IacTpyKIis

IJIsI MEJUYHOI 0 3aCTOCYBaHHSA JIIKapChbKOro 3aco0y

XaBpukc™ 720 BaknuHa 1is npo¢iTaKTHKH renaTury A
XaBpukc™ 1440 BaknuHa i npodiTakTHKH renatury A
Cknao:
0il0Ya pevo8UHA: aHTUTEH BIPYCY TelaTuTy A;
1 mo3a mns miTeit (0,5 M) MicTUTh @aHTHUTeH Bipycy rematuty A 720 OJI ELISA (XaspukcO 720);

1 mosa mns mopocnux (1 mim) MicTuTh aHTUTEH Bipycy rematuty A 1440 Ol ELISA (XaBpI/IKCO
1440).

donomidcHi peyosuHu: aTIOMiHIiIO TiTPOKCHUL, aMiHOKMCIIOTH OJIs iH €Ki, HaTpito
rigpodocdar, kamito gurimpodocdat, momicopbart 20, Kajtio XJI0PHUA, HATPil0 XJIOPH, BOda
OJIS 1H'€KITIN.

Jlikapceka ¢popma. CycrieH3is ais iH eKIin.
OcHOBHI (i3uKo-xiMiuHi 81aCMUBOCMI:
MiKHapogHa HellaTeHTOBaHa Ha3Ba: Hepatitis A vaccine, inactivated

XaBpukcO - cycrneH3is, 0o CKy1afy sIKOi BXOJUTh iHAKTMBOBAHMM 3a JOMOMOT00 (OpMabIeriny Bipyc
rermatuty A (mmram HM 175), agcop6oBaHui Ha TigpOKCHUAi alioMiHito0.

Bipyc KynpTUBYIOTh Y OUIIOIAHUX KiTiTUHaX moguan MRC-5. KniTunu nepen BULITEHHSAM BipyCy
PEeTeIbHO IPOMUBAIOTH A7 BUAATIEHHS [I0KKUBHOIO CEPENOBUINA. 3a JOIOMOI00 JIi3UCY KIIITUH
OTPUMYIOTh CyCIIeH3iI0 BipyCy, SIKy IOTiM OYMIIYIOTh, 3aCTOCOBYI0YH METOAM YAbTpadinbTpaliil Ta
resyieBoi xpomartorpadii. [HakTuBalis BipyCcy HOCATaeThCS MUITXOM 00pOOKM (hopMaibaerimoMm.

Baknuua XaBpHKcO - Ile OYMIlleHa CTepUJIbHA CYCIIeH3is iHaKTUBOBAHOI'0 BipyCy renaTUTy A; BMICT
aQHTUTeHY BU3HA4al0Th 3a JOIIOMOT0I0 iMyHO(pEepMeHTHOTO TBepaoda3Horo aHanidy (ELISA).

Bakmuna XaspukcO sIBJIsI€ COG0I0 MYTHY PigKy cycmensito. ITin yac 36epiraHHs MOXKe
crocTepiratucs 0inuit ocan 3 mpo3opuM 6e36apBHUM CyIIEPHATAHTOM.

XaspukcO BifmoBimae BuMoraM BcecBiTHLOI OpraHisalii 0XOpoHU 3MOPOB’S [0 iHAKTUBOBAHUX
BaKIIMH [JIS MPOQiNakKTUKU TemaTUuTy A.

dapMakoTepaneBTHYHA rpymna. [HakTMBOBaHa BaKIMHA IIPOTH Bipycy remnatuty A.



Ko ATX JO7B CO2.

ImyHon02iuHi ma 6ion02iuni e racmueocmi
®apmakoOuHamika.

Baxkuuna XaspukcO npu3HadeHa [is iMyHisalii Ay mpodinakTUKy BipyCHOTO remaTuTy A 3a
IOIIOMOT 010 CTUMYTISII] cienrdiuHoil iMyHHOI BifIOBifi, HA OCHOBI iHAYKIIii @aHTHUTIN IPOTHU BipycCy
renatuty A (HAV).

ImyHHa 8i0n08iodb

Y npoBepeHux KIiHIYHUX OOCTimXKeHHAX ¥V 99 % BakIMHOBaHUX Oyla OTpUMaHa CEPOKOHBEPCis yepe3
30 gHiB micyg BBeEHHS MePIOol 03U BaKIUHU. Y HiArpymi KiHiYHUX BUIPOOYyBaHb, METOI0 SIKUX
Oynu BU3HAUEeHHS KiHETHKHU iMyHHOI BignoBifi, Oysa BcTaHOB/IEHA paHHS i IIBHOKA CEPOKOHBEPCis
Iicys BBEJEHHS ONHi€l 03U BaKIUHU XaBpHKCO y 79% BakuvHOBaHUX Ha 13-ii neHsb, 86,3% - Ha 15-i
neHsb, 95,2% - Ha 17-1 genn i 100 % - Ha 19-i1 geHb, TOOTO 11e¥ YacoBUM iHTEpBaa OyB KOPOTIINI
cepegHbOiHKYyOalliitHoro nepiony ans Bipycy renatuty A (4 THXHI), (DUB. TaKOXK Po3Ain «JloKmiHiuHi
maHi 3 6e3mexu»).

Tpusasicmb iMYHHOI 8i0Nno8ioi.

[l71s1 rapaHTil TPUBAJIOr0 iMyHHOTO 3aXUCTY, Yepe3 6-12 MicALiB micig MepBUHHOL BaKI[MHAIIil
npemaparamu XaspukcO 1440 (mo3a mns mopociux) a6o XaspukcO 720 (mosa O mitei)
oTPiOHO MpoBecTH OYCTEPHY BaKLMHALIi0. Y MIPOBeeHUX KITiHiYHUX BUIIPOOYBaHHSIX 0YyII0
BCTaHOBJIEHO, III0 Yepe3 OOUH MiCAIb IMic/s BBefeHHs OyCTEepHOI 103U, BCi BAaKIIMHOBaHI 0yu
cepomno3utuBHEMU. OgHAK, SKIO OYCTEPHY BaKLIKMHALIi0 He 0yJI0 TpoBegeHo yepes 6 - 12
MiCSI1IiB ITiC/Isl TEPBUHHOI BaKIIMHAllil, BBeIEHHS 11i€l OyCcTepHOI 403U MoXkKe OyTH BiCTPOYEeHO
Ha TepMiH 10 5 poKiB. Y mOpiBHANBHOMY KIiHiYHOMY BUIpoOyBaHHi Oy/10 ITOKa3aHOo, 1110
OycTepHa [i03a, BBeJeHa B IEPIof J0 5 POKIB MiC/Is OTPHMAaHHS MEePIIoi 403U BaKLKWHH,
iHOyKye BUpPOOIeHHS aHTUTIN y TaKii caMiii KOHIIeHTpallii, K i micsg 3acToCcyBaHHS
OycTepHOI 03U Yyepe3 6-12 MicsiB micis TpoBeqeHHs IePBUHHOI BaKIIMHAIIl.

OuiHtoBany 36epekeHHs TUTPY aHTUTIN IIPOTH BipyCy remnaTuTy A micis BBefleHHS 2 003 BaKIMHU
XaBpukcO mpoTarom 6-12 mMicsifiB MiK go3aMu.

Iani, oTpuMaHni mpoTsaroMm 17 pokiB, Ial0Th 3MOT'y IepeadadyuTy WMOBIPHICTS, III0
skHaiMeHIIe 95% ta 90% ocib 3anumaThcs cepono3uTuBHUMHY (> 15 MMO/MiT) BigmoBigHO
yepe3 30 Ta 40 pokiB micns BakuuHallil (muBuck Tabnuiro 1).

Tabnuis 1
[TepembaueHu BincoToK 3 piBHeM aHTH-HAV = 15 MMO/Mn Ta
95% moBipui inTepBanu ansa mocaigxenb HAV-112 ta HAV-123

95% poBipuyum iHTEpBAa

Pik = 15 MMO/mn o o
HuxHill piBeHb BepxHi piBeHb



[Tepenbauenus onst 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 MTPOBENEHHS ITOBTOPHOI
BaKIMHAlIl cepel iMyHOKOMITIETEHTHUX 0Ci0 IicIIs KypCy OBOIO30BOI BaKITMHAIIil.

EdexmugHicmb 8aKUUHU XGGQUKCO 0151 KOHMPO/0 3d CNAAAXAMU 3AX80PHBAHH A

EdekTuBHICTb BaKIIMHU XaBpHKcO OLIiHIOBAJIX Ha I'pylax HaceJeHHs Y PI3HUX JaJleKo BifganeHux
OJIMH BiT] OMHOTO PerioHiB, me OyIM BUSIBIIEHI CIlajlaxy 3aXBopioBaHHS (Ansicka, CrnoBakis, CIIIA,
BenukoOpwuTasis, I3pains Ta Itamis).

V pesynbTarTi IUX [OCTimXKeHb 6yI0 BCTAHOBJIEHO, 110 BaKIMHAlis mpenapatoM XaspukcO
IIPU3BOAUTD OO0 IPUIMHEHHS CIlajaXxiB 3aXBOpOBaHHS. BakiuHanis 80 % momymnsil
IIPU3BOAUTH [0 IPUNMHEHHS CllajaxiB 3aXBOPIOBaHHA 3a Iepiofd Big 4 mo 8 TUXKHIB.

Bnaue mMacosoi 8aKyuHauii Ha Yacmomy 3axe80pHBAHOCMI
3HUXKEeHHS 3aXBOPIOBAHOCTI Ha remaTHT A criocTepiranocs B TUX KpaiHax, B SKUX 2 - 1030Ba

mporpama iMyHi3arlril BakImHO XaBpuKC™ OyJia BIpoBaAKeHa MJIS OiTel IPYroro POKY KUTTS:

* B I3paini 1Ba peTPOCHEKTUBHUX JOCTiAXKEeHH 0a3 JaHUX IT0Ka3allu, IO IiCiIs BIPOBaAKeHHS
IpOoTrpaMM BaKIKMHALlll 3aXBOPIOBAHICTh HA TeNaTUT A cepefl 3arajlbHOr0 HaceJleHHs 3HU3WIach Ha 88
% i 95 % ugepe3 5 i 8 pokis BimmoBigHO. [TaHi HallioHanbHOI CUCTEMU CIIOCTEPEXKEHHS TaK0XK
BKA3YIOTh Ha 3HUKEHHS 3aXBOPIOBAHOCTI Ha renaTUT A Ha 95 % B mopiBHSHHI 3 mepiomoM [0
BaKI[MHAILIIl.

* V [TaHami peTpOCIEeKTHBHE JOCTiAKeHHS 0a3y JaHWX II0Ka3aJI0 3HUKEHHS 3aXBOPIOBAHOCTI
renatutoM A Ha 90 % cepeql BaKIMHOBAHOI'0O HacejieHHs, 1 Ha 87 % cepeq 3arajibHOro0
HaceJeHHs, Yepe3 3 POKHU IIiCJIsl BOPOBaAKEHHS IPOrpaMy BaKIIMHALIil.

* CriocTepexkeHH4 Mmoo 3HUKEHHS 3aXBOPIOBAHOCTI Ha remaTUT A cepef 3arajbHOTO
HaceJIeHHS (BaKIIMHOBAHOTO i HEBAKIIMHOBAHOTO) B 060X KpaiHax JeMOHCTPYIOTh MOMYISLiNHUN
iMyHiTeT.

[TokniHiYHi OaHi 3 6e3neKku: B eKCIIEPUMEHTi Ha 8 HeNMIOOUHONONIOHUX TPUMaTaxX TBAPUH IifgaBaau
€KCIIO3UIIi] 3 TeTEePOJIOTiYHNM IITaMOM BipyCy renaTuTy A i BaKIIMHYBalIu 4epe3 2 OHi micis
eKCIT03uIlil. Y pe3ynbTarTi ITi€l IOCTEKCIIO3UIIiiHOI BaKIIMHAIIl 3aXUCT OyB JOCATHYTUM IJIS BCiX
TBapUH.

KniniyHi xapaKTepHCTHKH.

IToka3aHHA.



Baknuna XaspukcO NpU3HaAYeHa IJis aKTUBHOI iMyHi3alil 0ci0, SIKi BXOAATE [0 IPYII PUSUKY
iH(iKyBaHHS BipyCcOM remnaTury A.

BaknuHa He 3anobirae iHdeKkIIil, 110 BUK/INKaHa iHIMMMY 30yIHUKaMU, HallPUKJIaf, BipycaMu
rematuty B, renatuty C, renatuty E abo iHIIMMY maToreHamy, 110 € MPUYKXHOIO iHIITMX 3aXBOPIOBAHb
IIeYiHKMU.

Y 30HaxX 3 HU3BKOI Ta [IOMIPHOI €HOEeMIUYHICTIO rellaTUTy A PeKOMeHAY€EThCS IMyHI3yBaTu 3a
moromoroo BakuuHu XaBpukcO y IepIy 4epry ocib, ki cTaHOBIATh aO0 MOXKYTb CTAHOBUTH
TPyIH HiABUINEHOT0 PU3UKY iH(iKyBaHHS. [J0 HUX HalekKaTk:

MandpisHuku. OcobH, SIKi IOIOPOXKYIOTh ¥ PETiOHM 3 BUCOKOIO MOITUPEHICTIO TeTIaTUTy
A. L1i perionu Bkmo4daioTh AQpuky, Azito, Cepen3demHomMopchkuil 6aceiit, Cepenni Cxif,
llenTpaneHy i [liBmeHHYy AMepUKy.

Biticvkosocayatcbo8ui 36potiHux cui. BiiChKOBOCTYKO0O0BI, SIKi HAaIIPaBISAIOTLCS B PETiOHU
3 IMigBHUIIEHO0 eHAEeMiuHICTI0 ab0 B perioHu 3 He3aMlOBITbHUMU CaHiTapHUMU YMOBaMH,
MaloTh MigBUIIEHUM PU3UK iH(DIKyBaHHS BipycoM renatuty A. [Insg Takux ocib moka3aHa
aKTVBHA IMyHi3allid.

Ocobu, 048 AKUX ICHYE PUSUK 3AXBODPHBAHHA HA 2enamum A yepes ix npogeciiHy 0iaabHicmb,

abo 015 AKux icHye nidguuieHuUll pu3uk nepedayi 3axeoprosaHHA. [10 HUX HajlexKaTh: IePCOHa
OUTSYUX OOIIKIIBHUX 3aKJiafiB, MEOCECTPH, JIiKapi, MOJIOAIIXN MEOUYHUY I€PCOHAN Y

TiKapHAX Ta iHIIUX TiKyBaJbHO-TPOMITaKTUUHUX YCTaHOBAX, 0COOIIUBO Y
racTPOEHTEPOJIOTIYHUX Ta MefiaTPUYHUX BifOineHHAX, POOITHUKY, SIKi 00CITyTOBYIOTh
CHCTeMH KaHaJi3allil Ta BOOOOYKCHI CIIOPYAH, IPaliBHUKY I'POMaIChKOT0 XapuyBaHHS Ta
IIPOMIOBOJILYUX CKJIafliB, Ta iHIII KaTeropii.

Ocobu, uLo nepebysaroms y 2pyni nidguuLeH020 PU3UKY Yepe3 c80K cmamesy nosediHkKy.
T'omocekcyarictu, ocobu, sSiKi MalOTh IeKibKa CEKCyaJbHUX ITapTHEPIB.

Xeopi Ha 2eMoQinit0.

Ocobu, AKi BuKOpuCmMo8yIOMmM»b iH €KUIUHI HADKOMUKU.

Ocobu, Aki KoHmakmywms 3 iHpikosaHumu a00bmu. OCKiIbKY BUIITEHHS BipyCy

iHpikoBaHUMK 0cOOaMM MOXKe MaTH MicIie TPOTSTOM TPUBAJIOTO Mepiofy, PEKOMEHAYEThCSI aKTUBHA
iMmyHi3arrist ocib, 110 3HaXOAATECA ¥ TICHOMY KOHTaKTi 3 iH(piKOBaHUMHU.

Ocobu, aki nompebyroms 3axucmy, AK YdCMUHU KOHMPOJI0 chadaaxie eenamumy A, abo yepes
30i/1bWeHHA 3dXB0PHBAHOCMI 8 PE2ioHi.

IlesHi epynu HaceseHHA, 015 AKUX 8i0oMUll BUCOKUU piBeHb 3aXBOPHOBAHOCMI HA eenamum A.

Hanpukiaf, aMepuKaHCBKI iHIiaHIli, eCKIMOCH € TPyllaMU, B IKUX elligeMil, BUK/INKaHi
BipyCOM remnaTUTy A, € PO3IOBCIOIXKEHUMU.

Ocobu 3 XpOHIYHUMU 30XB0PHBAHHAMU NEYiHKU ab0 048 AKUX iCHYE nidguuLeHUll pusuk
PO38UMKY XPOHIYHUX 3AXB0PHBAHbL NEYiHKU (HAIpUKJIa[, XPOHiuHi HOCII Bipycy rematuty B

abo Bipycy rematuty C Ta 0co0H, SKi 31I0BXKUBAIOTh alKOT0JIEM).




Y perioHax i3 cepegHbOI0 Ta BUCOKOIO IIOMUPEHICTIO TenaTuTy A (Hanpukiapn, Apuii, Asii,
CepenseMHOMoOpcbkoMy Oaceriti, CepemuboMy Cxopi, IlenTpanbHil i [TliBmeHHi AMepuili)
[JIs1 CIIPUUHSTIIUBUX 0Ci0 peKOMEHIYEThCSA aKTUBHA iMyHi3allis. BoHa BKIloYa€e iMyHi3allio
miTew i mMiAmiTKiB, 0COGIMBO y BUIIUX COI[iaJIbHO-eKOHOMIUHMX I'PyIax i MiCbKUX perioHax.

IIpomunoka3aHHsA.

XaBpHKcO He CJIifl BBOOUTH 0co0aM 3 BiTOMOIO TilepUyTIUBICTIO N0 Oyab-IKOTO KOMIIOHEHTA
BaKIMHYU ab0 10 HEOMIIMHY (IIPUCYTHIM Y BUTTISIAI 3aMUIIKY Bil BUPOOHKUYOr0 IIpoliecy) (IuB.
po3min «Cknapn»), abo py HasiBHOCTI peakIlil MiBUIEHO]l YYTIUBOCTI IiCIs OMEePEeaHbOT0
BBE[CHHS BaKIMHU XaBpukcO.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Baknuna XaspukcO - Ile iHAKTHBOBaHA BAKI[WHA, TOMY il OMHOYACHE 3aCTOCYBAHHS 3 iHIIUMHU
iHAaKTMBOBAHUMHU BaKI[MHaMU He TOBMHHO BIJIMHYTH Ha BUPaXKEeHICTh iMyHHOI BiAMOBIfi.

Baknuny XaspukcO MOXKHAa OJHOYACHO 3aCTOCOBYBATH 3 BaKI[MHAMH IIPOTH TH(]Y, KOBTOI
JUXOMaHKU, X0/epH (B iH’eK1isx), mpaBild, abo 3 MOHOBaJIEHTHUMHU Ta KOMOIHOBaHUMMU
BaKLIIMHAMU IIPOTHU KOPY, €MifleMiYHOr0 MapoOTUTY, KPaCHYXH Ta BiTPSHOI BiCITH.

OnHoyacHe 3aCTOCYBaHHS BaKIMHYU XaBpUKC™ 3 iMyHOT1I00yJ1iHOM He BIIUBA€E Ha PiBEHb
CEPOKOHBEPCIi, MpoTe 1ie MOXKe NMPU3BECTU 00 3HUKEHHS TUTPY aHTHUTIIL.

[Tpu HEOOXigHOCTI CyMiCHOT'O BBEIEHHS XaBpI/IKCO 3 iHmMMMY BaKImHaMu abo iMyHormobymiHaMu,
IIi MpenapaTy CIif BBOOUTH Pi3HMMU LIMPHUILIAMU i TOJIKaMU B Pi3Hi iH'€KIIiMHI OiMSHKN.

Ocob6 1ueocmi 3acmocy8aHHs1.

fK 1y pasi 3aCTOCYBaHHA IHIIWX BAaKLWH, [IPU TOCTPUX Ta TAXKKUX 3aXBOPIOBAHHAX, 110
CYIIPOBOMXKYIOThCS MiBUIIEHHAM TeMIepaTypH, BBefeHHs BakiuHu XaspukcO MOTPiGHO
BigkmacTu. [IpoTe, nerka ¢popMa iH(QEKIiMHOTO 3aXBOPIOBAHHS HE € IPOTUIIOKa3aHHIM [JIS
IIPOBeleHHS BaKI[MHAIIil.

Y 3B’s13Ky 3 TpuBaIuM iHKyOallilHUM I1epiogoM TremnaTUTy A MOZKJIMBOIO € HasiBHICTh IIPUXOBAHOI
indexuii mig yac iMmyHizartil. ¥ Takux BUnagkax HeBioMo, Y 3M0OXKe 3aCTOCYBAHHS BaKIMHU
3amo0irTy pO3BUTKOBI renaTury A.

Y matieHTiB, 110 3HaXOAAThCS Ha TeMOofiai3i, a TaKoXK 3 MOopyIIeHHIMHU 3 60Ky iMyHHOI CHCTEMH,
aJleKBaTHUU TUTP aHTUTI OO BipyCy remaTuty A Moxe OyTU He HOCSATHYTUH IiCIIs MIPOBEIEHHS KypCy
IIePBUHHOI iMyHi3allil, 110 BUMara€ BBeeHHS JONATKOBUX /103 BaKIMHU.

4K i mpu 3acTOCyBaHHI iHINNX iH €EKIIINHNX BaKLIMH, 3aBXKOU TOBUHHI OyTH Y HaABHOCTI JTiKapChKi
3aco0u, sIKi BUKOPHUCTOBYIOTh IPY aHA(ITaKTUYHUX PEAKINiAX, 110 iHKOJIM MOXKYTh BUHUKATH Y
BiZITIOBiIb HA BBEEHHS BAKIMHU, Ta 3 I[i€l MPUYUHY MMALiEHTH ITOBUHHI 3HAXOMUTHUCH IIifl HATISIIOM
Me[IUYHOTO IepcoHany npoTaroM 30 XBUJIKMH MIiCId BaKIMHALIII.



CuHKoIe (HETIPUTOMHICTb) MOXKe BUHUKHYTH IIiff 4ac abo paHiie Oyab-sKOI il €KIIiMHOI BaKIMHAIIil,
SIK TICUXOTeHHA peakilisl Ha il eKIIii0 roMKo10. BaknuHallito HeoOXimHO TPOBOAUTH TiTbKY B MOJIOXKEHHI
BAKIIMHOBAHOT'O CUASYHY a0 Jiexkauy, 3ajIUIIAl0Yy HOT0 B TOMY XK MOJI0XKeHHI (cuasun abo nexkadn)
IpOTATOM 15 XBUJIMH IiC/Is BaKUMHALIL O IOIepekKeHHs PU3UKY M0T0 TpaBMyBaHHS.

Bakmuna XaspukcO Moxke OyTu mpusHadeHa BIJI-iHpiKoBaHMM 0coGaM.
HasiBHICTb @HTHUTIN Y 0cOOM IPOTU remaTuTy A (cepormo3uTuBHa 0coba) He € IPOTUIIOKA3aHH M.

Baknuna XaspukcO MiCTHTh MeHIIe 1 MMoJb (23 Mr)/mo3y HaTpio, TOGTO MPAKTUYHO BilbHA
Bifl HATPitO.

Baknuna XaspukcO MiCTHTh MeHIIe 1 MMosb (39 Mr)/mo3y Kaiiio, ToOTO IPAKTUYHO BilbHA Bif
KaJito.

3acmocysaHHa y nepiod sazimHocmi abo 200y8aHHs 2py00to.

IlocTaTHIX JaHUX LIONO 3aCTOCYBaHHS BAKI[MHY y I1€Piof BariTHOCTI y JIIOfel Ta afeKBaTHUX
IOCIIIXKEeHb LI0JI0 BIIJIUBY Ha PENPOAYKTUBHY (PYHKIIiI0 y TBAapuH HeMae. OfHaK, gK i ans
BCIX IHINIMX IHAKTUBOBAHUX BaKI[MH, PU3UK HETATUBHOTO BIJIMBY Ha I MOXKe PO3TJIAHaTUC
K He3HAYHUU.

XaspukcO MoxKeB 3aCTOCOBYBATH y Iepiof BariTHOCTI NuIle y pa3i HaraabHOI HOTPesH.

IlocTaTHi gaHi 1m0 3aCTOCYBaHHS BAKI[MHY Y IePiof TOMyBaHHs TPYOOI0 Y JTIOfeH Ta
PENpPOAyKTUBHI JOCIiAXKEeHHS Ha TBapuHaX BifCyTHI. X04a PU3UK MOXKE PO3IJIAHaTUCA K He3HaYHUU,
XaBpI/IKCO MOKHa 3aCTOCOBYBATH IIif] Yac JaKTallil TiIbKY JUIle y pa3i HarajabHOl IOTPEeOH.

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

HocmimKeHHS OO0 BIIMBY BAaKLIMHKM XaBPUKC™ Ha 3MATHICTh KepyBaTH aBTOMOOiEM i mpaltoBaTu 3
MexXaHi3MaMu He MPOBOIUIIUCE. [IpoTe, mesiki mobiuHi peakiiii MOXKYT THMYaCOBO BIIJTUBATH Ha
IIBUIKICTh peakii mpy KepyBaHHI aBTOTPAHCIIOPTOM abo iHIIMMU MeXaHi3MaMu (OUB. PO3Min
«ITo0OiuHi peakirii»)

Cnocid 3acmocyeaHHsi ma 0o3u.

Cnocib 3acmocysdHHA

XappukcO IpU3HAYEHUH OIS BHYMPiWHbOM 2308020 88e0eHHA. [JopOCIUM Ta JiTIM
CTapIIOTO0 BiKy BaKIMHY BBOOATH Y AiNITHKY AEIbTONOAIOHOT0 M'g3a, a JiTIM MOJIOALIOTO BiKy
- y IepeaHbo-00K0BY HiNSHKY CTETHa.

BakuuHy He CJliff BBOOUTHU y CiTHUYHUY M’g3. Bak1IMHy HE CJIil BBOOUTHU
MigIIKIPHO/BHYTPIMIHBOILIKIPHO, OCKIJIbKY BBEEHHS LIUMU LIJITXaMU MOXKe IIPU3BECTU [0 3HUXKEHHS



iMyHHOI BifmOBifi.
Xaspukc' Hi 3a IKHX 00CTaBHH He MOXHA BBOTHUTH BHYTPIIIHEOCYTHHHO.
XBopuM 3 TPOMOOIUTOIEHIEI a00 TOPYIIEHHAMY 3rOPTaHHSA KPOBi BAKIIMHY CJTiJ] BBOOUTH 3

00ePeKHICTIO, 110 TIOB'SI3aHO 3 MIBUINEHUM PU3UKOM BUHUKHEHHS KPOBOTEYi ITiCIIs
BHYTPIILIHEOM 30BOI'0 BBE[J€HH IIpenapary.

,ﬂ, O3YBdHHA
IlepBrMHHA BaKIIHHAIIis

Lopocai gikom 8i0 19 pokie. [11151 TepBUHHOI iMyHi3allii JOPOCINX 3aCTOCOBYIOTh OTHOPA30BY
no3y Bakuuuu XaBpukcO 1440 (mo3a gnsg gopocnux) (1,0 M cycneHsil).

Limu 8id 1 poxy ma nidaimxku do 18 pokie ekatoyHo. [17151 TepBUHHOI iMyHi3allii miTe# Ta
MiAiTKIB 3aCTOCOBYIOTH ONHOPa30By 103y Bakuuux XaspukcO 720 (mo3a mis miteit) (0,5 M
CycneHnsil).

BbycmepHa eakuuHauisn

Ilicna mepBuHHOI BakIuHanil npenapaTtamu XaspukcO 1440 (gosa oist mopocnux) abo
XaspukcO 720 (7o3a [ [iTeit) [/ rapaHTil TPHBAIOr0 iIMyHHOTO 3aXKMCTy PEKOMEHAYEThLCS
BBOOUTH OYyCTEpHY M03y BakKUuWHU. L0 OycTepHy m03y HE0OXimHO BBECTH B Oymb-IKUM 4ac
Mix 6 MicsAIsIMHU i 5 poKaMu TicIis BBeJIEHHS IEPIIol 03H, aje Kpalre Mix 6 i 12 micsausamu
IIicJisi BBEeEHHS MEePINoi 703U BaKIUHY (IUB. Po3Min «IMyHOooriuHi Ta Oionoriuni
BJIQCTHBOCTI»).

IlTlenaenns dimeii Ha mepumopii Ykpainu 30itlicHI0OEMbceA 32i0H0 3 suMmozamu dilouux
Haka3ie MO3 Ykpainu w000 npoeedeHHs1 NnpohinaKmuyHux urenjieHbv.

[HCTPYKLif 3 BUKOPUCTAHHSA BaKIINHU

BakuuHy nepen BUKOPUCTAHHSIM CJIifl Bi3yasibHO MePeBipUTH Ha BiiCYTHICTb OyIb-IKUX CTOPOHHIX
4yacToK Ta/abo 3MiHy (isuunmx BracTuBocTel. [Tlepeq 3aCTOCYBaHHSAM (QJIaKOH YU LITPUI] 3 BAKI[UHOIO
XaspukcO CIIij peTeIbHO CTPYCUTH [0 OTPUMAaHHS 3JIeTKa MyTHOI 0110 cycmensii. dKio
BaKLIMHA He BigIIOBila€ 3a3HaYE€HUM XapaKTepUCTUKAM, 11 CJIif 3HULIUTH.

Iimu. XaBpukcO 720 (mo3a aJis giTell) 3aCTOCOBYETHCS AiTAM BiKOM Bif 1 pPoKy.

Ilepedo3yeanHns.

Y nepion mOCTMapKeTHHIOBOT'O CIIOCTEePeKeHHs OyIM MOBiMOMIIEHHS IIPO BUIIQKHU ITepefo3yBaHHS.
[To6iyHi mii, 1m0 criocTepiranuck Npu nepego3yBaHHi, 0yIu MomiOHUMHU OO0 TAaKMX, 110 CIIOCTEPIraauch



IpY 3BUYAMHIN BaKIMHAIIil.

ITo6iuni peakuii.

[Tpodins Ge3mexu npenapaTy, HaBefeHU HUXKYe, 0a3yeThCA Ha JaHUX KITIHIYHUX JOCIIiXKEeHb 3a
yuacTio 5300 mauieHTiB Ta JaHUX TOCTMAPKETUHTOBOT'0 CIIOCTEPeKeHHs. HeoOXimHO 3a3HAYUTH, 1110
9acTOTy MOOIYHUX peaklliy, gKi CIOoCTepiraaucs y HOCTMapKeTUHTOBUY [1E€Piof HEMOXKIIUBO
Oy70 BU3HAYUTH i TOMY Bil3HAUYEHO K «HEBigomMo». HalmomupeHimmMu peakiisiMu, 1110
crocTepirasnacs micys BBeleHHS BaKIMHY, OyB 6ifib Ta MOYEPBOHIHHA ¥ Miclli iH €Ki, IKi
BUHVKAJH IIicIs BBeeHHs 50 % ycix mo3 Bakiuay XaBpukc' — 1440 ta micns BeefeHHS 18,2%
yCixX 703 BaKIMHKA XaBpukc ' 720. HaCTyIHO0 HaMIOUIKMPEHIIIOKn peakIiico 6ya
IPUIYXJICTh Y MicIi iH’eKil.

[To6iuHi peaxiiil po3MoAiiieHi 3a 4aCTOTO0 Ha TaKi IPynu:
Iyxe yacto (= 1/10)

Yacro (= 1/100 - < [/10)

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

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

IOyxe pinko (< 1/1000)

HeBimoMo (3a HasiBHUMHU JaHUMU 9aCTOTY BU3HAUUTH HEMOXKIIUBO).

Y Mexkax KOXKHOI I'pyI¥ 4acTOoT, T00i4Hi peakilii TpefCcTaBiIeHO B MOPSIAKY 3MEHIIEHHS CEPHO3HOCTI.

Tabmnuig 2
Kiac cucreMu HacToTa [To6iuHi peakiril
oprasis
[Hdekil Ta iHBa3ii  [HewacTo [H}eKIIi1 BepXHiX AUXaJbHUX MIIAXiB*
PuniT*
[TopyumenHs 3 6oky [HeBigmomo AHadinakcis
iMyHHOI CHCTeMU Arnepriuni peaxiril, BKIIo4aruu aHadiakToimHi peakii Ta
peaxiiii, 1o iMiTyI0Th CUPOBATKOBY XBOPOOY
[TopyuenHst 3 60Ky [dacTo BTpaTa aneTury

MeTabomi3My Ta
PO3/Iaiy TPABIIEHHS

[lcuxiuni nopyurenss [yxe yacto |dpaTiBauBicTe**

[TopyuenHs 3 60ky |dyxe dacto [['0l0BHMUI Oinb (4acTo - IpU 3aCTOCYBaHHI BAKIIUHU
HEPBOBOI CUCTEMHU Xaspukc'" 720)

HacTto ConnuBicTp**
HeuacTto 3anmaMopodeHHST*




Pinko ['irmecre3is
[TapecTtesisa
HesigoMmo CymoMu
Cunnpowm l'iieHa-bappe
[TormepeuyHnuy Mi€JiT
HeBpanriuHa amioTpodis
CynunHI nopyweHHs [HeBigomo Backymnitu
[Topyuenss 3 6oky [dacTo [[I1yHKOBO-KUIIKOBI CUMIITOMU * (PigKO - IIPU 3aCTOCYBaHHI
[Ty HKOBO-KHUIIKOBOT O BakKIMHY XaBpuKC — 720%)
TPaKTy Hypota
Miapes (HEYacTO - P 3aCTOCYBAHHI BAKIIMHE XaBPHUKC
720)
Heuacto bBIIl0BaHHSA
[TopyumenHs 3 6oky [HeBigomo TruMuacoBe 30iNblIeHHS TOKa3HUKIB QYHKIIII TeYiHKY
remnaTo0imiapHol
CHCTEMU
[TopymenHs 3 6oky [HewacTo Bucum**
[IIKipY Ta MiAMKipHOI
TKQHUHU
Pinko CBepbix
Hesigomo AHTiOHEBPOTUYHUY HaOpIK
[TonmiMmopdHa eputeMa
Kponus'gHKa
[TopyumenHs 3 6oky [HeuacTo Mianris*
CKEeJIeTHO-M’ sI30BOi OOMeKeHHS CKeJIeTHO-M sI30BO1 pyXJIMBOCTi*
CHACTEMU Ta
CITOJIyYHOI TKAaHUHU
Hesimomo ApTpanrisa
3aranbHi nopyieHHs |[yxke 4acTo |binb Ta MOYEPBOHIHHA Y MicIli iH’€KIIil
Ta [IOPYILIEHHS Y BTOMJTI0BaHICTH* (PIOKO - IPU 3aCTOCYBAHHI BaKLIMHU
Miclli BBEIeHHS Xaspukc™ 720%)
YacTo [TigBuieHHs TeMmepaTypu Tina (337.5 °C)
Peax1ii B MicIi iH’€KIIil Taki K NpUNyXIiCTh abo iHgyparisa
(HeJacTo - IPU 3aCTOCYBaHHi BakIuHu XaBpukc — 720%)
He3pnyxanHs
HeuacTo ['punonopibHi cuMnToMu*
Pimko 03100

* mo0OiuHi peakiri, 10 CIIOCTEPIraauch Micisg 3aCTOCYBAaHHS BaKIIMHU XaBpI/IKCTM 1440 (1 mn, mo3a

0715 OPOCTINX)

** 106iuHi peaxir, 110 CIIOCTePiraauch MmiCas 3aCTOCYBaHHS BaKIUHU XaBpI/IKCTM 720 (0,5 M1, mo3a

OJISI miTein)

#

nmo6iyHi peaxiiii, 110 CIIOCTEPIranuCh y IOCTMAaPKETUHTOBUM IIEPIOfl OfHaK He

CIOCTEpiranucs mifg 4yac paHa0Mi30BaHOTO KOHTPOJIbOBAHOTO KITIHIYHOT0 OOCTiAXKeHHs . KaTeropito
YaCTOTHU «PifKo» OyI0 BU3HAYEHO 3i CTAaTUCTUYHOI'0 PO3PaXyHKY, III0 POBOAUBCS 3 YPaxyBaHHIM
3arajabHOI KiTbKOCTI [IiTel, BaKIIMHOBAHUX IIifl YaC PaHAOMi30BaHOT0 KOHTPOIbOBAHOTO KITIHIYHOTO



mocnimxeHHsa (n=4574).

Tepmin npudamHocmi.

36 micanis. [laTa 3aKiHYeHHSI TEPMiHY IPUAATHOCTI BaKI[MHU 3a3HaYeHa Ha €TUKETI]l Ta yIIaKOBIIi.

YMmoBH 30epirannsi.
YmoBH 30epiranns.

BakiuHy ciif 30epiraTé B OpuriHanbHIN YIAKOBIN OIS 3aXKCTY Bif CBiT/Ia, IIpu TeMIepaTypi Bif 2 10
8 °C. He 3amopoxkyBaTtu. K10 BaKIiHa Oy1a 3aMOpPOXKEeHa, i CITil 3HUIITUTH.

Iani 3 cTabinbHOCTI BKA3yIOTh Ha Te, 1o BaknuHa XaspukcO 30epirae cTabiIbHICTh IPOTATOM 3
nHiB pu TeMmepaTtypi 25 °C. Lg indopmalris npusHayeHa AJIs JTiKapiB TiMbKY y BUNATKY
THMYaCOBOI'0 BiIXUJIEHHS Y TeMIIEPaTypPHOMY PEXKUMI.

HecymicHicmb

XappukcO He CITif 3MilIyBaTH 3 iHIIMMH BaKIEHaMK a00 iMyHOr100yTiHaMHI B OTHOMY
IIITPULII.

YnakoBkKa.

Cycnengig ans in’exkuiit mo 0,5 M (1 mosa pns giteit) abo 1 M (1 mo3a g AOPOCHUX) y
dbmakoHax Nel abo momnepegHbO HAaOBHEHUX Imnpuilax Nel y KOMIIIEKTI 3 TonKo0. ®nakoHu
Ta IIIPUI BUTOTOBJIEHO 3 HEUTPAJILHOTO CKJIa TUMY I, 0 BiATIOBimae BUMoraM €BpPOIMENCHKOL
dhapMmakorel.

Kareropis Bigmycky. 3a peLenTom.

BupoOHHK.

I'makcoCmitKnaun Bionogxikan3 C.A., benbris / GlaxoSmithKline Biologicals S.A., Belgium.

Micue3HaxoKeHHsI BUPOOHHKA Ta HOro ajgpeca MiClsi IpoBaJgKeHHs Tis/IbHOCTI



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



