMosb (23 Mr)/fo3y HaTpito, TO6TO NPaKTUYHO BiNIbHUIA Bif HATPIHO.

3acTocyBaHHSA Yy nepiof BariTHOCTI abo rogyBaHHs rpyato.

Ockinbky BakuyyHa IHOAHPVIKC™ IT1B He nprsHayeHa 417 3acTOCYBaHHSA y JOPOC/IUX, AaHi MPo 6e3neKy 3acTOCyBaHHS BaKLMHM B NePiog BariTHOCTI abo flakTauii
y NoJel Ta HaeXHi penpoayKTUBHI JOCNILKEHHS HA TBapMHAX BIACYTHI.

30aTHICTb BNIMBATU Ha LLBMAKICTb peakLii Npy KepyBaHHI aBTOTPAHCNOPTOM abo iHLIMMY MexXaHi3Mmamu
He cTocyeTbCs gaHol rpynu.

Cniocib 3acTocyBaHHA Ta [03Mu.

Jlo3yBaHHs.

OfHa iMyHi3ytoya fj03a BaKUMHM CTaHOBUTL 0,5 M/1. PeXKum NepBUHHOT BaKUMHALIT CKNafaeTbCA 3 TPbOX A03 Ha MepLLIOMY POLL XUTTHA | MOXKe NOYMHATMCA 3 BIKY Bij,
2 micauis. Mix nocnigyrouvMm fo3amu cnif 4oTpuMyBaTucs iHTepBasly He MeHLue 1 micsaus.

MMicnsa 3aBepLUeHHs PeXMMy MEepPBUMHHOT BaKUMHALIT Cnif BUTPUMATKU iHTepBas He MeHLWe 6 MicAuiB 415 BBeAeHHA OycTepHO! f03u. KniHiYHI AaHi, CTOCOBHO
BUKOPUCTaHHA L€l BaKUMHW Y BATNIsiAi 6YCTEpHOT 403K Bynmn oTpuMaHi ans giteli Bikom Ao 13 pokis.

MepBUHHY Ta 6yCTepHY BaKLMHALit0 HEOOXiAHO NPOBOAUTY BIAMOBIAHO A0 OQILIAHMX peKOMeHAALIN Y KOXHIl KpaTHi.

Cnocib 3acToCyBaHHS.

BakunHa IHOPAHPUKC™ ITB npu3HadeHa Ans rAMb0KOro BHYTPILLHLOM S30BOr0 BBeAEHHSA. [ HEMOBNAT MepeBaXXHUM MiCLeM iH’eKUiT € nepeaHbO-60K0Ba



AiNsHKa CTerHa; y AiTei 6inbLU CTapLIOro BiKy BakLMHY CAif BBOAUTU Y AeNbTOBUAHWIA M43 M/eva.

Hi 3a siknx o6¢TaBuH BakumHy IHOAHPUKC™ IMB He MO)KHa BBOAWUTU BHYTPILLIHLOCYAVHHO.

KOXHy HacTynHy f03y 6axaHO BBOAUTY B iHLY AINSAHKY Tifa.

BakunHy IH®AHPUKC™ IMB cnig npusHadaty 3 06epeXxHiCTo ocobam i3 TpomMOOUMTOMEeHiEl0 abo MOpYLUEHHSMU 3ropTaHHA KPOBi, OCKIbKX MNpw
BHYTPILLUHbOM’S130BOMY BBEAiEHHI Y TaKMX OCi6 MOXYTb MaTu Micle KpoBoTeui. Micue iH’eKuiT cnig MiLHO NPUTUCHYTKU (He PO3TMPaKoUM) Ha He MeHLLE HIXX [Bi
XBUNMHMN.

IHCTPYKLiS 3 BAKOPUCTUAHHSA BAKLMHN.

BakunHa IHOPAHPUKC™ ITMB - 6ina MyTHa CycneH3is B nonepeiHb0 3anoBHEHOMY Lunpuui. Mpwu 36epiraHHi MoXKe criocTepiratucs 6inunin ocag Ta Npo3opui
6e36apBHUIA CynepHaTaHT. Lle He € 03HaKOK NOTipLUEHHS AKOCTI BaKLUUHMW.

IHOPAHPNKC™ ITB nepep BBeAEHHAM HEOOXIAHO NepeBipuUTU BidyaslbHO Ha HasiBHICTb BY/b-AKMUX CTOPOHHIX AOMILLOK i/ab0 BigXMNeHHsA (i3uYHMX BaCcTUBOCTEN.
Y BuNagKy, AKLWO 6y/b-110 3 NepepaxoBaHOro CrocTePiraeTbCs, BakKLMHY He BUKOPUCTOBYBATH.

OcKinbKu npu 36epiraHHi BakLMHW MOXKe YTBOpIOBaTMCA 6innid ocagd, cycnensito IHOAHPUKC™ IMB nepef BUKOPUCTaHHSM CAig 4o6pe CTPyCUTW.

Byab-SKnin HeBUKOPUCTaHWiI Npenapat abo BiAXOAHI MaTepiaivi NOTPIGHO 3HULLMTY 3riJHO 3 BUMOramMmy YAHHKX B YKpaiHi HOpMaTUBHO-MPaBOBUX aKTiB.

[iTun. BakumHa IHOAHPVKC™ IT1B 3aCTOCOBYETLCA AiTAM BIKOM Bif 2 MicALiB.

Mepeno3yBaHHSA.
3a [faHVMU NOCTMAapKeTUHIOBOro Harnsgy Oynv noBifOMIEHHA MPO BMNALKW Mepefo3yBaHHA. [06iuHI peakuil, y pasi iX BUHVMKHEHHS MpU LbOMY, HE Mau
creuumivyHoOro xapakrepy, ane 6y aHa10riYHUMU TUM MOGIYHUM peakLiam, SKi BUHUKaIM NPU 3BUYaliHIN BaKLMHaL,iT.

Mo6iyuHiI peakuil.

HaBefeHi faHi, OTpUMaHI AK Y KIIHIYHUX AOCNIIKEHHSX, TaK | 3a JaHUMKU NMOCTMAPKETUHIOBOro Harnaay.

KniHIYHI JOCNIfXKEHHA: HaBefeHa HMKYe CYKYMHICTb napaMeTpis 6e3nekun 6a3yeTbes Ha faHWX, OTPMMaHKX Npu iMyHisauii 6inbw HixX 2200 nauieHTis.

AK i y BUNagky 3 BakumHow DTPa Ta KOMGiHOBaHMMM BaKUMHaMM, Lo MicTaTb DTPa, noBigoMnsny npo 36iNbLUEHHS YacTOTU MICLIEBMX PeakLiil Ta NMXOMaHKM
nicns 6yctepHoi BakumHauii IHOPAHPNKC™ITMNB NopiBHAHO 3 MEPBUHHMUM KYPCOM.

KniHiYHI noAii BU3HaYyeHi 3 HACTYMHOK YacTOTOK Ha OfHY A03Y:

Oyxevacti:  31/10

YacTi: 31/100 Ta <1/10
Heuacri: 31/1000 Ta <1/100
MooAnHOKI: 31/10000 Ta <1/1000
PifKicCHI: <1/10000

[MopyLEHHS KPOBOHOCHOT Ta NiM(PATUYHOT CUCTEMM
MoopawHoki: nimMgageHonartis?.

MNopyLleHHS 3 60KY 00MiHY PEYOBUH Ta Xap4yyBaHHS

[ly>Ke yacTi: BTpaTa anetury.

[NcuxiyHi po3naam

[y>Ke yacTi: ApaTiBNMBICTb, HEHOPMaNbHWUIA NaYy, HECMOKIA.




MopyLleHHA dYHKLLIT HEPBOBOI CUCTEMM

[ly>Kke yacTi: ronoBHuiA 6inbl (y Mexax Biky Bif 6 40 13 poKiB), COHNMUBICTb.

MNopyLWeHHA ANXaHHS, OpraHiB rpyaHOI MOPOXHUHM Ta CePefOCTiHHS

MOOAUHOKI: Kallienb2, 6POHXITZ.

[MopyLUEHHS LLTYHKOBO-KMULLIKOBOTrO TPAKTY

YacTi: HygoTal, 65toBaHHs, aiapes.

MopyLueHHs MYHKLIT LWKipW Ta NiAWKIPHUX TKAHWUH

HeuacTi: anepriyHuii fepmarur.

MooanHOKI: KPOMNWB’sIHKa, BUCKMKaZ:S .

3aranibHi po3naam Ta peakuii 'y MicLLi iH’eKLLT

[y>Ke yacTi: nmxomaHka (= 38,0 °C), 6i/1b, MOYEPBOHIHHSA, HabpsAK B Micyi iH’ ekLiT (< 50 mm).

YacTi: HabpsK B MicLi iHekuiT (> 50 mm4), Hesmy>KaHHsL, peakuii B MicLi iH’eKLLiT, BK/IKOUYAKOUN YLLiIbHEHHS], aCTEHis.

HeuacTi: Audy3HW HabPAK KiHLiBKK, B Ky 3p06/1EHO iH’EKLIit0, iHOAI OXON/OKUY NPUNErniA cyrno64

NMXoMaHka® (> 39,5 °C).

[JaHi N0CTMapKeTUHIOBOro Harnsay

[NopyLUeHHS KPOBOHOCHOT Ta NiMPAaTUYHOT CUCTEMU

TpomGouuToneHise.

IMopyLeHHs 3 60KY iIMYHHOI CUCTEMU

AneprivHi peakLii (BKtouatouy aHadinakTYHiZ Ta aHaiNaKToiAHI peakKLir).

MopyLweHHa hYHKLT HEPBOBOI CUCTEMMW

Konanc a6o wokonoaiéHWin ctaH (FinoTOHIYHO-TiNOPEeCMNOHCKBHI eni3oau), cyaoMu (3 abo 6e3 NMXoMaHKM) NPOTAromM2-3 AHIB Nicns BaKUMHaLi.
MNopyLeHHA ANXaHHS, OpraHiB rpyaHOI MOPOXHUHM Ta CEPeAOCTiHHS

AnHoe? (auB. po3ain «Ocob6IMBOCTi 3aCTOCYBaHHS).

MNopyLleHHs 3 60KY LWKipW Ta NiALWKIPHUX TKaHUH

CBep6iX, aHrOHEBPOTUYHWIA HABPAKZ.

3aranbHi po3aam Ta peakuii 'y MicLLi iH’eKLLT

Any3HniA HaBPAK iH’€KOBAHOT KiHLiBKW, BE3UKYW B MiCLLi BBEEHHS.

1 Cnoctepiranmcs nuiwe npy 6ycTepHiii BakLmMHaLi.

2 CnocTepiranucek 3 DTPaBakLMHaMK, BUPOGHMLTBA KoMnNaHiT GSK.

3 CriocTepiranock He4acTo npu GycTepHiii BakLyHaLi.

4y piTeid, sKUM 6ynu BBefIeHi NEPBUHHI 031 aLeNtoNapHOT BaKLMHM AN NPOMINaKTUKA  KaloKa, MOBIPHICTb BUHUKHEHHS peakLiii y BUrnsai Habpsaky nicns
BBeEHHS BYCTEpHOT 03K, Bifblia y NOPIBHAHHI i3 TaKMMK, LLO OTPUMaV LiNbHOKNITUHHI BaKLUMHK AN8 NPodinakTUKN Kalwnoky. MicueBuin Habpsk (> 50 MM ) Ta
ANDY3HNIA HAOPAK MOXXEe BUHMKATK YacTile (Ay>Ke 4acTo Ta 4acTo BifnoBigHO) iHOAI OXONIKOKUM NPUAErINIA CYrNo6, AKLLO0 6ycTepHa [403a BBOAUTLCA Y Bili 4 - 6
pokiB. Lli peakuii MMHalOTb Y cepejHbOMY Yepes 4 AHi.

5 CnocTepiranock 4acTo Npu 6ycTepHiii BakLHaLLT.

6 CnocTepiranvck npu BakuuHauii D Ta T BakUyHamu.

3BITHICTb NPO NOBGIYHI PeaKLil.




MoBifoOMMEHHA NPO NOGIYHI peakuii y nepiog nicns peectpauii NikapCbKOro 3acoby € Ba/MBMM 3axof4oM. Lle [03Bonse 34iicHIOBaTN 6e3nepepBHUIA MOHITOPUHT
CMNiBBIAHOLLEHHSA <KOPUCTb/PU3NK» NPW 3aCTOCYBaHHI AaHOro NiKapCbKOro 3acoby. MeanyH1M npauiBHYKaM HeobXiAHO MOBIAOMAATY NPO 6y Ab-SKi NO6IYHI peakLil
3a ,ONOMOrO0 CUCTEMM MOBILOM/IEHb MPO MOBGIYHI peakLii B YKpaiHi.

TepMiH NpUAATHOCTI. 3 POKW.
YMoBW 36epiraHHs.
36epiraty npu Temnepatypi Big 2 go 8 °C.

3axuwatu Big cBiTna. 36epirat y HeAoCTYNHOMY ANst AiTel micui.
He 3amopoxkyBatu. He BUKOpMCTOBYBaTU, AKLLO BakUMHa IHDAHPVKC™ IT1B 6yna 3aMopoyeHa.

HecymicHicTb. Yepes BiCYTHICTb JOCNIKEHb CYMICHOCTI, BaKLMHY He CNif 3MiLyBaTy 3 iHLIMMW NiKapCbK1MKM 3acobamu.

YnakoBKa. CycneHsisa ans iH’ekuivi no 0,5 mn y nonepeaHb0 3anoBHEHMX 0AHOopa3oBux wwnpuuax Ne 1 ta Ne 10 y KOMNAeKTi 3 rofikoto. ["onka Ta nonepeaHb0
3anOBHEHWI WNPULL repMeTUYHO 3anakoBaHi Yy NIacTUKOBUIA KOHTEHep Ta BKaAeHI B KAPTOHHY KOPOOKY.

KaTteropis Bignycky. 3a peyentom.

Bypo6HUK.
I"nakcoCmiTKnsAH bionogxikans C.A., benbrist / GlaxoSmithKline BiologicalsS.A., Belgium.

Micue3HaxomkeHH BUPOOHMKa Ta i0ro agpeca Micus NpoBafpKeHHST  AisiNIbHOCTI.
Pto ge n’IHcTiTro, 89 1330 M. PikceHcapT, benbris / Rue de I’Institut, 89 1330 Rixensart, Belgium.



