IacTpyKIis

IJIsi MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'0o 3aCo0y

ITHOAHPUKC

Kom0iHoOBaHa BaKIHHA I/1s1 NpodiTakTHKH gudTepii, mpaBIiisi, KAlJIIOKY ale/TiojispHa
OuYMIlleHa iHaKTHUBOBaHa pigka

CKkaao0: ogHa go3a (0,5 M) MiCTHUTB:

0itoui pevyosuHuU:

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

KaIUTIoKoBUi anaTokcuH (PT)' - 25 MKT;
dinamenTosnuii remarmoTusia (FHA)' - 25 MKT;
neprakTu# (PRN)' - 8 MKT;
'adcopbosanutl Ha anrominito 2idpokcudi - 0,5 mr Al;

00ONOMIdCHI peuoBUHU: HATPilO XJIOPU, allIOMIiHiI0 TimPOKCHUM, BoOa [JIs iH €KIIii.

®opmanbaerif NpUCyTHIN y 3a/IMIITKOBIH KiTbKOCTI SIK HACIiIOK BUPOOHUYOT0 IIPOLIECY .

Jlikapcbka ¢popma. CycreH3sid i iH' ekIin.

OcHosHi ¢i3uko-xiMiyHi 8aacmusocmi: MyTHa PifiiHa, sIKa, MOBIIbHO OCigalouu, yTBOpIoe Oinuit ocap.
Be3bapBHUY cCynepHaTaHT.

[HOAHPUKC - kombGiHoBaHa BakIMHa [ npodinakTuku gudTepii, mpasiisd, KallToKYy, 10
CKJIaJla€THCS 3 OUYHUILIeHUX JU(PTEPIMHOr0 Ta MPaBIEBOr0 aHATOKCHUHIB, a TAKOXK CYMIillli TPhOX
OUUILIeHNX aHTUTeHiB 30yIHNKAa KaIUTIOKY (KaIllTIOKOBUYM aHATOKCUH, (PilTaMeHTO3HUN
reMarTIOTHHIH, TePTAaKTUH), afcopOOBaHUX HA TiIPOKCHI aTlIOMiHif0.

IHOAHPUKC BinmoBimae BumoraM BcecBiTHBOI opraHizailii 0OXOPOHU 3M0POB’S OO BUPOOHUIITBA
OionoriyHKUX Pe4YOBUH, BAaKIWH A7 npodinakTuku qudTepii Ta mpasus. [Ipu BUPOOHUILITBI BAKIIMHU
CcyOCTaHIIii JTI0IChKOT0 TOXOXKEHHST He BUKOPHUCTOBYIOThCS.

®dapMakoTepaneBTUYHA rpyna. bakrepianbHi BaKUMHU. BakKIIMHY IPOTHU KAITIOKY.



Kamniok, ouniienuy anTureH, KomOinanii 3 anatokcuaamu. Kog ATX JO7AJ52.

ImyHon102iuHi i Oion02iuHi 8 1acmueocmi.

dapmakoduHamika.

IMyHHAa peakliid Hiclis MePBUHHOI iMyHi3a1ii BakimHoio [HOAHPUKC

Yepes oguH MicsIlp Iicasa 3-4030BOT0 KypCy EPBUHHOI BaKI[MHAallil, IPOBEEHOl ¥ Ieplli 6 MicsAiB
XKUTTS Oinbi HiXK 99% HeMoBnaT, BakiuHoBaHux IHOAHPUKC, Manu tuTpu auTuTin Oinbmi 3a 0,1
MO/mn gk gng gudTepil, Tak i onsa npasus. BakiivHa MicTuTh KalumiokoBi anturenu (PT, FHA i
IIepPTaKTHUH), 10 BifAirpaloTh BaXK/IUBY POJb Y GOPMYyBaHHI Creu(piyHOr0 iIMyHITETY IPOTH KaIJIIOKY.
IMyHHa BifMoBiAb Ha Ii aHTUTeHU Oya 6inbine, HiK y 95% 1ux miTew (3a faHUMU KITiHIYHUX
BUIIPOOyBaHb).

IMyHHa peakiiig micns 0ycTepHoi BaklnHallil BakiuHoio IHOAHPHUKC

[Ticnsa BBengenHs OycrepHoi no3u IHOAHPUKC Ha gpyromy porti KuTTs (13 - 24 micaii) Bci panie
BaKIMHOBaHi HEMOBJISITA MaJid TUTPU @HTHUTIN 6inbimi 3a 0,1 MO/Mn 9K ang gudTepil, Tak i ang
mpaBild. IMyHHa BifilTOBigb Ha KaALIIIOKOBI aHTUTeHH Oyna Oinbile, HiXK Yy 96% 1ux miTel.

3axucHa edbekTuBHiCTL Bakiuuan IHPAHPUKC

3axucHa epeKTUBHICTD IiCJIg IIEPBUHHOI iMyHi3allil y IallieHTiB i3 TUTIOBUM BUIIAAKOM KaIITIOKY (K
Bu3HayeHo BOO3) owiHioBanach A0 3aCTOCyBaHHS 4-1 0yCTepHOI 03U B IPOCIEKTUBHOMY CIIIIIOMY
MOCTiMXKeHH] y miTeH, sKi Oynu y ciMeltHOMY KOHTaKTi 3 IiThMU XBOPMMH Ha KalUTOK. Po3paxoBaHa
Ha OCHOBI laHuX 3i0paHuX y OMY OOCITimXKeHHi 3axucHa edeKTuBHiICTh Bakiuuu IHOAHPHUKC
nocsrna 88,7%, 3 95% OBOCTOPOHHIM [0OBipYUM iHTEpPBaJIOM y Mexax 76,6% - 94,6%.

dapmakoKiHemuka.

Ouinka papMaKOKiHETUYHUX BIACTUBOCTEH He € 000B SI3KOBOIO [JIsT BAKITUH.

KrinigHi xapaKTepHCTHKH.

Iloka3aHuHA.

AKTVBHA NMepBUHHA iMYHi3allisg NpoTH gudTepii, MpaBLd i KALITIOKY V AiTel BiKOM Bif 2 MiCSAIiB.
Baknuna IHOAHPUKC noka3aHa TaKOXK y BUTJISAAI OyCTepHOI M03uU IS OiTel, aKi paHimie 6ynu

iMmyHi3oBaHi Tpboma a00 YyoTHpMa HO3aMM BaKUWHU AJIs TPoGinakTUKY oudTepii, mpasus Ta
KaIUToKy 3 anemonsapauM (AaKIII) a6o 3 minpHoKmiTHHEEM (AKIIIT) KaIlTIoOKOBUM KOMIIOHEHTOM.

Illenaenns dimeii Ha mepumopii YKkpainu 30iticHI0OEmMbCA 32i0H0 3 auMozamu ditouux
Haka3ie MO3 YKpaiHu w000 npogisrakmuyHux uienszieHo.

IIpomunoka3aHHs.

Baknuny IHOAHPUKC He ciip npu3HayaTu 0cobaM 3 BioMOIO TillepuyTIUBICTIO 70 OYIOb-IKOT0



KOMIIOHEHTY BaKIuHU a0o popmanbaeriny (ous. po3min «Ckaad») abo ocobaM, y SKMX BUHUKIIN
O3HAaKY TinepyuyTIUBOCTI Iicis momnepenHboro BBeneHHs Bakuuau IHOAHPUKC a6o BaKUKMHYU AJIsS
npodinakTuky audTepil, IpaBls i KalUTIOKY 3 IiIbHOK/IITUHHUMY KOMIIOHEHTaMH.

Baknura IHOAHPUKC npoTunoka3aHa Ojis MENeHHS giTel, y AKUX BUHUKIIA eHlledanonaTisa
HEeBiIOMOI eTioJoril IPOTATOM 7 OHIB IiC/ISA IOIEPEeAHbOTO IIENJIEHHS BaKIIMHOIO, III0 MiCTUIa
KaILTIOKOBUY KOMIIOHEHT. Y IIbOMY BUNAKy KypC BaKIMHAL1 C/Iifl IPOOOBXUTH BaKIMHOIO 3
oudTepiiHUM i TpPaBIeBUMHU KOMIIOHEHTaMHU.

4k i npu 3acTtocyBaHHi iHmux BakuyH, BBefeHHs [HOAHPUKC noBuHHO 6yTH BigKiameHo B ocib 3
TOCTPUMHU TSKKHAMM 3aXBOPIOBAHHSMHU, 1[0 CYIIPOBOAXKYIOTHCS JIMXOMaHKOI0. [IpoTe HasgBHICTD
He3HaYHOI iH(eKIil He € MPOTUIIOKa3aHHSIM.

Bakuuny IHOAHPUKC He MOXKHa 3aCTOCOBYBaTH AOPOCIUM, HiJTiTKaM Ta AiTIM BiKOM Bif 7 POKiB. ¥
LIOMY Billi CJTifl 3aCTOCOBYBaTH BaKLUHY 3i 3MEHIIIEHUM BMICTOM aHTUTE€HIB.

Oco0auei 3axo0u 6e3nexu.

Axmo BakurHa [HOAHPUKC BukopuctoByeThcs A po3BeneHHs BakuuHu XIBEPUKC a6o AxT-XIB
(muB. po3min «HecyMicHICTB») I OMHOYACHOI BaKIMHAIIl OOHi€0 iH'€KIIi€t0, CIIi JomaTh BECh BMICT
mnpuna 3 BakiuHoo IHOAHPUKC y dnakon 3 BakuuHoio XIBEPMKC a6o AkT-XIB. V Takomy pasi
PO3UMHHUK, 110 MicTUThECA B yrmakosli Bakuuau XIBEPUKC a6o AkT-XIB, crif yTumidyBaTH, OCKiTbKU
roro 3aMminroe Bakiuua IHOAHPUKC. [Ticna momaBanus Bakiuau IHOAHPUKC no BakIuHENA
XIBEPUKC a6o AxT-XIBb cymit citifi peTeNnbHO CTPYCUTH, TOKH HiodinizoBanuii nopoirok XIBEPUKC
a060 AkT-XIb He po3umHUTHCS MOBHICTIO B cycnen3il IHOAHPUKC. KombinoBaHa BakimHa AaK]ITI-
XIBb Ma€ 30BHILTHUE BUTTIAL TPOXU OiNbIN OmanecieHTHUH, Hik cama BakuuHa IHOAHPUKC. ¥ pasi
SIKIIO CIIOCTEPIraeThC iHIla 3MiHa 30BHILIHLOTO BUTJIAAY, HE CJIif BAKOPUCTOBYBATU BiJHOBJIEHY
BakuuHy. I[Ticns po3senenHs BakuuHu XIBEPMKC a6o AkT-XIB 3a [0IIOMOI0i0 BaKIIMHU
[HOAHPUKC oTprMaHy BaKIMHY CJIiJ HETAaWHO BBECTU BHYMPIilHbOM' 3080 B NnepedHbobiuHY
nosepxH cmeeHa. [111s1 BBeJleHHsI BaKLIMHU BUKOPUCTOBYIOTh HOBY T'OJIKY. Bynb-aKuu
HEBUKOPUCTAHUM TiKapchKui 3acid a6o #OT0 Bigxogu 3HUIIYIOTHCS 3TiIHO 3 BUMOTAaMU YHHHOTO
3aKOHOMABCTBA YKpalHHU.

B KOHTPOIbOBAHUX KITIHIYHUX OOCHiIXKeHHIX oy KoMmOinoBaHoi Bakiuau «IHOAHPUKC XIBEPHUKC»
IIOBiIOMIISANIOCH PO 1O6GiYHI peakilil 3 4acToToo >1% (sKi He 000B’s1I3K0BO Oy/IM MOB’sI3aHi 3
BaKIIMHALI€I0): OTUT CEePeIHbOTO ByXa, KOH'IOHKTHUBIT.

Komb6inaniss IHOAHPUKC XIBEPUKC He nmpu3HadeHa OjIs fiTel cTapine 36-TH MiCSIIiB, OCKiITbKU
Oe3neka Ta e(eKTUBHICTb He BCTAHOBJIEHI [ Li€l BIKOBOI I'PYIIH.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu é3aemoditi.

[HOAHPUKC moxe npusHadaTucs y Oygb-sKOMy 4aCOBOMY CIIiBBiIHOIIEHH] 3 iHIMMMU BaKLIKHAMHU,
IPU3HAYEHUMU [JId IelyIeHH AiTaM. OgHaK BaKIUHY A7 NPOQITakKTUKY KOPY (MOHOKOMIIOHEHTHA
abo koMbOiHOBaHa BaKlIMHA) MOXKHa 3aTCOCOBYBaTH ab0 omHOYACHO, abo 3 iHTepBasioM B ONUH MiCSIIib.

Pi3ni in’eKIiliHi BaKIMHU CJTif 3aCTOCOBYBATH 000B’SI3KOBO Y Pi3Hi il €KITiHI MiNIHKY, 3a
BuKmioueHHSIM BakiuHU XIBEPUKC abo AkT-XIB, siKi MOXHa 3MillTyBaTH B OMHOMY IITIPHIL 3
BakmuHow ITHOAHPUKC.



Y matieHTiB, SKi OTPUMYIOTH iIMyHOCYIIPECUBHY Tepariio, abo y NallieHTiB 3 iMyHOmepiuTOM MOXKe
OyTu He OTpUMaHa afekBaTHa iMyHHa BifTIOBifb Ha BBEI€HHS BaKI[MHHU.

Oco6 1ueocmi 3acmocyeaHHsi.

3rigHo 3 Ha/JIeKHOI0 K/TIHIYHOI0 MPaKTUKOI0, BaKIMHAallil TOBUHHI ITepefyBaTy Neperisaf MeudHol
KapTH marfieHTa (0co6/11MBO IOA0 MOIepeaHbol BaKI[MHALIl i MOXKJIMBUX BUIIAOKIB Mo0iyHOI mil) i
KJIiHiYHe 00CTeXKEeHHS.

Ao Bigomo, 110 Oymb-sIKUi 3 HaBeIeHUX HUK4Ye CUMIITOMIB OYB y Yaci MoB’'si3aHu 3 OTpPUMaHHSIM
AaK]IIT abo AKIIII, pimeHHs Ipo BBeIEHHS MOOAJIBIINX 03 BAaKITMHMU, TKa MIiCTUTh KAIIUTIOKOBUHI
KOMITOHEHT, He0OXiqHO peTebHO 3BaKyBaTh. MoXKyTh OyTH 00CTaBUHH, TaKi SK BUCOKaA
3aXBOPIOBaHICTh Ha KalllJIIOK, KON IIOTeHIliiiHa KOPUCTh IIepeBaxKae MOXKIIABUY PU3UK, 30KpPEMA,
OCKIiNTbKH I1i TTOfii He TOB’sI3aHi 3 TPUBAIUMHU YCKIaJHEHHSIMH.

Huxxue3za3HaueHi peakilil, 110 paHillle po3Tisiganucs K MPOTUIIOKa3aHHs A BBemeHHS AKIITT
BaKIUKVH (IITbHOKIITUHHUX), MOXKYTh PO3TNIIAATUCS K peakilil, npu fkux Baknuay IHOAHPUKC crnig
IpU3HaYaTy 3 00ePekHiCTIO:

- remmeparypa = 40,5 °C y Mexkax 48 rogus micins BakIMHallil, He 1OB’sI3aHa 3 iHIIMMY IPUYUHAMH,
SIKi MOXHa ifeHTU]iKyBaTy;

- Konatnc abo moKomnonioHui cTaH (TimoTOHIYHO-TiNOPeCIIOHCUBHUY eMi3of) y Mexkax 48 rofuH micns
BaKIIMHALIil;

- cTitikuit 6e3nepepBHUY M1a4 ab0 KPUK, 1[0 TPUBAE = 3 TOAMH, CIIOCTEPITaETLCSA V¥ Mexkax 48 rogux
IIiCJIST BaKITMHALIII;

- CyIOMH 3 TMXOMaHKO0 abo 6e3 Hel, 10 BUHUKAIOTh B MexKaX 3 [HiB IiCJ/IsT BaKIMHAIIl.

4K i gnsg 6ymb-9KOTo IIemeHHs, CIiBBiIHOIIEHHS PU3UK/KOPUCTD Bifl IIeTIeHHS BaKIIMHOO
IHOAHPUKC abo BimKnmameHHS TAKOTr0 LIETIJIEHHS, Ma€ OyTH PeTeIbHO OIliHeHe [JIT HEMOBJISAT Ta
IiTey 3 HOBUMU BHITafIKaMu a00 MPOTrPecylouuMy TSKKUMU HEBPOJIOTIiYHUMY 3aXBOPIOBAHHSIMU.

CymoMmu 3 TUXOMaHKOIO B aHaMHe3i abo cyoMu B CiMelHOMY aHaMHe3i He € IPOTUIIOKA3aHHIM [JIs
IIeTnJIeHHS.

BIJI He € mpoTUNIOKa3aHHAM [JI LIEIIeHH.

4K i mys Beix iH'e€KIIMHMUX BAKIWH, BifIOBigHA JOTTIOMOTA Ta MEIUYHUHN HATJISAM 3aBXKIU TOBUHHI OyTH
JIETKOOOCTYIIHUMHY Y BUNIafKy BUHUKHEHHS PiAKICHUX aHa(hiIaKTUYHUX Peaklliil Iicis BBeOeHHS
BaKUKHU. TOMY MallieHTH MOBUHHI OyTH Iif HarasmoM He MeHIne 30 XBUIMH IIic/s BaKIMHALI.

4K i Bci BakuuMHYM Ais npodinaktuku gudTepil, npaBug i Kammoky, IHOAHPUKC cnig BBoguTtu
BIIPOMIOBXK KYpCYy BaKIIMHallil KOXKHY HACTYIHY A03Yy BaKIIMHYU I'MMO0KO BHYTPILlTHEOM 5130B0, 0akaHo B
IHIY iH'€KUiHY OiTHKY.

Baknuny IHOAHPUKC cnipg mpu3HavaTu 3 06epexkHicTI0 ocobaM 3 TpoMOOLKUTONEHi€I0 ab6o
TIOPYIIeHHAM 3TOPTaHHS KPOBi, OCKiNIbKY NIPX BHYTPIIIHHOM 30BOMY BBEIEHHI y TaKUX 0Ci0 MOXKYTh
MaTH MicIie KpOBOTEUi.



e nikapchbkuit 3aci6 MicTuTh MeHIre 1 MMoIb (23 Mr)/mo3y HaTpito, TOOTO MPaKTUYHO BiTbHUM Bif
HaTpito.

3a xkogHux 00cTaBuH BaknuHy IHOAHPUKC He ci1ig BBOOUTH BHYTPIIIHLOBEHHO.

[Ipu nmpu3HavYeHHi IepPBUHHOI iMyHi3allil HEJOHOIIeHUM HEMOBTIATaM (< 28 TUXKHIB recraiiil) cmiin
MaTH Ha yBa3i MOTEHIINHNUM PU3UK PO3BUTKY Y HUX allHOE Ta HEOOXigHICTh KOHTPOJIIO 32 AUXAJIbHOIO
byHKIIi€o mpoTsAroM 48 - 72 ropuH Iicis BaKIMHAIlil, 0COOIMBO Y BUMAAKY, SKIIO0 HEMOBIIS Ma€ B
aHaMHe3i pecrnipaTopHU# AUCTPec-CUHAPOM. OCKiTbKM KOPUCTh BaKLMHAIIi1 ¥ I[i€l TPYIIN HEMOBIIAT €
BHCOKOIO, Bill BAaKI[MHAIIil He CIIiJ BigMOBIATHCE abo il BigKIagaTH.

CuHKore (HEeIPUTOMHICTh) MOXKe BUHUKHYTH TIifl 4ac abo paHimie Oygb-gKoi il €KIIiiHOI BaKIIMHAILl,
SIK TICUXOTE€HHa Peakllisl Ha iH’€KIIii0 T0JIK0I0. BazK/IMBO IPOBOOUTH IPOIENYPU Y BU3HAUEHOMY MICIIi,

06 3amo0irTé TPaBMYBaHHIO BHACIIIOOK HEITPUTOMHOCTI.

BigcTrexyBaHiCTh

3 MeToI0 MOKpAIleHHS BifICTEXKYBaHOCTI MeAUYHUX iMyHOOI0IOTiYHUX TpenapariB, Y BiONOBIIHUX
dbopmax MegUUHOI 00/TiIKOBOI TOKYMEHTAIIil 010 IIeIIeHHS MeTUYHUM MPAI[iBHUK MA€ YiTKO
3a3HayvaTH TOPTOBEJIbHY HA3BY Ta HOMep Cepil MeAu4HOro iMyH00i0IOTiYHOT0 MpenapaTy, AKui 6yio
3aCTOCOBAHO.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

He 3aCTOCOBYETHCA NOPOCIIUM.

30amHicmb 8naueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

He 3aCTOCOBYETHCA NOPOCIIUM.

Cnoci6 3acmocyeaHHss ma do3u.

PexomeHf0BaHa pa3oBa fo03a BakuHY - 0,5 Mi1. Kypc mepBUHHOI BaKLIMHAII1 CKJIaa€TLCI 3 TPHOX
03 Ha IEePIIOMY POI KUTTSA y Biuli 2, 3 Ta 4 MicsUiB 3 HACTYIHUM BBeIeHHSIM 4-1 OYCTepHOI 03U Ha
Opyromy poli XuTTd y Bini 13-14 micauis.

IHOAHPUKC Takoxk MOXKHA 3aCTOCOBYBATH IJISI peBaKIIMHALIil y Billi 6 PoKiB 3aMicTh KOMOiHOBaHOI
BAKITMHY O IpodinakTuky qudTepil Ta IpaBIs.

Cnocib 3acToCcyBaHHS
Baknura IHOAHPUKC npusHadeHa [jis rIUO0KOT0 BHYTPIITHEOM I30BOTO BBEEHHS.

Baknuny IHOAHPUKC cnipg npu3HadaTy 3 06epexkHiCTI0O ocobaM i3 TpoMOoiuToneHieo abo
TIOPYLIEHHSIMU 3TOPTaHHS KPOBi, OCKINIbKY IIPY BHYTPIiLIHEOM I30BOMY BBEHEHHI Y TAaKUX 0Ci0 MOXKYTb
MaTH Micie KpoBoTedi. Micue iH'€kmil cilif MIiITHO IPUTUCHYTHU (He PO3TUPAO4YX) IPUHAWMI Ha OBi
XBUJIVHH.



3a xkogHux o6craBuH BaknuHy IHOAHPUKC He ci1ig BBOOUTH BHYTPIIIIHLOBEHHO.
IHcmpyKuia 3 3acmocyB8aHHA/8UKOPUCMAHHA.

Bakuuna IHOAHPUKC npencraBnena y Burisigi MmyTHoi 6imoi cycnensii. Ilig yac 36epiranus
crocTepiraeTscest Oinuil ocaf Ta mpo3opa HajocamoBa piguHa. [Iepen 3aCTOCYBaHHSM BaKIIMHA Ma€
OyTu KiMHATHOI TeMIIepaTypH, Tepey] BBeJeHHSIM BaKIMHy He00XiqHO Jo0pe CTPYCHUTH, 11100
OTPUMAaTH FOMOTEHHY, MYTHY, 6isTy cycneHs3iio i Bi3yasbHO IepeBipuTH Ha HASIBHICTh OyIb-IKUX
MeXaHiYHUX BKJII0UeHb Ta/a00 3MiHU 30BHIMHLOTO BUTNAAY. CIif yTUni3yBaTi BaKIUHY, SKII0 OyOb-
110 3 TIepesliueHoro Buile Oyi0 BUSIBIEHO.

TexHika BUKODPHUCTAHHA IIOIIEPENHH0 HAIIOBHEHOI'O IMMITPUIIA:

(]

TpumanTe MNOPHUI] 3a IUIIHAP, HE 3a HOPIIEHb.

BigkpyTiTh KpUINEYKy IINPULlA, IOBEPTAIOYH 1l IPOTH TOAUHHUKOBOL CTPLIKHU.

(]

[ITo6 nmpuenHaTH TOJNIKY, 3'€OHANTE BTYJIKY 3 afanTepoM Jloep-JIOK i MOBEpHITH Ha YBEPTh 00EPTY 3a
TOOMHHUKOBOIO CTPiJIKOI0, JOKH T'oJika He Oyne OBHICTIO 3adikcoBaHa.

He BuTsraiite nopieHs 3 OUIiHAPa WIIpULa. AKIIO0 IIe CTajJ0Ch, He BBOAbTE BaKIUHY.

Bynp-siKuit HEBUKOPUCTaHKM IpernapaT abo Bigxoau HeoOXimHO yTUIi3yBaTH BifiIIOBIAHO N0 MiCLIeBUX
BHMOT.

Himu.

Bakuvna IHOAHPUKC 3acTOCOBYETHCSA Y AiTeU BIKOM Bifl 2 MiCALIB.

Ilepedo3yeanHns.

3a DaHUMHU MiCHANiNeH3iMHOr0 (hapMaKOHAT ISy HaJAXOOUX TOBIIOMJIEHHS IIPO BUMTAAKK
nepeno3yBaHHs. [100iuHi sBUIIA, 1110 BUHUKAJIY IIPY TIePefo3yBaHHi, He BiIpi3HSIIUCS



crmenudivnicTio i Oynu mogibHUMM [0 THX, IO CIOCTEPIraaucs Iif Yac 3BUYANHOTO BBEIEHHS
BaKI[MHHU.

ITo6iuni peakuii.
KniniyHi 0ocaiooceHHs

HaBepmenuit Hux4e mpodins 6e3mneku 6a3yeThcs Ha JaHUX, OTpUMaHuX y 20 KITiHIYHUX OOCTiIXKEeHHSIX
npu imyHizaii 11 469 narienTis, gki orpuManu 18 420 103 BaKIUHHU.

4k i nmpu 3actocyBanHi Bakuuau AaKJIIIT Ta KoMOiHOBaHMX BaKIMH, 110 MicTATh AaKIIII, moBimoMmsiiu
1po 30i/bIIeHHST YaCTOTH MICIIeBUX PeaklIliii Ta IMXOMaHKHU Iicisi 0yCTepHOiI BaKLKMHAIlil, TIOPiBHSIHO
i3 IepBUHHUM KypcOM BaKInHallii. YacToTa BUHUKHEHHS MOOIYHUX peakiliii BU3HaYyeHa HACTYIHUM
YUHOM:

Hyxe gacto: 31/10

Yacro: 31/100 mo < 1/10
HeuacrTo: 31/1000 mo < 1/100
Pigko: 31/10000 mo < 1/1000

Hyxe pigko: < 1/10000

[MopyuieHHd 3 60KY KPOBOHOCHOI Ta TiMAMaTUYHOI CUCTEMU

Iyorce pidko: mimpameHomaTis'.

[TopyiieHHs MeTab0i3My Ta aliMeHTapHi po3nagu
Yacmo: BTpaTa aleTuTy .

[MopymieHHs 3 6OKY ICUXIKT

Ilyoce yacmo: OpaTiBAUBICTb.

Yacmo: HeCIOKill’, TPOHU3NUBUH KPHUK.
[NopyuieHHs QYHKIII HEPBOBOI CUCTEMHU

Llyotce yacmo: COHIUBICTE.

Heuacmo: TomoBHuU# 6inb'.

I[lopymeHHs 3 60Ky IMXaIbHOI CHCTEMH, OpPraHiB TPYIHOI HOPOXKHUHY Ta CepefocTiHHI Hevacmo:
Kalesb', GPOHXIT .

HOQyLHeHHﬂ 3 60Ky IMJTYHKOBO-KHUIITKOBOT'O TPAKTY

Yacmo: MITyHKOBO-KHUIITKOBI PO3/Iafin, TakKi IK: fiaped i OI0BaHHS.

[TopyiieHHs QYHKIII IIKipK Ta TigMKipHUX TKAHUH



Yacmo: cBepOixk.

Heuacmo: BucumnanHs.

Pi0Ko: KpomnuB’ THKaA.

3arasibHi IODPYIIEHHS Ta peakllil Y MicIi iH’ eKIIil:

Lysce yvacmo: mOYepBOHIHHS, MiclleBa IPUNYXIICTh ¥ Micli iH’eKmil (< 50 MM), TMXOMaHKa
> 38 °C.

Yacmo: 6inp’, MicIeBa IPUOYXIiCTh y MicHi in’exmil (> 50 mm)’.

Heuacmo: peakiiii y micii iH’ek1iii, BKII04alouX 3aTBEPHiHHS, BTOMJIIOBAHICTh', TMXOMaHKa > 39,1
°C, mucdy3Huit HabPSK KiHIIBKY, V Ky 3MiMCHIOBANACS iH €KITis, 110 iHOMi PO3MOBCIOIXKYETHCS Ha
HaubImx4mi cyrnob.’

[TicasaniueHsiuHul papMakoHaza50
[MopymienHs 3 60Ky KPOBOHOCHOI Ta TiMbaTHYHOI CUCTEMHU

TpombomuToneHis’.

[MopyilleHHS iIMVHITETY

Anepriuni peaxiril (Bkmodaoun aHadimakTU4YHI Ta aHadinakToOIoHI peakirii).

[NopyuieHHs QYHKIII HEPBOBOI CUCTEMHU

Komnamnc a6o mokononibHu cTaH (TimoTOHIYHO - TilOpecIOHCHUBHI emizonu), cymomu (3 abo 6e3
JIUXOMAHKHU) MPOTATOM 2 - 3 OHIB Mic/s BaKIIKMHAII.

HOQSZU.IGHHH ﬂHX&J’IbHOI CUCTEMH

AmHOe y He[IOHOIIIeHNX HEeMOBIAT (< 28 THXKHIB recTaitil) (auB. po3min «Ocob6nMuBoCTi
3aCTOCYBaHHS»).

[NopyuieHHs 3 60KV IIKipKW Ta MigMKiDHUX TKAHUH

AHTiOHEBPOTHYHUY HAOPSK.

3aralibHi IOPYINEHHS Ta MATOMOTIYHI peakil y Miclli iH’€KIIil
Ha6psx Beiel KiHI[IBKY, B IKy BBOOMIACS BaKIMHa °.

' Cnocrepiranucs nuiie npyu 6yCTepHiN BaKIMHALLI].

2 CnocTepiranmuch oyzxe 4acTo Impu OyCTepHil BaKIMHALI.

3V piteii, skuM Oy/u BBeeHi MePBUHHI [03H alleToIAPHOl BAKIMHY AJI MPOQiTakTUKH KAILTIOKY,
MMOBIPHICTh BUHUKHEHHS peakIliii IpUIyxJIOCTi micyis BBeJeHHsT OycTepHoi o3u Oinbiia y
IIOPiBHSHHI i3 TAKUMHM Y JiTeH, AKi OTpUMasIy UiIbHOKJIITUHHI BaKIIMHYU I IPOQINaKTUKKU KaIlUTIOKY.
Micnesa npunyxiicTs (> 50 MM) Ta audy3Ha IPUIYXIiCTh MOXKe BUHUKATH 4YacTille (oyxe 4acTo Ta



YacTo BiATOBiMHO) mig yac 6ycTepHOI BaKIKHaliil y Billi Mixk 4 Ta 6 pokam#. Lli peakiiii MUHAIOTh y
cepemHLOMY 4Yepes 4 [Hi.

* CocTepiranuce Ipy 3aCTOCYBaHHI BaKIMH Bif nudrepil Ta mpasi.

3BiTyBaHHsI PO migo3proBaHi moOiyHi peakirii

[ToBimoMnenHs npo nobiuHi peakiiil micnis peecTparliil 1ikapchbKoro 3aco0y Ma€e BaXK/IMBe 3HAUEHHS.
LTe nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKOro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0X IallieHTaMm abo ixHiM
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiJOMJISITH TIPO YCi BUMTAAKHU Mif03PI0OBaHKX MOOIYHMX Peakllii Ta
BifICYTHOCTI e(peKTHUBHOCTI TiKapChKOro 3aco0y dyepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3
(dhapMakoHarnsAmy 3a MocunaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 poku. [laTa 3aKiHYeHHS TepPMiHYy NPUAATHOCTI 3a3HaYeHa Ha yIaKOBIIi.

YmMmoBH 30epiranns.

36epiratu nmpu Temmepartypi Big 2 mo 8 °C. He 3amopoxyBaTu. 3aXUIIaTH Bif CBiTia. 30epiratu y
He[OCTYIIHOMY [JIS OiTe’ MICLii.

HecymicHicmo.

Bakuuny IHOAHPUKC He MOxKHa 3MillyBaTH 3 iHIIMMY BaKIIMHAMU B OMHOMY IINPHUII, 3a
BuKMoueHHIM BakiuHu XIBEPUKC a6o AkT-XIB.

VYnaxoBka.

Cycnenaia ong in’eknii no 1 go3i (0,5 M) y nonepenaso HanoBHeHoMY mmpuii Ne 1 y KOMIIIeKTi 3
onHie abo OBOMa rOIKaMu.

Kpumreyka tTa rymMoBa nIpoOKa IMOPIIHS ITONePenHbO HAallOBHEHOTO LITTPHUIla BUTOTOBJIEH] 3
CAHTETUYHOI TYMHU.

Kareropis Bigmycky. 3a peLienToMm.
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Bupoonuk. I'makcoCmitKnsiin Bionomxikan3 C.A., Benbrig / GlaxoSmithKline Biologicals S.A.,
Belgium.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCusi IPOBaIKeHHs MOro JisIbHOCTI.

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

3assBHUK Ta/a00 nMpeACcTaBHUK 3asiBHHKA.

TOB «I'makcoCmitKnsiitn ®apmacheioTikanc YKpaiHa».

Micne3HaxomKeHHs 3asiBHHKaA Ta/a00 mpeacTaBHUKA 3asiBHHKA.

02152, m. Kui, npocnekT ITaBna Tuuuny, 6yn. 1-B, Ten: (044) 585-51-85, dakc: (044) 585-51-92.

[Tpo yci Bunagku migo3pioBaHuX NOOIYHUX peaklii Ta BifCyTHOCTiI e(peKTUBHOCTI TiKapChKOro 3acoby
MoxkHa nmoBigomnsaitTu TOB «I'makcoCmitKnsiitn ®apmachioTikanc YkpaiHa» 3a 1imomo00BUM
tenedonoM (044) 585-51-85 abo Ha email 0ax70065@gsk.com.
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