IacTpyKIis

IJIsI MEJUYHOI 0 3aCTOCYBaHHSA JIIKapChbKOro 3aco0y

XaBpukc 720 BaknuHa 11 npodiTaKTHKH remaTtury A
XaBpukc 1440 BaknuHa 011 npodilaKTHKH renatury A
Cknao:
0il0Ya pevo8UHA: aHTUTEH BIPYCY TelaTuTy A;
1 mo3a mms mitedt (0,5 mn) mictuth aHTUTEH Bipycy rematuty A 720 O] ELISA (Xaspukc 720);

1 mo3a mns mopocnux (1 mim) mictuTh aHTUTeH Bipycy renatuty A 1440 O] ELISA (XaBpukc
1440).

0onomidcHi peyoguHU: aJTIFOMIHI0 TiIPOKCUN, aMiHOKUCIIOTH [JId iH'€KI[iN, HATpPio
rigpodocdar, Kamito gurimpodocdat, momicopdbart 20, Kaslio XJI0PHUA, HATPil0 XJIOPU, Boma
01 1H' €KLiN.

Jlikapceka ¢popma. CycreH3is ais iH eKIin.
OcHOBHI (pi3uKo-XiMiuHi 81aCMUBOCMI:
MiXKHapOoOHa HellaTeHTOBaHa Ha3Ba: Hepatitis A vaccine, inactivated

XaBpHKC - CYCIIEH3is, MO CKJIaAy SKOI BXOJUTh iHAKTUBOBAHUM 3a JOTIOMOT 010 (hopMasnbaerimy
Bipyc rematuty A (muram HM 175), amcop6oBaHuii Ha TiIpOKCHU[I allOMiHii0.

Bipyc KynbTUBYIOTH V AUIIOIAHUX KITiTUHAX mioguHu MRC-5. KniTuHu nepepn BULiIEHHSM Bipycy
PeTeNbHO IPOMUBAIOTH [JIS BUaJIeHHS II0KKUBHOTO CepPefoBUIla. 3a JOIIOMOTO0 JIi3UCY KIIITUH
OTPUMYIOTh CyCIIEH3il0 BipyCy, SIKy IIOTiM OYUINYIOTh, 3aCTOCOBYIOYH METOOU yIbTpadinbTpaliil Ta
resneBoi xpomarorpadii. [HakTHBaMis Bipycy mocaraeThes nuisixom 06po0ku hopmanbaerizom.

BaxkmuHa XaBpUKC - Lle O4YHUIlleHa CTEPUIbHA CYCIIeH31d IHaKTUBOBAHOTO BIPYCY reraTuTy A; BMICT
QHTUTEHY BU3HAYalOTh 3a JOIIOMOT0I0 iMyHO(pEepPMEHTHOTO TBepHoda3Horo aHanizy (ELISA).

Bakiuuna XaBpHKC SBJsg€ C000I0 MyTHY PifKy cycnensito. [Tig yac 36epiraHHs Moxke CIIOCTepiraTucs
Oinuit ocam 3 mpo3opuM 6e30apBHUM CYIEePHATAHTOM.

XaBpuKC BigmoBigae BuMoram BcecBiTHBOI opraHi3allil 0XOPOHHU 3I0POB’ST 10 iHAKTMBOBAHUX BAKIUH
015t Mpo(ilakKTUKY renaTuTy A.

®apMakoTepaneBTHYHA I'pyna. [HakKTUBOBaHAa BaKI[MHA [IPOTH BipyCy renaTtuty A.

Kopg ATX JO7B CO2.



ImyHon02iuHi ma 6iono02iuni 8 racmueocmi

®apmakoOuHamika.
BaknuHa XaBpuKC Npu3HayeHa Jis iMyHizallil s mpodilakTUKY BipyCHOTO TemaTUTy A 3a
IOIIOMOT 010 CTUMYJIAIi] crieniiuHOoil iMyHHOI BifiTIOBifi, HA OCHOBI iHAYKIIii aHTUTIN IPOTHU BipycCy

renatuty A (HAV).

IMVYHHA 8i0no8idb

Y npoBefieHuX KIiHIYHUX HOCTigKeHHAX ¥ 99 % BakluMHOBaHUX Oya oTpUMaHa CEpPOKOHBEPCis yepe3
30 gHiB micng BBeEeHHS MePIIOol [03U BaKIUHU. Y HiATPYMi KIiHIYHUX BUNIPOOyBaHb, METOI0 IKUX
Oynu BU3HAUEeHHS KiHETUKY iMyHHOI Bifmogini, 6yia BCTaHOB/IEHA PaHHS i IIBUKA CEPOKOHBEPCIis
icyis BBEOEHHS OfHi€l 03U BaKIMHU XaBpUKC y 79% BaklmHOBaHUX Ha 13- meHsb, 86,3% - Ha 15-i
neHsb, 95,2% - Ha 17-1 menn i 100 % - Ha 19-i1 geHb, TOOTO I1eX YacoBUM iHTEepBan OyB KOPOTIIHNI
cepenOHbOIHKYOAIiHOTO Mepiofy Ans Bipycy remaTuty A (4 TuxHi), (DUB. TaKOXK Po3[in «JoKmiHiuHi
IaHi 3 6e3meKn»).

Tpusasicmb iMYHHOI 8i0Nno8ioi.

[l71s1 rapaHTil TPUBAJIOr0 iMyHHOTO 3aXUCTY, Yepe3 6-12 MicsAIiB mics mepBUHHOI BaKIIMHAIIil
npenapaTtamu XaBpukc 1440 (mo3a mgns mopocnux) abo XaBpukc 720 (mosa mist miTel) moTpibHO
IpoBeCTH OYCTePHY BaKLMHAIII0. Y MPOBEOEeHUX KITiIHIYHUX BUIPOOYBaHHSIX OyJI0 BCTAHOBJIEHO, 110
yepe3 OOUH MiCSIb ITic/Is BBedeHHs OyCTepHOl M03H, BCi BaKIIMHOBaHi Oy CEPOITO3UTHBHUMH.
OpHak, gKio 6ycTepHy BaKIMHallil0 He 0yJI0 TpoBefieHo yepe3 6 - 12 MicsiiiB micis mepBUHHOI
BaKIIMHAIlil, BBeeHHS Ili€ei OycTepHOl M03u MoXkKe OyTH BiiICTPOYEHO Ha TEePMiH [I0 5 POKiB. ¥
IOPiBHANIBHOMY KIiHiYHOMY BUIIpoOyBaHHI 0yj10 MOKa3aHo, 110 OycTepHa [A03a, BBeeHa B Iepiod A0 5
POKIB TIiC/Isi OTpUMAHHS IEPINO] 03U BaKLUUHU, iHIYKy€e BUPOOIEHHS aHTUTIN y TaKii camiit
KOHIIEHTpallil, K i micysa 3acTocyBaHHs OyCTepHOI f03U Yepes 6-12 MicsIiB mics npoBeneHHs
IIePBUHHOI BaKIIMHAIIl.

OuintoBany 306epexKeHHsS TUTPY aHTUTLNI IPOTH BipyCy remaTUTy A micnis BBeeHHS 2 003 BaKIMHU
XaBpuKC NpOTAroM 6-12 MicsuiB MixXK go3aMu.

Haui, oTpuMaHni mpoTsaroM 17 pokiB, [al0Th 3MOT'y IepeadadyuTy WMOBIPHICTS, III0
skHanMene 95% ta 90% ocib 3anuimaThcs cepono3uTuBHUME (> 15 MMO/MIT) BigmoBimHO
yepe3 30 Ta 40 pokiB micnsa BakiuHaIli (quuck Tabmuio 1).

Tabmus 1
[TepenOauenuit BincoTok 3 piBHeM aHTU-HAV = 15 MMO/Mn Ta

95% moBipui iHTepBanu mig gocaimkenb HAV-112 ta HAV-123

0 . .

Pik = 15 MMO/mn 95% ROBIPHHM IHTEPBAT o
HuxHin piBeHb BepxHi piBeHb

[Tepenbauenus mist HAV-112

25 97,69 % 94,22 % 100 %

30 96,53 % 92,49 % 99,42 %



35 94,22 % 89,02 % 98,93 %

40 92,49 % 86,11 % 97,84 %
[Tepenbauenus onst HAV-123

25 97,22 % 93,52 % 100 %
30 95,37 % 88,89 % 99,07 %
35 92,59 % 86,09 % 97,22 %
40 90,74 % 82,38 % 95,37 %

[ToTouHi maHi cBigYaTh Ha KOPUCThH BiICYTHOCTI HEOOXIMHOCTI MPOBENEHHS ITOBTOPHOI
BaKIMHAlIil cepel iMyHOKOMITIETEHTHUX 0Ci0 IicIIs KypCy OBOI0O30BOI BaKIIMHAIIil.

EdexmugHicmb 8akuuHu Xaspukc 0158 KOHMPO/A 3d CNAAAXAMU 3dX80PHBAHH S

EdexTuBHICTh BaKLIMHY XaBPUKC OILiHIOBA/IM Ha I'PyllaxX HacelleHHS y Pi3HUX [JajeKo BifaleHUX ONUH
Bifl 0ogHOTO perioHiB, ne Oynu BUSBJIEHI Cllanaxu 3axBopioBaHHS (Ansicka, Crmosakis, CIIA,
BenukoGpuTanis, 13pains Ta Itamis).

Y pe3ynbTaTi IUX HOCHiAXKEHb 0yI0 BCTAHOBJIEHO, 1110 BaKI[MHAIlis IIpernapaToM XaBpUKC IPU3BOIUTD
[0 IPUIIMHEHH ClajiaxiB 3axBopioBaHHSA. BakuuHarisa 80 % momnynsnii IpU3BOAUTH N0 IPUINHEHHS
CllajaxiB 3aXBOPIOBaHHA 3a nepiof Bif 4 mo 8 TUXKHIB.

Bnaue mMacosoi 8akyuHauii Ha Yyacmomy 3axe80pHB8AHOCMI
3HMKEHHS 3aXBOPIOBAHOCTI Ha TeMaTUT A CIIOCTEPiraaocs B TUX KpaiHax, B IKUX 2 - 030Ba

mporpaMa iMyHi3arlil BakInHOI XaBpuKC™ OyIia BIIpPOBaAXKeHa [ OiTel APYyroro POKY XKUTTS:

* B I3paini mBa peTPOCIEKTUBHUX JOCTiAXKEeHHs 0a3 MaHUX [TOKA3aJIH, L0 MiCJIs BIPOBAIKEHHS
IporpaMM BaKIKMHalll 3aXBOPIOBaHICTh Ha renaTUT A cepefl 3arajbHOr0 HaceJleHHs 3HU3WIach Ha 88
% i 95 % ugepes 5 i 8 pokis BigmoBigHO. [lani HallioHamIbHOI CUCTEMU CIIOCTEPEXKEHHST TaK0XK
BKA3YIOTh Ha 3HUKEHHS 3aXBOPIOBAHOCTI Ha renaTUT A Ha 95 % B mopiBHSHHI 3 mepiomoM [0
BAKIIMHAILIIl.

* V [Tanami peTpPOCIEKTUBHE JOCTiAKeHHS 0a3y JaHUX II0Ka3aJi0 3HUKEHHS 3aXBOPIOBAHOCTI
rematutoM A Ha 90 % cepeq BaKIIMHOBAHOTO HacelleHHs, i Ha 87 % cepeq 3arajibHOTO
HacCeJIeHHs, Yepe3 3 POKHU MiCs BIPOBAAXKEHHS MPOTrpaMy BaKIMHAIIl.

* CrocTepexkeHHs moa0 3HUKEHHS 3aXBOPIOBAHOCTI Ha remaTUT A cepeq 3araJbHOTO
HaceJeHHS (BAKIMHOBAHOTO i HEBAKIIMHOBAHOTO) B 000X KpaiHaX JEMOHCTPYIOTD MOMYISIiHU]
iMmyHITET.

LlokaiHiyHi OaHi 3 6e3neku: B eKCIIePUMEHTi Ha 8 HeToguHONOmiOHNX IPpHMaTaX TBAapPHH MMifgaBaIu
€KCIIO3HUIIil 3 TETEPOJIOTIYHUM IITaMOM BipyCy renmaTuTy A i BaKUMHYBaJIX yepes3 2 [OHi micns
€KCIT03UIlil. Y pe3ynbTarTi Ifi€l IOCTEKCIIO3UIIiHOI BaKIIMHAIIl 3aXUCT OyB JOCATHYTUM IJIS BCiX
TBApPUH.

Kniniuni xapakKTepuCTHKH.
Iloxka3aHHhsA.

BaknuHa XaBpuKC IIpM3Ha4YeHa [AJ19 aKTHBHOI iMyHi3aIlil oci0, siKi BXOASATh 0O TPYIl pU3UKY
iH(piKyBaHHS BipyCcOM renatuty A.



BakiuuHa He 3amno0irae iHdexii, 1110 BUKIMKaHa iHIUMY 30yOHUKaMHU, HallpUKJIIaf, BipycaMu
rernatuty B, rematuty C, rematuty E a6o0 iHIIMMY MaTOreHAMH, 10 € MIPUYMHO0 iHITUX 3aXBOPIOBAaHb
IIeYiHKH.

Y 30HaxX 3 HU3BKOIO Ta [IOMIPHOI €HOEeMIUHICTIO relaTUTy A PeKOMeHAY€EThCS IMyHI3yBaTu 3a
IIOIIOMOT 010 BaKIMHU XaBPHUKC y MePIIy Yepry ocid, siKi CTaHOBNIATH a60 MOXKYTh CTaHOBUTHU I'PYIIH
MigBUIEHOT0 PU3UKY iHGDiKyBaHHA. [J0 HUX Ha/leXaTh:

MandpisHuku. OcobH, sKi IOIOPOXKYIOTh ¥ PETiOHM 3 BUCOKOIO IOIITUPEHICTIO FeaTUTy
A. 1li perionu Bkmo4aooTh Adpuky, Azito, CepernzemHoMopchKu 6aceiit, CepenHiit Cxip,
LlentpaneHy i [liBgeHHY AMEpUKy.

Biticvkosocayacb08ui 36potiHux cu. BiiChKOBOCTYKO0O0BI, SIKi HallpaBISIOTLCI B PETiOHU
3 IMigBHUIIEHOI0 eHAEMiUHICTIO ab0 B PerioHY 3 He3aMlOBITbHUMY CaHiTapHUMU YMOBaMH,
MaloTh MigBUIIEHNM PU3UK iH(DiIKyBaHHS BipycoM renatuty A. [Insg Takux ocib moka3aHa
aKTVBHA IMyHIi3allid.

Ocobu, 0415 AKUX iICHYE PU3UK 3aXB0PIHOBAHHA HA 2enamum A yepe3 ix npodecitiHy difnbHicmb,
abo 015 AKux icHye nidguuieHUll pu3uk nepedayi 3axeopiosaHHA. [10 HUX HajlexKaTh: IepPCOHa
OUTSYUX OOLIKIIBHUX 3aKJlafiB, MEOCEeCTPH, JIiKapi, MOJIOAIIXN MEOUYHUY IePCOHA Y
TiKapHAX Ta iHIIUX TiKyBaJbHO-TPODITaKTUUHUX YCTaHOBaX, 0COOIIUBO Y
raCTPOEHTEPOJIOTIYHUX Ta MefiaTPUYHUX BifHineHHSAX, POOITHUKY, sIKi 00CITyTOBYIOTh
CHCTeMH KaHasi3allil Ta BOGOOYKCHI CIIOPYAH, IPaliBHUKY I'POMaICbKOT0 XapuyBaHHS Ta
IIPOAOBOIFYMX CKJIA[IiB, Ta iHII KaTeropil.

Ocobu, uLo nepebysaroms y 2pyni nidguuLeH020 Pu3uKy Yepe3 c80K cmamesy nosediHkKy.
T'omocekcyarictu, ocobu, sSiKi MalOTh IeKibKa CEKCyaJbHUX ITapTHEPIB.

XBopi Ha eemoiiro.

Ocobu, Aki sukopucmosyromby iH’ €KUiliHi HAPKOMUKU.

Ocobu, aki koHmakmywme 3 iHpikosaHuMU a100bMuU. OCKiNTbKY BUAIIEHHS BipyCy

iHpikoBaHMMU 0coOaMM MOXKe MaTH MicIle TPOTSATOM TPUBAJIOTO Iepiofy, PEKOMEHAYEThCS aKTUBHA
iMyHi3al1ist ocib, 110 3HaXOAATLCA ¥ TICHOMY KOHTaKTi 3 iH(piKOBaHUMHU.

Ocobu, Aki nompebyombs 3axucmy, Ak 4aCMUHU KOHMPOAK cnaaaxie cenamumy A, abo yepes
30i/1bWeHHA 3dX80PHBAHOCMI 8 PE2IOHI.

IlesHi epynu HaceseHHA, 015 AKUX 8i0oMUll BUCOKUU pPiBeHb 3AXBOPHOBAHOCMI HA eenamum A.

Hamnpukian, aMepuKaHCBKI iHAiaHIli, eCKiMOCH € TpyllaMH, B IKUX elifieMil, BUKJTHKaHi
BipyCOM remnaTuTy A, € PO3IOBCIOIXKEHUMHU.

Ocobu 3 XpOHIYHUMU 30XB0PHOBAHHAMU NeYiHKU abo 015 AKUX iCHYE nidguWeHUl Pu3uk
PO38UMKY XPOHIYHUX 3AXB0PHBAHbL NEYiHKU (HANIpUKJIa[, XPOHiuHi HOCII Bipycy rematuty B

abo Bipycy rematuty C Ta 0co0H, Ki 31I0BXKUBAIOTh alIKOT0JIEM).

Y perionax i3 cepegHBOI0 Ta BUCOKOIO IIOMUPEHICTIO TenaTuTy A (Hanpukian, Adpui, Asii,
Cepen3eMHOMOpchKOMYy Oaceliti, CepemuboMy Cxopi, LlenTpanbHil i [liBmeHHi AMepuili)



[JIS1 CIPUMHSTINBUX 0Ci0 peKOMEHOYEThCS aKTUBHA iMyHi3allid. BoHa BKI04Ya€ iMyHi3alliio
miTew i miamiTKiB, 0COOIMBO y BUIIUX COIiaIbHO-eKOHOMIUHUX I'PyTax i MiCbKUX perioHax.

IIpomunoka3aHHs.

XaBpUKC He CIIifl BBOOUTH 0cob6aM 3 BilOMOIO TilepuyTAUBICTIO M0 OyIb-IKOT0 KOMIIOHEHTA BaKI[MHU
abo0 70 HeOMIIMHY (MIPUCYTHIN y BUTTISAI 3aJIUIIKY Bifl BUPOOHUYOTO MIPOIecy) (AUB. PO3Mi
«Cknapg»), abo pu HagBHOCTI peakilill mifABUIEHOl YyTIUBOCTI MiCIIs MOTIEPEeTHbBOTO BBeIeHHS
BaKI[MHYU XaBPHUKC.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Bakuyna XaBpHKC - Ile iHaKTUBOBaHa BaKIMHa, TOMY 1l OHOYAaCHe 3aCTOCYBaHHS 3 iHIIUMU
iHaKTMBOBAaHUMHU BaKIMHAMU He MIOBUHHO BIIJIMHYTHU Ha BUPaXKeHIiCTh iMyHHOI BifmoBifi.

BakuuHy XaBpuKC MOKHa OTHOYACHO 3aCTOCOBYBATH 3 BaKLIMHAMM IIPOTH TH(Y, JKOBTOI INXOMAHKH,
xonepu (B iH'€K1isgX), mpaBlisg, abo 3 MOHOBaJIEHTHUMH Ta KOMOiHOBAaHUMM BaKI[MHAMU IIPOTU KOPY,
eMigeMiuHOro MapOTUTY, KPAaCHYXH Ta BiTPSHOI BiCIIH.

OpHoYacHe 3aCTOCYBaHHS BaKLMHU XaBPUKC 3 iMyHOT 100y 1iHOM He BIIJINBA€ Ha PiBeHb
CEPOKOHBEDCIl, IPOTe 1ie MOXKe MIPU3BECTH [0 3HUKEHHS TUTPY aHTHUTII.

[Tpu HeoOXimHOCTI CyMiCHOTO BBeeHHS XaBpUKC 3 iHIIMMU BaKImHaMu abo iMyHoOrIo0ymiHamu, I
IpeniapaTy CIIifl BBOOUTU Pi3HMMHU IUNIPUIIAMHU 1 TOJIKAMU B Pi3Hi iH'€KIiMHI OiNSTHKH.

Oco06.1ue8ocmi 3acmocyeaHHsi.

4K iy pasi 3acToCyBaHHS IHIIUX BaKIWH, [IPU TOCTPUX Ta TAKKUX 3aXBOPIOBAHHAX, 1110
CYTIPOBOMIXKYIOTHCS ITiABUILIEHHSIM TEMIIEPATYPH, BBEIEHHS BaKIIMHU XaBPUKC IOTPiOHO BiTK/IaCTH.
[Tpore, merka popma iHDEKIIMHOTO 3aXBOPIOBAHHS He € MMPOTUIIOKA3aHHIM M1 IPOBENeHHS
BaKI[MHALIII.

Y 3B’sI3Ky 3 TpuUBajIuM iHKyOallilHUM I1epiogoM TemnaTUTy A MOKJIMBOIO € HasIBHICTh IIPUXOBaHOI
indexuii mig yac iMmyHizaril. ¥ Takux BUnagkax HeBiloMO, Y¥ 3M0OXKe 3aCTOCYBAHHS BaKIIMHU
3anobirTv po3BUTKOBI remaTury A.

Y malieHTiB, 110 3HaXOAAThCS Ha reMOofiai3i, a TaKoXK 3 MOPYIIeHHIMHU 3 O0KY iMyHHOI CHCTEMH,
aJleKBaTHUU TUTP aHTUTIJ OO BipyCy remaTuty A Moxe OyTU He OOCSATHYTUH IIiCIIS MIPOBEIEHHS KypCy
IIePBUHHOI iMyHi3allil, 110 BUMara€e BBeIeHHS JONAaTKOBUX 103 BaKIMHU.

4K i mpu 3acTOCyBaHHi iHIMX iH €KITIMHUX BaKIKMH, 3aBXK/IX MOBUHHI OyTH Y HAsIBHOCTI JIiKapChKi
3aco0u, SIKi BAKOPUCTOBYIOTh IPU aHa(diTaKTUYHUX Peakllisix, 0 iHKOJIX MOXKYTh BUHUKATH Y
BiZITIOBiIb HA BBEEHHS BAKIMHY, Ta 3 ITi€l MPUYUHY MMALiEHTH ITOBUHHI 3HAXOOUTHUCH IIifl HATTISIIOM
MEeIUYHOT0 IepcoHany npotsaroM 30 XBUJIMH IiC/IS BaKIMHAIII.

CuHKorle (HEIPUTOMHICTB) MOXKe BUHUKHYTH IIifl 4ac abo paHimre 0yab-gKoi i eKITiIHOI BaKIMHAIL,
SIK TICUXOTeHHa Peakxllis Ha iH'€KITii0 ToJIK010. BaKIiuHaIlliio HeoOXiqHO IPOBOAUTH TiIbKU B IOJIOKEHHI



BAKIIMHOBAHOTO CUASYY a0 JIeKayy, 3a/IMIIal0Yy HOT0 B TOMY XK IOJIOXKeHHi (cugsuu abo mexayu)
TIPOTATOM 15 XBUJIMH TiCJIs BAKIMHAL1 7151 TOTIePeKEHHS PU3UKY MOTO TPaBMYBaHHS.

Baknuna XaBpukc Moxe OyTu npusHadeHa BlJI-iHdikoBaHUM ocobaMm.
HasgBHICTE @HTUTIN y 0COOM IPOTH renaTUuTy A (Cepomno3uTuBHA 0coba) He € IPOTUIIOKA3aHHIM.

BakmuHa XaBpUKC MiCTUTh MeHIe 1 MMonb (23 MT)/0o3y HaTpiio, TOOTO MPaKTUYHO BiJibHA Bif
HaTpIik.

BaknuHa XaBpuKC MicTUTh MeHIe 1 MMonb (39 Mr)/mo3y Kaniio, To6To TpakTAYHO BilbHA Bif KaJliio.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHsA 2py00Ho.

IlocTaTHIX JaHUX IIOMO 3aCTOCYBAaHHS BAKLIMHYU y MIEPiOf BariTHOCTI y NIIOfEX Ta afeKBaTHUX
IOCIIIXXEeHb LI0JI0 BIIJIUBY Ha PENPOAYKTUBHY (PYHKIIiI0 y TBAapuH HeMae. OfHaK, 9K i ans
BCiX IHIIVMX IHAKTMBOBAHUX BaKLVH, PU3UK HETATUBHOI'O BIIJIUBY Ha IJIii MOXKE PO3TJISAaTUCS
K He3HAYHUU.

XaBpUKC MOXK€eB 3aCTOCOBYBATH y IIepiof] BariTHOCTI JuIlle y pa3i HarajabHOI IOTPEOH.

IocTaTHi faHi momo 3acTocyBaHHS BaKLWHU V IIepiof rOqyBaHHS IPYAN0 Y JIIOIEU Ta
PEenpOAYKTUBHI JOCTIIXKEeHHS Ha TBapUHaX BifCYTHi. X04Ya PU3UK MOXKE PO3TIIAaTUuCs K
He3HauHuM, XaBpUKC MOXKHa 3aCTOCOBYBATH IIif] Yac laKTallil TiTbKY NHIle Y pa3i HaraabHOI
noTpebu.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aamompaHcnopmom abo iHwumu
MexaHi3mamu.

HocmimKeHHS 00 BIJIMBY BAaKIMHKU XaBpPUKC™ Ha 3MATHICTh KepyBaTu aBTOMOOiNeM i mpaltoBaTu 3
MexaHi3MaMu He MPOBOAUIUCE. [IpoTe, mesiKi mobiuHi peakiliii MOXKYT THMYaCOBO BIIJIUBATH Ha
IMIBUIKICTh peakiii Mpy KepyBaHHI aBTOTPaHCIIOPTOM a0 iHIIMMU MeXaHi3MaMu (OUB. PO3Min
«ITobOiuHi peakirii»)

Cnocid 3acmocyeaHHsi ma do3u.

Cnocib 3acmocyB8aHH s

XaBpuKC MpU3HAUYEHUM 1T BHYMPIWHbOM 1308020 88e0eHHA. [IOPOCIUM Ta OiTSIM CTaApPIIOTro BiKy
BAKIIMHY BBOISATH Y OiMSHKY HeNIbTOMONIOHOT0 M’513a, a MiTSM MOJIOMIIOrO BiKY - Y TepeqHb0-00KOBY
OiNIAHKY CTEerHa.

BakuuHy He CJliff BBOOUTH y CiTHUYHUY M’g3. BakI[MHY HE CIIiJl BBOOUTHU
MigIIKIPHO/BHYTPIIIHBOIIKIPHO, OCKIJIbKY BBEOEHHS LIUMHU LIJITXaMU MOXKe IIPU3BECTU [0 3HUXKEHHS
iMyHHOI BiATIOBIifi.

XaBpHKCHi 3a SIKHX 00CTaBHH He MOXKHa BBOJHUTH BHYTpiIIIHBOCYJIHHHO.



XBOpUM 3 TPOMOOIIUTOTIEHI€I0 a60 TTOPYIIEHHSMY 3TOPTAHHS KPOBi BaKIIMHY CJIifi BBOOUTHU 3
00epekHiCTIO, 1110 TOB'A3aHO 3 IMiIBUIIIEHUM PU3UKOM BUHUKHEHHS KPOBOTEYi MiCs
BHYTPIIIIHEOM s130BOT'0 BBEEHHS IIpenapary.

ﬂ, O3YBAdHHA
IlepBuHHA BaKIIHHAIlis

Lopocai gikom 8i0 19 pokis. [I11s1 IepBUHHOI iMyHi3allil OPOCTIUX 3aCTOCOBYIOTh OIHOPa30BY
no3y BakuuHU XaBpukc 1440 (go3a gnsa mopocnux) (1,0 M cycneHsii).

Limu 8id 1 poky ma nidaimxku do 18 pokis 8katoyHo. [1715 TepBUHHOI iMyHi3alii giTel Ta
IiJIiTKIB 3aCTOCOBYIOTh OQHOPA30BY 03y BakKUUHYU XaBpukc 720 (mo3a mns giten) (0,5 mn
CycCIieH3il).

BycmepHa eakuuHauis

[Ticrst mepBUHHOI BaKIMHAIlil npenapaTtaMu XaBpukc 1440 (go3a momst mopocnux) abo XaBpUKC
720 (mo3a pns miTei) A7 rapaHTil TPUBAJIOTO iIMyHHOT'O 3aXUCTY PEKOMEHAYEThCS BBOOUTH
OycTepHy m03y BaKiuHU. 1110 OycTepHY N03y HeoOXigHO BBECTHU B OyIb-IKHW YaC Mix 6
MiCSLSIMH 1 5 poKaMH Ticsg BBeIEeHHS MepIIol 03U, ajie Kpalle Mix 6 1 12 MicAansamu micna
BBe[IEHHS IMEPIIol 403U BaKUUHY (AUB. po3din «IMyHOMOTiYHi Ta 6i0JI0TiYHi BTACTUBOCTI»).

Illenaenns dimeii Ha mepumopii YKkpainu 30iticHI0OEMbcA 32i0H0 3 suMmozamu dilouux
Haka3ie MO3 Ykpainu u,000 npoeedeHHs1 NnpoinaKmuyHux uienjieHbv.

[HCTPYKILIiS 3 BUKOPHUCTAHHS BaKIINHU

BakuuHy nepeq BUKOPUCTAHHSIM CJIif Bi3yasibHO MEePeBipUTH Ha BiCYTHICTb OyIb-IKUX CTOPOHHIX
4yacToK Ta/abo 3MiHy pisuyHuX BIacTuBocTe. [lepen 3acToCyBaHHAM (QJIaKOH UM LITTPULL 3 BAKIIMHOIO
XaBpUKC CJIifi PETENIbHO CTPYCUTH [I0 OTPHMAaHHS 3JIerkKa MYTHOI 6i101 cycren3il. K10 BakIMHa He
BiIIOBigae 3a3HaYEHUM XapaKTEPUCTHUKAM, 11 CJIif 3HUIIUTH.

Texuika BHKOPHCTAaHHA IMOMMEPENHB0 HATOBHEHOI'O INITPHUIIA:

TpuManTe WINPUI] 3a LUATIHAP, HE 3a IOPIIEHDb

BigkpyTiTh KPUILIEUKY IINPHUIA, TOBEPTAIOYH il TPOTU TOOUHHUKOBOI CTPINIKU

(x]

106 mpuenHATHU TOJNIKY, 3'€QHAUTE BTYJIKY 3 agantepoM JIioep-JIoK i TOBEPHITL Ha YBEPTH 00ePTY 3a



TOJMHHUKOBOIO CTPINIKO0, MOKH I'0JiKa He Oyje MOBHICTIO 3adikcoBaHa

He Butsraiite mopuieHss 3 IIIHAPY LINPULa. JKIIO e CTaaoCck, He BBOObTE BAaKIUHY

Bynp-sikuii HEBUKOPHCTaHUM IpenapaT abo Bigxomu HeOOXimHO YTUITi3yBaTH BigIIOBIAHO 10 MiCIIEBUX
BUMOT.

Himu. XaBpukc 720 (go3a A giTer) 3aCTOCOBYETHCS OiTSIM BiKOM Bif 1 pOKy.

ITepedo3yeaHHs.

Y nepion mOCTMapKeTHHTOBOTO CIIOCTEPEXKEHHS Oy/IM MOBiIOM/IEHHS IIPO BUNIQIKU IIepeNo3yBaHHS.
[ToOigHi mii, o criocTepiranuck Npu nepego3yBaHHi, 0yIy MOAiOHUMHU OO0 TaKMX, II0 CIIOCTEPIraauch
IIpY 3BUYAMHIN BaKIMHAIIil.

ITobiuni peakuii.

[Tpodins Ge3neku mpenapary, HaBeoeHUM HuXK4Ye, 6a3yeThCd Ha JaHUX KITIHIYHUX NOCIiAXKeHb 3a
yuacTio 5300 mauieHTiB Ta JaHUX TOCTMapPKETUHTOBOT'O CIIOCTepPeXeHHs. HeoOXimHO 3a3HAYUTH, 1110
YaCTOTy MOOIYHMX peakllid, Ki CIIOCTepirajaucs y IoCTMapKeTUHIOBUM I1EPi0f HEMOKIINBO
OyJi0 BU3HQYUTH i TOMY BiI3Ha4€HO K «HEeBimoMo». HalinomupeHIiuMy peakIisiMy, 1110
CIlocTepirasnacs micis BBeleHHS BaKIMHU, OyB Oiflb Ta IOYEPBOHIHHS Y Miclli iH'€K1Iil, sSKi
BUHUKaIM Micis BBefeHHs 50 % ycix o3 Bakuuuu XaBpukc1440 Ta micng BBeneHHS 18,2%
ycix no3 BakiuHU XaBpuKc720. HacTynHOoO HaWNOMIMPEHIIION peakIli€o 0yia IpUIyXiIicTh
y micii in’eKiril.

[ToOiyHi peak1ii po3MoOAiNeHi 3a YaCTOTOI0 Ha TaKi Tpynu:
Hyxe gacto (= 1/10)

YacTto (= 1/100 - < l/10)

HeuacTto (= 1/1000 - < 1/100)

Pinko (= 1/10 000 - < 1/1 000)

Hyxe pinko (< 1/1000)

HeBimoMo (3a HasIBHUMHU JaHUMM YaCTOTY BU3HAUUTH HEMOXKIIUBO).

Y Mexkax KOXKHOI Ipynu 4acTOT, 00iYHi peakilii mpeacTaBieHo B MOPSAKY 3MEHIIEHHS Cepi03HOCTi.



Tabnuns 2

Krac cucteMmu JactoTta [ToGiuHi peakiii
OpraHiB
[HdeKil Ta iHBa3il Heuacto [H(eKIil BepXHiX AUXabHUX MIIAXiB*
PuniT*
[TopymenHs 3 60Ky |HeBimomo AHadinakcis
iMyHHOI CHCTEMU AnepriuHi peakiii, BKI0o49alouy aHadilakToigHI peakiril Ta
peaxiiii, 1o iMiTyI0Th CUPOBATKOBY XBOPOOY
[TopyueHHs 3 60Ky [dacTo BTpaTa aneTury
MeTabomi3My Ta
pPO3/1ay TPaBIEHHS
[Icuxiuni nopymeHHs [[{yxe yacto |[IpaTtiBauBicTh**
[Topymenns 3 60Ky |dyxe dacto [['oroBHMI 6inb (YacTo - Mpu 3aCTOCYBaHHI BaKIIUHU
HEPBOBO1 CUCTEMHU XaBpukc720)
HacTto ConnuBicTp**
HeuacTo 3amamMopodyeHHT*
Pinko [imecre3is
[TapecTtesisa
HesimoMo Cynmomu
Cunpgpowm l'iiena-bappe
[TonepeyHuil Mi€miT
HeBpanriyHa amioTpodis
CynunHI nopyueHHs: [HeBigomo Backymitu
[TopyuenHs 3 6oky [dacTo [[I1yHKOBO-KUILIKOBI CUMIITOMH * (PigKO - IIPX 3aCTOCYBaHHI

ITITyHKOBO-KUIIIKOBOTO
TPaKTy

BakIMHYE XaBpuKCc720%)
Hypota
[liapes (He4acTo - IPU 3aCTOCYBaHHI BaKIMHYU XaBpukc720)

Heuacto bIIl0BaHHSA
[TopyumenHs 3 6oky [HeBigomo TruMuacoBe 30i/blIeHHS TOKa3HUKIB QYHKIIII TeYiHKN
remnaToOiniapHOl
CHCTEMU
[TopyumenHs 3 6oky [HewacTo Bucum**
[IIKipY Ta MiAMKipHOI
TKQHUHU
Pigko CBepbix
HesizoMmo AHTiOHEBPOTUYHMI HabPSAK
[TonmiMmopdHa eputeMa
Kponus'gHKa
[NopymenHs 3 60Ky |Hewacto Mianris*
CKeJIeTHO-M 30B01 OOMeXeHHS CKeJIeTHO-M 30B01 PyXJIUBOCTI*
CHCTEMU Ta
CIIOJIyYHOI TKAaHUHU
Hesimomo ApTpanrisa
3aranbHi nopyieHHs |[yxke 4acTo |binb Ta MOYEPBOHIHHA Y MicIli iH’€KIIil

Ta IIOPYIIEHHS Y
MicIli BBeIeHHS

BToMmmoBaHIiCTE* (PiKO - IPU 3aCTOCYBaHHI BAKLIMHU
XaBpukc720%)




JacTo [TigBuieHnHs Temnepatypu Tina (337.5 °C)
Peax1iii B MicIii iH’€KIIil Taki K NpUIyXIicTh abo iHgypalisa
(HewacTo - IPX 3aCTOCYBaHHI BaKIWHYA XaBpukc720%)

He3pnyxaHHA
HeuacTo ['punomnonibHi cummToMu*
Pinko 03100

* 10GivyHi peaxir, 10 CIIOCTEPiranauch Mmics 3acTocyBaHHs BakimHu XaBpukc1440 (1 mm, go3a ans
OOPOCIIKX)

** moGiuHi peakii, 110 cIocTepiranuck micis 3acTocyBanHs Bakuuuu XaBpukc720 (0,5 mi, mosa
OJIs giTen)

# noGiuni peaxkliil, 10 CIIOCTePiraaruch y IOCTMapKETHHTOBUY MIEPIOf OfHAK He

CIIOCTepiranucd Mif 4yac paHA0Mi30BaHOT0 KOHTPOIbOBAHOTO KITiHIYHOTO OocIigXeHHs . KaTeropito
YaCTOTH «PifiKo» Oy710 BU3HAYEHO 3i CTATUCTUYHOI'0 PO3PAXYHKY, 1[0 MTPOBOAKBCS 3 ypaXyBaHHIM
3arabHOI KiTbKOCTI [iTeld, BAKIIMHOBAHUX IIifl YaC PaHAOMi30BaHOI'0 KOHTPOILOBAHOTO KITIHIYHOTO
mocnimxeHHsa (n=4574).

Tepmin npudamuocmi.

36 Micanis. [laTa 3aKiHYeHHS TEpMiHy IPUOATHOCTI BaKLIMHY 3a3HauyeHa Ha €TUKETL Ta YIIaKOBIIi.

YMmoBH 30epiranssi.

BakuuHy crif 36epiraTy B OpUTiHaNbHIN YITAaKOBII [/ 3aXMCTY Bifl CBiT/Ia, IPK TeMIepaTypi Bif 2 [0
8 °C. He 3amopoxyBatu. JKI0 BakIHa Oya 3aMOpoxkKeHa, 11 CITifl 3HUIIUTH.

Hani 3 ctabinbHOCTI BKa3y0Th Ha Te, 1[0 BaKlMHA XaBpUKC 30epirae cTabinbHiCTL IPOTATOM 3 OHIB
mpu Temmneparypi 25 °C. s indopMatiis mpu3HadyeHa I JTiKapiB TiMbKH y BUMIAAKy TUMYACOBOTO
BIIXUJIEHHS V TeMIIEpaTyPHOMY PEeKUMI.

Hecymichicmo

XaBpUKC He CIIifl 3MilllyBaTH 3 iHIKMMM BaKIMHaMK a00 iMyHOTr 100y liHaMH B OQHOMY IIITPHIII.

YnakoBka.

Cycnengis gns in’exmiit mo 0,5 Mt abo 1 M y ¢pnakonax Nel abo nomnepegHb0 HATOBHEHUX INITPUIIAX
Nel y xoMmyieKTi 3 roko10. ®1akoHM Ta LINPULl BUTOTOBJIEHO 3 HEUTPAIBLHOr0O CKJla TUly I, 1mo
BigmoBigae BUMoraMm €BpoIenchKoi (papMakorei.

Kpuiieuka ta rymoBa npo0OKa IOPIIHS IIOTEPeqHb0 HAlIOBHEHOT'O IIIIPHIla Ta KpuIileyka (rakoHa
BUTOTOBJIEHI 3 CHHTETHYHOI TYMH.



Kareropis Bignmycky. 3a pernentom.

BUpPOOHHK.

I'makcoCmitKnaiu Bionogxikana C.A., benbris / GlaxoSmithKline Biologicals S.A., Belgium.

Micue3HaxoaKeHHsI BHPOOHHMKA Ta MOro aJpeca MicCIsi IPOBaKeHHsI TisiTbHOCTI

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



