IacTpyKIis

IJIsi MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'0o 3aCo0y

IHOAHPUKC"

Kom0iHoBaHa BaKIHHA I/Is1 NpodinTakTHKH gudTepii, mpaBIsi, KaIIIOKY ale/IiojspHa
O4YMIlleHa iHAaKTHBOBaHa pigka

CKkaa0: ogHa fo3a (0,5 M) MiCTHUTB:

0itoyi peyosuHu:

IuQTepiiHNIi aHAaTOKCUH - He MeH1e 30 MO;
IIpaBLEBUY aHAaTOKCUH - He MmeHIe 40 MO;
OETOKCUKOBAHUY KaIUTIOKOBUM aHaTokcuH (PT) - 25 MKT;
(dinameHTO3HUM remMarnoTuHiH (FHA) - 25 MKT;
nepTtakTul (PRN) - 8 MKT.

IudTepiliHuii Ta MpaBLeBU aHAaTOKCUHHU, OTPUMaHi 3 KynbTyp Corynebacterium diphtheria i
Clostridium tetani, iHaKTUBYIOTb i OUMINYIOTh. KOMIIOHEHTH 6€3KITiTHHHOI KallTI0K0BOi Bakuuuu (PT,
FHA i mepTakTuH) roTyIOTh LIIAXOM BUApoOIIyBaHHA | (ha3u KynbTypu Bordetella pertussis, i3 sikol PT,
FHA i nepTakTuH eKCTparyiooTh Ta 00po0nsiioTh popmanbaerinoM. [HakTuBalis PT € He060pOoTHOIO.

JonomixcHI peyoguHU: alTIOMIHIIO TITPOKCHU, HATPil0 XJIOPHUI Ta BOOa O/ iH'€KIIi.

KiHLleBa BakllMHA MPUTOTOBJIeHa Y (i3i0I0TiYHOMY PO3YHHi.

Jlikapcbka ¢popma. CycreH3sid i iH' eKIi.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: MyTHa PifivHA, SIKa, MIOBIIbHO OCigalouu, yTBOPIOE Oinuit oca.
Be3bapBHUY cynepHaTaHT.

[HOAHPUKC™ - kombGiHOBaHa BaKLKHA [AJg mpodinakTuku gudTepii, mpasilsd, KallToKY, 10
CKJIaJla€ThCS 3 OYHUILeHUX JU(PTEPINHOTO Ta MPaBIEBOr0 aHATOKCHUHIB, a TAKOXK CYMIillli TPhOX
OUMILEHNX aHTUTeHiB 30yIHMKA KAITIOKY (KaIlIIOKOBUYM aHAaTOKCHUH, PillaMeHTO3HUM
reMarioTHHIH, TePTaKTHH), agcopOoBaHUX Ha TiTPOKCHUI allOMiHilo.

[HOAHPUKC™ BigmoBimae BuMoraM BcecBiTHLOI opraHizaiiii 0OXOpoHHU 300POB’S 00 BUPOOHUIITBA
OionoriyHuX pedyoBUH, BaKIUH A7 npodinakTuku gudTepil Ta npasus. [Ipy BUPpOOHUILTBI BAKIIUHU
cyOcTaHIIi1 TIOACHKOTO TTOXOKEHHS He BUKOPHUCTOBYIOThCSI.



®apMakoTepalneBTUYHA rpyna. bakrepianbHai BakuyHY. BakuyHY IPOTH KAIJTIOKY .

Kammiok, ouniienuit anTureH, komoOinarrii 3 anatokcuaamu. Kog ATX JO7AJ52.

ImyHo102iuHi i Bion02iuni 8 1acMuocmi.

®apmakoduHamika.

IMyHHAa peakliid Hiclis MePBUHHOI iMyHi3a1ii BakimHowo [HOAHPUKC™

Yepes oguH MicaIlp Iicas 3-4030BOT0 KypCy EPBUHHOI BaKI[MHAaIll, IpOBEOEHOl ¥ Iepili 6 MicsALiB
KUTTS Oinbin HiK 99% HemoBnAT, BaknuHOoBaHNX IHOAHPUKC™, Manu tuTpu aHTHTiA Oinbmri 3a 0,1
MO/mn gk gng gudTepil, Tak i onsg npasus. BakiivnHa MicTuTh KalumiokoBi anturenu (PT, FHA i
IepPTaKTUH), 110 BifAirpalTh BaXK/IUBY POJib y GOPMYyBaHHI CIenU(piyHOr0 IMyHITETY IPOTU KAIJIIOKY.
IMyHHa BiAMOBiAb Ha Ii aHTUTeHU Oya Oinbine, HiK y 95% 1ux miTew (3a HaHUMU KITiHIYHAX
BUIIPOOYBaHb).

IMyHHa peakiiig micns OycTepHol BakluHallil BakinHow IHPAHPUKC™

[Ticns BBegenHs OyctepHoi o3 IHOAHPUKC™ na gpyromy poti xkutTs (13 - 24 Mmicarri) Bci panie
BaKILMHOBaHi HEMOBJISITA MaJid TUTPU aHTUTIN Oinbimi 3a 0,1 MO/Mn gk ang gudTepil, Tak i ang
npaBis. IMyHHA BiITIOBiAbh Ha KalIIOKOBI aHTUTeHH Oyiia Oinblie, HiXK y 96% 1uux miTed.

3axucHa edekTuBHICTL Bakimuu IHOAHPUKC™

3axucHa e(peKTUBHICTD IicJd IIEPBUHHOI iMyHi3allil y IalieHTiB i3 TUTIOBUM BUIIAAKOM KaIITIOKY (K
Bu3HaueHo BOO3) oriHioBamack 00 3aCTOCyBaHHA 4-1 6yCTEPHOI 1031 B TPOCIEKTUBHOMY CIIiTIOMY
MOCTiIKeHH] y miTeH, sKi 6ynu y ciMeltHOMY KOHTaKTi 3 IiThMU XBOPMMH Ha KalUTOK. Po3paxoBaHa
Ha OCHOBI TaHUX 3i0paHuX Yy I[bOMY OOCTiXKeHHi 3aXxuCHa edeKTUBHICTh BakuuHu [HOAHPUKC™
nocsrna 88,7%, 3 95% OBOCTOPOHHIM [0BipYUM iHTEpPBaIOM y Mexax 76,6% - 94,6%.

dapmaxkoKiHemuxka.

Ouinka papMaKOKiHETUYHUX BIACTUBOCTEH He € 000B I3KOBOIO /1T BAKIIUH.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.

AKTVBHa NepBUHHA iMyHi3allisg IpoTH gudTepii, IpaBLd i KALIOKY V AiTel BiKOM Bif 2 MiCSIiB.
Baknuna IHOAHPUKC™ mnoka3aHa TaKOXK y BUTJIAMI OyCTepHOI mO3U OIS OiTel, SKi paHimie 6ynu
iMyHi3oBaHi TphOMa a0 YOTHPMa HO3aMU BAaKUKHU [js MPoQdinakTUKy oudTepii, mpaBus Ta
KaluToky 3 anemonsapauM (AaKIII) a6o 3 minpHoKmiTHHEEM (AKIIIT) KaIll/TioOKOBUM KOMIIOHEHTOM.

Illenaenns dimeii Ha mepumopii YKkpainu 30iticHI0OeEmbc 32i0H0 3 auMozamu ditouux
Haka3ie MO3 YKpaiHu w000 npogisrakmuyHux uienzieHs.



IIpomunoka3aHHs.

Bakmuny IHOAHPUKC™ He crig mpu3HavaTy oco0aM 3 BifOMOIO TiepyyTIuBiCTIO [0 OyIb-sIKOTO
KOMITOHEHTY BaKIMHU a0 ocobaM, y IKUX BUHUKIIM O3HAKU TilepyyTIUBOCTI MiCIs IOIepegHbOro
BBepieHHs BakiuHu [HOAHPUKC™ abo BakuuHU [y IPodinakTUKY OudTepii, mpaBIs i KALTIoKY 3
ITbHOKITITUHHUMHU KOMIIOHEHTAMHU.

Bakuuna IHOAHPUKC™ mpoTtunokasaHa Ajis WIelNJIeHHS OiTel, y SKUX BUHUKIIA eHIledasonaTis
HeBifmoMoi eTiosnorii mpoTsAroM 7 OHIB IiC/s IOTEPEeNHbOTO IIEIEHHS BaKIIMHOIO, III0 MiCTUIa
KAIITIOKOBUY KOMITIOHEHT. Y IIbOMY BUIIAOKYy KypPC BaKIMHALII CHTifl TPOOOBXUTHU BaKIIMHOIO 3
IU(pTEpiHUM i TPaBIEBUMHU KOMIOHEHTaMU.

4K i mpu 3acTocyBaHHI iHIKX BakuuH, BBefeHHSI IHOAHPUKC™ moBuHHO OyTH BigKlIameHO B 0Ci0 3
TOCTPUMHU TSXKKMMU 3aXBOPIOBAHHSIMH, III0 CYIIPOBOAXKYIOTHCI JIMXOMaHKO10. [IpoTe HasgBHICTh
He3Ha4yHOl iH(eKIil He € MPOTUIIOKa3aHHIM.

Bakuuny IHOAHPUKC™ He M0XkKHa 3aCTOCOBYBATU HOPOCIIUM, HifJIiTKaM Ta OiTIM BiKOM Bifl 7 POKiB.
Y upoMy Bimi ci1if 3aCTOCOBYBATU BaKIMHY 3i 3MEHIIEHUM BMiCTOM aHTUT€HIB.

0Oco00 1uei 3axodu 6e3nexu.

dxkmo BakurHa [HOAHPUKC™ BUKOPUCTOBYETHCS IJisi po3BeneHHs BakuHN XIBEPUKC™ abo AKT-
XIB (guB. po3pin «HecyMicHICTE») Oy 0OQHOYACHOI BaKLIMHALll OHIEI0 iH'€KIIi€I0, CITil JOJaTH BECh
BMicT mmpuiia 3 BakuuHoioo [HOAHPUKC™ y dnakon 3 BakuuHoio XIBEPUKC™ a6o AkT-XIB. ¥
TAKOMY pa3si pO3YMHHUK, 1110 MiCTUThCA B yrnakosli Bakuuau XIBEPUKC™ ab6o AkT-XIB, crig
YTHUIi3yBaTH, OCKITbKY MOT0 3aMiHioe BakimHa IHOAHPUKC™. Ilicns mogaBaHHS BaKLUHU
[HOAHPUKC™ mo Bakiuuu XIBEPUKC™ a6o AkT-XIB cymit cyif peTebHO CTPYCUTH, TTOKH
miodinizoBanuit mopomok XIBEPUKC™ a6o AkT-XIb He PO3YMHUTHCS TTOBHICTIO B CYCIIeH3il
[HOAHPHUKC™. KombinoBaHa BakuuHa AaKJIIT-XIb Ma€ 30BHIMIHWE BUTTISH TPOXH OiNbIil
omanecleHTHUH, Hik cama BakuuHa [HOAHPUKC™ . Y pasi 9KIIo crocTepiraeThes iHila 3MiHa
30BHIIIHLOTO BUTTISAAY, HE CJIif BAKOPUCTOBYBATH BiZHOBIEHY BaKILHUHY. I[Ticis po3BedeHHS BaKLWHU
XIBEPUKC™ abo AkT-XIb 3a momomoroi Bakuuau IHOAHPHUKC™ oTpuMaHy BaKIUHY CIIiJ HETAlHO
BBECTH BHYMPIWHbOM' 13080 B NepedHbobiuHy NogepxH0 cmeezHd. [111s BBeOeHHS BaKIIMHU
BUKOPUCTOBYIOTh HOBY TONKY. Bynb-IKU{i HEBUKOPHCTAHUY JIiKapChKuM 3acid abo #oro Bigxonu
3HUIIYIOTHCS 3TiAHO 3 BUMOraMHM YHHHOTO 3aKOHOMABCTBa YKpalHMU.

B KOHTPOIbOBaHUX KITiIHIYHUX OOCHIIXKEHHAX s KoMOiHoBaHoI Bakiuau «IHOAHPUKC™
XIBEPUKC™ » moBigomiisinoch mpo moOiuHi peakuii 3 4acToToio >1% (siki He 000B’13K0BO Oyiu
IIOB’I3aHi 3 BaKLMHALIE€I0):0TUT CEPEAHbOTO ByXa, KOH IOHKTHUBIT.

Kowmbinamis IHOAHPUKC™ XIBEPMKC™ He mpu3HadeHa [ AiTed ctapiie 36-TH MiCSIIiB, OCKiTbKH
6e3neka Ta e(eKTUBHICTb He BCTAHOBJIEHI [ 11i€l BIKOBOI I'PyIIH.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

[HOAHPUKC™ wMoxke nmpu3HavaTUCs y OyOb-IKOMY YaCOBOMY CIIiBBiHHOIIEHH] 3 iHIMMMU BaKIIMHAMH,
MIPpU3HAYEHUMU IJIS [MIEeTIeHHS TiTSAM.

Pi3Hi iH’eK1iliHi BaKIIMHYU CIifl 32CTOCOBYBaTH 000B’I3KOBO Y Pi3Hi iH €KIiNHI OiNIHKY, 3a



BUKIoueHHSIM BakIuHU XIBEPUKC™ a6o AkT-XIB, sKi MOXKHa 3MilllyBaTH B OMHOMY IIIIPHIIL 3
BakuuHow IHOAHPUKC™.

Y matieHTiB, SKi OTPUMYIOTh iIMyHOCYIIPECUBHY Tepariio, abo y NallieHTiB 3 iMyHO#epiuTOM MOXKe
OyTu He OTpUMaHa afekKBaTHa iMyHHa BifiTIOBib Ha BBEIEHHS BaKI[MHMU.

Oco6 1ueocmi 3acmocyeaHHsi.

3rigHo 3 Ha/JIeKHOI0 K/TIHIYHOI0 MPaKTUKOI0, BaKIMHAallil TOBUHHI ITepefyBaTy INeperiiaf MeudHol
KapTH marieHTa (0co6IMBO MO0 IoIepeaHbol BaKIMHALI i MOXK/IMBMX BUIAAKiB M00GiYHOI mil) i
KJIiHiYHe 00CTeXKEeHHS.

4K i mpu 3acToCyBaHHI iHIMMX BakKLKH, BBedeHHs Bakuuau IHOAHPUKC™ moBuHHO OyTH BiIKIameHO
B 0Ci06 3 TOCTPUMM 3aXBOPIOBAHHSIMH, 1[0 CYIIPOBOAXKYIOTHCS INXOMaHKOI0. [IpoTe HasIBHICTh
He3HayHOI iHQeKIIi]l He € MPOTUIIOKAa3aHHIM [0 TPOBENeHHS iMyHi3aIril.

Ao BigoMo, 1m0 Oyab-sIKUM 3 HaBeAeHWX HUXK4Ye CUMIITOMIB OyB y 4aci 1oB’sg3aHuit 3 OTpUMaHHAM
AaK]IIT abo AKITI, piiteHHs PO BBeIEHHS MMOAJBIINX 103 BAKIMHHU, TKa MICTUTh KaIITIOKOBUHI
KOMIIOHEHT, He0OXiTHO peTeIbHO 3BaKyBaTu. MoXKyTh OyTH 00CTaBMHY, TaKi K BUCOKa
3aXBOPIOBaHICTh Ha KalllJIIOK, KOJIX IIOTeHIiiHa KOPUCTh IIepeBaxKae MOXKIIUBUY PU3UK, 30KPEMA,
OCKIJIbKY 11i TIOAi1 He MOB’SI3aHi 3 TPUBAJIUMHU YCKIagHEHHSIMU.

Huxxuye3za3HaueHi peakilil paHille po3rnsganucs K MpoTunokalanHs as BBegeHHs AKIIIT BakuH
(LIiMbHOKIIITUHHUX) 1 3apa3 MOXKYTb PO3TIANATUCS K peakllil, Ipy SKUX BaKLKHY CJIif IpA3HayaTH 3
00ePexKHICTIO:

- remmneparypa = 40,5 °C y Mexkax 48 rogus micis BaKIMHallil, He 110B’sI3aHa 3 iHIMMMHU IPUYUHAMH,
SIKi MOXKHa ifeHTuiKyBaTy;

- Koj1arc abo IMIOKOMomiOHUM cTaH (TiMOTOHIYHO-TiMOPECIIOHCUBHUM eni3of) v Mexkax 48 roguH micus
BaKIIMHAIIIl;

- IPOHU3NUBHY Iay ab0 KPUK, 0 TPUBA€E = 3 TOAMH, CIIOCTEPIraeThCs y Mexkax 48 romuH micis
BaKI[MHAIIII;

- CyIOMH 3 TMXOMaHKOI0 abo 6e3 Hel, 1110 BUHUKAIOTh B MexKaX 3 [IHiB MicJIsi BaKIMHAII1.

Y pmiTeii 3 mporpecyr04YUMy HEBPOJIOTIYHMMHU MOPYIIEHHSIMHY, BKII04Yaouu iH(QaHTUIbHI ClTa3Mu,
HEKOHTPOJIbOBaHY elrijernciio abo mporpecyouy eHnedanomnaTiio, Kpallle BifKiIacTu iMyHi3allito MPOTH
Kalumoky (Pa-alenonsgapHuil KaumioK, PW-IiTbHOKITITHHHUM KallJTIOK) OO0 MOKpalleHHs abo
crabimizarii crany. OgHak, pillleHHS PO 3aCTOCYBaHHS KallJTIOKOBOI BAKI[MHU CJIif TPUIMaTHU Ha
iHOUBiTyasnbHil OCHOBI IiC/ PETENIbHOI OLIHKY MOXKJIMBUX PU3UKIB Ta MEepeBar.

Cymomu 3 TMXOMaHKOI0 B aHaMHe3i ab0 cymoMu B CiMEHOMY aHAMHEe3i He € MPOTUIIOKA3aHHIM [IJIs
IIETIIeHHS.

BIJI He € IpoTUNOKa3aHHAM [JIS IIETIeHHS.

4K i gy BcixX iH'eKI[INHUX BaKIWH, BiNOBiAHA JOTIOMOTa Ta MEeIUYHUN HATrJISM 3aBXK/IX TOBUHHI OyTH
JIETKOJOCTYIIHUMHY Y BUIIaIKy BUHUKHEHHS PiAKiCHUX aHa(inaKTUYHUX peaklill micis BBeOeHHS
BaKIKHU. TOMY MaIlieHTH MOBUHHI OyTH ITif HArasmoM He MeHIe 30 XBUIMH IIiC/s BaKITMHALI.



4k i Bci BakUuuHY 15 npodinakTuky oudrepil, mpasns i Kauutioky, IHOAHPUKC™ crig BBOgUTH
BIIPOIOBK KYPCY BaKILMHALlil KOXHY HaCTYIIHY 003y BaKLUHU I'TMO0KO BHYTPIIIHBOM 5130B0, 6axKaHo B
IHITY iH'€KUiUHY OIIAHKY.

Bakuuny IHOAHPHUKC™ cnig npusHadaT 3 06epexkHicTio ocofaM 3 TPOMOOIUTOIEHi€0 abo
TIOPYIIEHHSM 3rOPTaHHS KPOBi, OCKIIbKY IIPU BHYTPILTHEOM S130BOMY BBEIEeHHI y TaKUX 0Ci6 MOXYThb
MaTH MicCIle KPOBOTEYi.

Lle#t mikapcbku#t 3aci6 Mictuth MeHIe 1 Mmmonsb (23 Mr)/mo3y HaTpito, TOOTO MPAKTUYHO BiTbHUM Bif
HaTpilo.

3a xkogHux o06craBuH Baknuny [HOAHPUKC™ He c1ii BBOTUTH BHYTPilTHHOBEHHO.

[Tpu npu3HaveHHi MepBUHHOI iMyHi3allil HeJOHOIIIEHHM HEMOBIISATaM (< 28 THXKHIB recTaliil) ciip
MaTH Ha yBa3i MOTEHILINHNWN PU3UK PO3BUTKY Y HUX allHOE Ta HEOOXigHICTh KOHTPOJIIO 3@ AUXAJIbHOIO
GbyHKIi€IO TpoTaroM 48 - 72 roguH micis BaKIMHAIll, 0COOMMBO ¥ BUIAAKY, SKI0 HEMOBIISI Ma€ B
aHaMHe3i peclipaTOpHUU OuCTpec-CuHAPOM. OCKiNIbKYM KOPUCTh BaKLMHALIil y 1€l TPYIIX HEMOBIIAT €
BHCOKOIO, Bill BaKIIMHAIIl He CJIim BimMOBIATHCE a0o0 I BinkIagaTu.

CuHKore (HEIPUTOMHICTh) MOXKe BUHUKHYTH IIifl 4ac a0o paHimre 6yab-gKoi il eKITiiHOI BaKIIMHAIIl,

SK IICUXOT€HHA peakliiis Ha iH eKIil0 r0IK0W. BaXIuBO IPOBOAUTH IIPOLEAYPU Y BU3HAUEHOMY MiCLIj,
106 3ano0irT¥ TpaBMyBaHHIO BHACIIZOK HEIIPUTOMHOCTI.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

Ockinbku BaknmHa IHOAHPUKC™ He npu3HadeHa [J1s1 BAKOPUCTAHHS Y NOPOCIINUX, TO HAJIEXKHI HaH]
II0/I0 3aCTOCYBaHHS B Iepiof BariTHOCTI abo jakTallil y ofel Ta HajleXKHi pepOAyKTUBHI
OOCTiIXKEeHHS Ha TBapUHaX BiCYTHI.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizmamu.

He cTocyeThcs maHOl rpymu.

Cnocid 3acmocyeaHHsi ma do3u.

PekxoMmeHgoBaHa pa3oBa go3a BakiuHuU - 0,5 M. Kypc nepBruHHOI BaKLIMHALIil CKJIafa€ThCA 3 TPhOX
103 Ha MePIIOMY POIli XKUTTS 3 HACTYIIHUM BBeeHHSIM OyCTepHOI M031 Ha APYroMy Ta IIOCTOMY POLi
KUTTS.

Baknuna IHOAHPUKC™ npusHaueHa [jis TTH00KOTO BHYTPILIHEOM I30BOTO BBEJIEHHS.

Baknuny IHOAHPUKC™ cnip mpu3HadaTu 3 06epexkHicTIO ocobaM i3 TpoMOouuToneHieo abo
NIOPYIIeHHSMH 3rOPTaHHS KPOBi, OCKiIbKY MPU BHYTPIIIHHOM I30BOMY BBEIEHHI y TaKUX 0Ci6 MOXKYTh
MaTu Micie KpoBoTedi. Micue iH'€k1il citif MillHO IPUTUCHYTH (He pO3TUPA0OYX) IPUHAUMIi Ha ABi
XBUIIMHH.

3a xkogHux 00ctaBuH BakuuHy [HOAHPUKC™ He c1ig BBOTUTH BHYTPillIHLOBEHHO.



IHcmpyKkuia 3 3acmocy8aHHA/8UKOPUCMAHHA.

Bakuvaa IHOAHPUKC™ npencrasneHa y BUrIAAi MyTHOL 6inol cycnensii. [lig yac 30epiranus
criocTepiraeThcs 6inui ocap Ta Mpo30opa HajocamoBa pimuHa. Ilepeq BBeIeHHSIM BaKIMHY HEOOXigHO
nobpe cTpycuty, mob oTpuMaT TOMOTeHHY, MyTHY, Oily cycneHsito i BisyanbHO IIepeBipuTy Ha
HAsIBHICTH OyIb-IKMX MEXaHIYHUX BKJIIOUEeHb Ta/ab0 3MiHU 30BHIMIHBOTO BUTIAAY. Cllig yTUmisyBaTu
BaKIKHY, K0 OyAb-1110 3 IIepesliueHoro Buille 0yJi0 BUSBIEHO.

Himu.

Baknuuaa IHOAHPUKC™ 3acTOCOBYETHCS ¥ OiT€X BIKOM Bifl 2 MiCSIIiB.

Ilepedo3yeanHns.

3a maHUMU MiCNIAIineH3inHOro hapMaKoHaTIALy HagXOAU/IU IIOBiIOMIIEHHS NP0 BUIIAKU
nepeno3yBaHHs. [100iyHi sSBUIIA, 1110 BUHUKAJIU IIPY IIePef0o3yBaHHi, He BiIpi3HSIIuCs
crenudivnicTio i 6ynu mogibHUMM [0 THX, IO CIIOCTEPIraaucs Iif Yac 3BUYANHOTO BBeIeHHS
BaKILUHU.

Io6iuni peakuii.
KniniyHi 0ocaioceHHs

HaBepnenuit Hux4e npodins 6e3mneku 6a3yeThcs Ha faHuX, OTpUMaHux y 20 KITiHIYHUX OOCITigKEeHHIX
npu iMmyHi3ail 11 469 natienTis, gki orpuManu 18 420 103 BaKIMHHA.

4k i npu 3actocyBanHi BakuuHu AaKJIIIT Ta KoMOiHOBaHMX BaKIMH, 110 MicTATh AaKIIII, moBigoMsiu
po 30i/IbIIeHHST YaCTOTH MICIIeBUX peakiliii Ta IMXOMaHKH Iicyis 0yCTepHOil BaKLKHAILil, TIOPiBHSIHO
i3 MepBUHHUM KypCOM BaKIMHallii. YacToTa BUHUKHEHHS MOOIYHMX peakiliii BU3HaYeHa HACTYITHUM
YUHOM:

Iyxe gacto: 31/10

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

Oyxe pigko: < 1/10000

HOQSZH.IGHH?I 3 6OK§Z KpOBOHOCHOi Ta HiMQI)aTI/I‘{HOi CHUCTEMH

Iyoice pidko: mimpameHomaTis .

[NopyuieHHs MeTab0i3My Ta aliMeHTapHi po3nagu



Yacmo: BTpaTa amneTuTy .

[TopymieHHs 3 OOKY ICUXIKI

Llyoce yacmo: OpaTiBIUBICTb.

Yacmo: HeCIOKiil’, TPOHU3NUBUI KPUK.
[TopyineHHs GYHKIII HEPBOBOI CHCTEMHU
Ilyoce yacmo: COHNMUBICTE.

Heyacmo: romoBHuU# 6inp'.

[NopyuieHHs 3 60Ky OWXanbHOI CUCTEMH, OPTraHiB I'PYIHOI MOPOXKHUHYU Ta CEPENOoCTiHHA Hevuacmo:
Kallens', GPoHXiT .

[NopyuieHHs 3 60KY MINYHKOBO-KUIITKOBOTO TPAKTY

Yacmo: MIMTYHKOBO-KUIITKOBI PO37Iafin, Taki SK: miapes i 610BaHHS.

[TopymeHHsa GYHKII MKipKU Ta TiOITKIipHUX TKaHUH

Yacmo: cBepOix.

Heuacmo: BucuIaHHA.

Pioko: kponuB’gHKa.

3aranbHi IOpyIIeHHS Ta peakilii y MicIli iH’exiii:

Lyoice wacmo: moYepBOHIHHS, MiclleBa IPUIYXJICTh y Micli iH'ekil (< 50 MM), TUXOMaHKa
> 38 °C.

Yacmo: 6ine’, MicIieBa IPUIYXIICTh y MicIi is’ekii (> 50 mm)°.

Heuacmo: peakiiii y micii iH’ek1ii, BKII04alouy 3aTBEPHiHHS, BTOMJTIOBAHICTh', TMXOMAaHKa > 39,1
°C, mucy3Huit HabPSAK KiHIIBKY, V Ky 3OiMCHIOBANACs iH €KIIis, 10 iHOMi PO3MOBCIOXKYETHCS Ha
HaubImX4mi cyrnod.’

[TicaaniueHsiuHul papMakoHaz150

[NopyuieHHs 3 60Ky KPOBOHOCHOI Ta TiMbaTHYHOI CUCTEMHU
TpomGoruToneHis ',

[TopyiieHHS iIMYHITETY

Anepriuni peaxiril (Bkmodaoun aHadiTakTUYHI Ta aHadinakTOIoHI peakiril).

[TopymieHHs QYHKII HEPBOBOI CUCTEMHU

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



HOQyH.IeHHﬂ EHX&HLHOi CHUCTEMH

AnHoe (muB. po3nin «OcobIUBOCTI 3aCTOCYBaHHSA» 100 iHGOpPMallil TPo anmHoe ¥ HelOHOLIEHUX
HeMOBIAT (< 28 THXHIB recratiii)).

[NopymieHHs 3 00Ky IIKipHU Ta MigMKIiPHUX TKAHUH

AHTiOHEBPOTUYHUY HAOPSK.

3aranbpHi DOPYIIeHHS Ta MaTOJIOTIYHI peaKIlil y MicI iH’ €Kil
Ha6psk BCi€l KiHIIBKY, B SIKy BBOAMIACH BaKIWHA °.

' CnocTepiranucs nume opy 6ycTepHil BaKIHHAIII.

* CrocTepiranuck AyXe 4acTo Ipu OyCTepHil BaKIKHAIII.

’V mite, IKUM Oynu BBe[leHi IePBUHHI 003U alleTIosAPHOl BaKIMHY 15 MPOGiNakTUKU KallTIoOKY,
MMOBIPHICTh BUHMKHEHHS peaklIliii IPUIyXJIOCTi micyisa BBeJeHHs OycTepHol fo3u Oinbiia y
NIOPiBHSHHI i3 TAKUMHU ¥ OiTeH, IKi OTpUMau UiTbHOKJIITUHHI BaKIIMHY AJIS TPOQITaKTUKU KallTIoKY.
Micuesa npunyxmicts (> 50 MM) Ta gudy3Ha IPUIYXIIICTh MOXKe BUHUKATH YacCTille (Oyxe 4acTo Ta
4acTo BigmoBigHO) mif yac OycTepHoi BakIHAalil ¥ Bili Mixk 4 Ta 6 pokamu. Lli peakuii MUHAIOTE ¥
cepenHbLOMY 4yepes 4 [Hi.

* Cocrepiranuchk pH 3aCTOCYBaHHI BAaKIWMH Bif mudTepii Ta Ipasis.

Tepmin npudamuocmi.

3 poku. [laTa 3aKiHUEHHSI TEPMiHYy IPUOATHOCTI 3a3HayeHa Ha yIaKOBIIi.

YMoBu 30epiranHsi.

30epiratu npu Temmepartypi Big 2 mo 8 °C. He 3amMopoxXyBaTu. 3aXUIlaTH Bif CBiTna. 30epiratu y
HEIOCTYIIHOMY [JIS OiTe! MiCIi.

HecymicHicmo.

Bakuyny IHOAHPUKC™ He MOXKHa 3MilllyBaTy 3 IHIIMMU BaKI[MHAMU B OQHOMY ILUIIPUILL, 3a
BukouyeHHSIM BakiuHu XIBEPUKC™ ab6o AkT-XIb.

YnakoBka.

Cycnensis ons in’exkniii o 1 go3i (0,5 mi1) y nonepenaso 3anoBHeHoMY Wnpui Ne 1 y KOMIIIEKTi 3
opnHieo a00 HBOMA T'OJIKAMHU.



Kareropis Bigmycky. 3a peLentom.

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

Micue3HaxoKeHHsI BHPOOHHKA Ta aipeca Micusi MpoBaJIXKeHHs HOro Tis/IbHOCTI.

Pio me m’'IucTiTio, 89 1330 M. Pikcencapt, bensris / Rue de I'Institut, 89 1330 Rixensart, Belgium.

IIpeacTaBHUUITBO B YKpaiHi:

TOB «I'makcoCmiTKnsitn ®apmaceioTikanc Ykpaina», 02152, m. Kuis, npocnekt [1aBna Tuuunu, 6ya.
1-B, ten. (044) 585-51-85, dakc (044) 585-51-92.



