Ckian

O0itoua pevyoBuHd: aHTUTEH BipyCy renaTury A;

1 mo3a gnsa miten (0,5 mi) MicTuTh auTUTeH Bipycy renatuty A 720 O ELISA
(XaBpukcO 720);

1 mo3a gns mopocnux (1 mMi) MicTUTE aHTUTEH Bipycy rematuty A 1440 OI1 ELISA
(XaBpukcO 1440).

OONOMIJCHI peuyoBUHU: alIOMiHiIO TiIPOKCHUO, aMiHOKHCIIOTH [JIs iH’€KIIili, HaTpiio
rimpodocdar, kamito gurigpodocdart, momicopdat 20, Kajiio XJI0pu, HATPiIO XJITOPHUI,
BOOa OJIs iH €KITIN.

JIikapcbKa ¢popMma

CycneHsisa aid iH’ eKIin.
OCHOBHI (pi3uKo-XiMIiuHI 821aCMUBOCMI:
MiKHapoaHa HellaTeHTOBaHa Ha3Ba: Hepatitis A vaccine, inactivated

XaBpukcO - cycneHsis, o CKIafy sSKoi BXOOUTh iHaKTUBOBAHMI 3a JOIIOMOI0I0
dbopmanbaerigy Bipyc renatuty A (mram HM 175), ancop6oBanuii Ha rigpokcumi
aJItoMiHilo.

Bipyc KynbTUBYIOTH ¥ OUILIOIOHUX KiIiTuHax moguau MRC-5. KnitTunu nepen
BUJIEHHSM BipyCy pPeTeIbHO IPOMUBAIOTH I BUAAJIEHHS II0KUBHOI'O CepefoBUlIia.
3a JOIIOMOT 00 JII3UCY KIIITUH OTPUMYIOTh CYCIIE€H3iI0 BipyCy, sIKYy IIOTIM OYUIIYIOTh,
3aCTOCOBYIOYU MeTOOu yJIbTpadinbTpaliil Ta reieBol xpomaTtorpadili. [HakTuBais
BipyCy mocsira€ThCs HIITXOM 00poOKU opManbaerigoMm.

Baknuna XaspukcO - Ije ounllieHa CTepuUibHa CyCIIeH3isl iHaKTUBOBAHOIO BipyCy
remaTuTy A; BMIiCT aHTUTE€HY BU3HAQ4YalOTh 3a JONOMOT0K iIMyHO(EPMEHTHOT O
TBepaodas3Horo anamnisdy (ELISA).

Bakuuna XaspukcO siBiisie co60i0 MyTHY pifKy cycmensiio. ITif yac 36epiranas Moxe
cnocTepiratucs 0inuii ocap 3 Ipo30opuM 0e30apBHUM CyIIepHaTaHTOM.

XaspukcO Bifgmosimae BuMoraMm BcecBiTHBOI opranisalii 0XOpoHU 300POB’S [0
iHaKTUBOBaHMUX BaKIIUH [OJIS IPOQiTaKTUKM remaTuTy A.

®dapMaKoTepalneBTHYHA Irpyna



IHakTBOBaHa BaKIMHaA IPOTHU BipyCy rematury A.

Kog ATX JO7B CO02.
®apMaKoOJIOridyHi BJIaCTHBOCTI

ImyHo102iuHi ma 6ioa02iuHi e racmueocmi
dapmaxkoduHamika.

Baknuuna XaspukcO npusHadeHa mJig iMyHi3anii oy1s mpodilakTUKK BipyCHOTO
rermaTuTy A 3a JOMOMOTO0I0 CTUMYJIALIL crienndivyHOol iMyHHO]I BiiTIOBifi, Ha OCHOBI
IHAYKIil aHTUTII OPOTH Bipycy renatuty A (HAV).

ImMyHHa 8i0nosidb

Y npoBeneHUX KITiHIYHUX OOCTimXKeHHIX ¥ 99 % BakumHOBaHUX Oyjla oTpuMaHa
cepoKoHBepcis yepe3 30 OHIB micasa BBeAEeHHS MePIIol JO3W BaKUMHU. Y HiArpymi
KJIiHIYHUX BUITPOOyBaHb, METOIO IKMX OyJIM BU3HAUYEHHS KiHETUKM iMyHHOI BiomoBifi,
OyJia BCTaHOBJII€HA PaHHS i IIBUOKA CEPOKOHBEPCIA MicJig BBEAEHHS OOHI€l J03HU
BakiuHu XaBpukcO y 79% BakIMHOBaHUX Ha 13- meHs, 86,3% - Ha 15-i meHs, 95,2%
-Ha 17-% genb i 100 % - Ha 19-i1 meHb, TOOTO 1e¥ YacoBUM iHTepBas 6yB KOPOTIIUH
cepenHbOIHKyOaliHOT 0 Iepiony A Bipycy rematuty A (4 TuxHi), (DUB. TaKOXK
po3min «[JokmiHiuHi gaHi 3 6e3meKu>»).

Tpusasicmb iMYHHOI 8i0nosioi.

[l TapaHTil TPUBaAJIOTO IMyHHOT'O 3aXUCTy, Yepe3 6-12 MicsIliB micns mepBUHHOL
BakIuHalii mpenapatamu XaspukcO 1440 (gosa psa mopocnux) abo XaspukcO

720 (mo3a mns piTel) moTpiOHO MpoBecTu OyCTEpPHY BaKIMHAIIiI0. Y IIPOBedeHUX
KJIiHIYHUX BUMTPOOYyBaHHSIX 0yJI0 BCTAHOBJIEHO, III0 Yepe3 OOUH MicsIb ITic/si BBeOeHHS
OycTepHOI Io3M, BCi BaKIIMHOBaHi Oy cepono3uTuBHuMu. OOHAaK, SIKII0 OyCTEepHY
BaKIIMHAIIil0 He OyJIo MpoBegeHo Yyepe3 6 - 12 MicALiB micis mepBUHHOI BaKIMHAIli],
BBeEeHH4 i€l OycTepHOl J03U MoxkKe OyTH BiflCTPOYEHO Ha TEPMiH OO0 5 POKiB. Y
MMOPiBHSAIBHOMY KJliHiYuHOMY BUITPOOYyBaHHI Oy/10 moKa3aHo, 1110 OycTepHa [03a,
BBe[leHa B IIePiofd 40 5 POKIB MiCcIg OTPUMaHHS IIEePIIol 03U BaKLIMHY, IHOYKYE
BUPOOJIEHHS aHTUTIJ y TaKill caMiil KOHIIeHTpallil, 5K i Iicias 3acTocyBaHHS OycTepHOI
mo3u Yyepes 6-12 MicsIiB micis mpoBegeHHs IePBUHHOI BaKITMHAIIII.

OuiHtoBanu 30epeKeHHs TUTPY aHTHUTIJI IIPOTU BipyCy renaTtuTy A Iiciisi BBeOeHHS 2
03 BaKIIMHU XaBpHKcC) NPOTATroM 6-12 MicAILiB MiXK JO3aMMu.

IaHi, orpuMani npotsiroM 17 pokiB, Hal0Th 3MOTYy nepeadauynuTi UMOBIPHICTS, III0
skHanMeHIne 95% ta 90% ocib 3anuniaThCss CePOnO3uTUBHUMHU (> 15 MMO/MiT)



BinmoBigHO yepe3 30 Ta 40 pokiB micisa BakuuHalll (muBuck Tabmuio 1).
Tabmuis 1
[TepenbaueHuii BinCOoTOK 3 piBHEM aHTHU-HAV = 15 MMO/Mn Ta

95% moBipui iHTepBanu gnga mocaigxkenb HAV-112 ta HAV-123

95% pgoBipYui iHTEPBAal
Pik|= 15 MMO/mn

HuxHi piBeHb|BepxHili piBeHb
[lepenbauenns oass HAV-112
25 (97,69 % 94,22 % 100 %
30 (96,53 % 92,49 % 99,42 %
35 (94,22 % 89,02 % 98,93 %
40 192,49 % 86,11 % 97,84 %
[Tepenbauenns mus HAV-123
25 (97,22 % 93,52 % 100 %
30 (95,37 % 88,89 % 99,07 %
35 (92,59 % 86,09 % 97,22 %
40 190,74 % 82,38 % 95,37 %

[ToTouHi maHi cBigUaTh Ha KOPUCTH BiICYyTHOCTI HEOOXiMHOCTI MPOBEIEHHS ITIOBTOPHOI
BaKIMHallil cepeq iMyHOKOMIIETEHTHUX OCi0 IIicig KypCy OBOZO30BOI BaKIIMHAIIil.

EdexmusHicmb 8akuuHu XaspukcO 015 KOHMPOA0 3d CNAAAXAMU 3dX80PHOBAHH S




EdexTuBHicTs BaknuHU XaBpukcO OIiHIOBa/lIM Ha Ipylax HaceJIeHHS Y Pi3HUX JaleKo
BiIasieHUX OOWH Bifl OMHOT'O PETiOHIB, me Oy/Iu BUSBJIEHI CIlajlaXy 3aXBOPIOBAHHSI
(Ansicka, CnoBaxkisi, CIIIA, BenukoOpuTtaHis, [3painsk Ta ITamis).

Y pe3ynbTaTi IUX OOCIigXKeHb 0yJI0 BCTAHOBIEHO, 1110 BaKIIMHALIIis ITpermapaToM
XaBpukcO IpU3BOAUTL MO IPUIMHEHHS CllajaxiB 3axBopioBaHHS. BakiuHanis 80 %
MIOMYJIALil ITPU3BOOUTE OO IPUIIMHEHHS CIajlaXiB 3aXBOPIOBaHHSA 3a Iepion Big 4 o 8
THUIKHIB.

Bnaue macosoi 8akuuHauii Ha Yyacmomy 3ax80pHe8aHoCcmMi 3HUKEHHS 3aXBOPIOBAHOCTI

Ha rernaTuT A cIlocTepirasocs B TUX KpaiHax, B IKUX 2 - O30Ba IIporpaMa iMyHi3ailil
BaKIIMHOIO XaBpuKC™ Oyja BIpOBaIKeHa [Jid OiTel OPyroro poKy KUTTA: * B I3paimi
IBa PETPOCIEKTUBHUX OOCIiIKeHHs 0a3 JaHUX IMOKa3aJlu, 10 ITicJIs BIPOBagXKEeHHS
IporpaMu BaKIIMHAIlil 3aXBOPIOBAHICTh HA relaTUT A cepeq 3arajibHOr0 HaCeleHHSI
3Hm3unachk Ha 88 % i 95 % 4depes 5 i 8 pokiB BignmoBigHOo. [JaHi HamioHansHO1 cucTeMu
CIIOCTEPEXKEeHHS TaKOXK BKa3yIOTh Ha 3HWXKEHHS 3aXBOPIOBAHOCTI Ha renaTtuT A Ha 95
% B MOPiBHSIHHI 3 mepiomoM mo BakmuHallii. * Y [TaHaMi peTpoCcIeKTUBHE OOCIIiIKeHHSs
0a3u JaHuX IT0Ka3aJio 3HUKEeHHS 3aXBOPIOBaHOCTI rermatutoMm A Ha 90 % cepen
BaKIIMHOBAHOT' O HaceyeHHs, i Ha 87 % cepeq 3araabHOT0 HaceJiIeHHS, 4yepe3 3 POKU
ITiCJisg BOPOBaAXKEHHS IIPOrpaMy BaKIMHAIlil.

e CrocTtepekeHHS MIOA0 3HNUKEHHS 3aXBOPIOBAHOCTI Ha remnatuT A cepeq
3arajbHOT0 HaceJleHHs (BaKIIMHOBAHOTO i HEBAKIIMHOBAHOT0) B 000X KpalHax
OEMOHCTPYIOTH IIONYISALiMHAN IMYyHITET.

HoxkaiHiuHi OaHi 3 6e3neku: B eKCIepruMeHTi Ha 8 HeIIoOuHONOOiOHNX IpuMaTax
TBAPHH ITifgaBai €KCIIO3UIlil 3 TeTEPOJIOTiYHUM IIITaMOM BipyCcy remaTtuty A i

BaKIIMHYyBaJM Yyepe3 2 OHi [MiCJIg eKCIO3uIlil. Y pe3yabTaTi i€l TOCTEeKCIO3ULIIMHO]L
BakKIMHallil 3aXUCcT OyB HOCATHYTHUM [JIs BCiX TBapUH.

IToxa3aHHSA

Baknuna XaspukcO npusHadeHa [JIs aKTUBHOI iMyHi3alii oci6, SKi BXOOATE [0 TPyl
PU3UKY iH(iIKyBaHHS BipyCcOM remaTury A.

BaknuHa He 3amnobirae iHdexiii, 1110 BUKJIUNKaHa iHIMMMY 30yDTHUKaMU, HallpuKJiag,
Bipycamu renatuty B, renatuty C, rematuty E abo iHIIMMU nmaToreHaMu, IO €
IPUYHUHOIO IHIIIWX 3aXBOPIOBaHb ITE€YiHKMU.

Y 30Hax 3 HU3BKOIO Ta IIOMIPHOIO €HOEMIYHICTIO TellaTUTy A PEeKOMEHOYETHCA
iMyHi3yBaTH 3a JOIOMOTOIO0 BaKIIMHU XaBpHKcO y Ieplry 4epry ocib, sKi CTaHOBJISATH
a00 MOXKYTh CTAHOBUTU T'PYIIH ITiIBUINEHOI0 PU3UKY iH(}iKyBaHHS. [[0 HUX HaleXaTh:



e MaHOpisHuku. Ocobu, sIKi MOIOPOKYIOTh Y PEriOHM 3 BUCOKOIO ITOIINPEHICTIO

remnatuty A. Lli perionu Bkmo4aloTh AQpuky, Azito, Cepea3eMHOMOPChKHUMN
6aceiin, Cepennitt Cxin, LlenTpanbhuy i [liBIeHHY AMEPUKY.

e Bilicbkosocayacbos8ui 30poliHuUX cus. BilicbKOBOCTYKO0O0BIIi, IKi HAallpaBISIOTHCS B
perioHu 3 IMiOBUIIIEHOI0 eHOEeMIUHICTIO a00 B perioHu 3 He3aOoBiIbHUMU
CaHiTapHUMM YMOBaMHU, MalOTh HiABUIIIEHUU PU3UK iH(PIKyBaHHS BipycoM

renatuty A. 1715 Takux ocib moKa3aHa aKTHBHA iMyHi3allis.
e Ocobu, 015 AKUX ICHYE PU3UK 3dXB0PHOBAHHSA HA 2enamum A uepe3s ix

npodecitiHy 0isiabHicMb, abo 048 AKUX iICHYE nidsuweHUl pu3uk nepedauyi

3axB80pPHBAHHA. 10 HUX HallexXXaTh: IIePCOHAJI JUTAYUX OOLIKIJIbHUX 3aKJiafdiB,

MeOCeCTpH, JIiKapi, MOIOOIINY MEeIUYHUYN ITIePCOHAl V TiKapHSIX Ta iHIIUX
JIIKyBaIbHO-MTPOQMiTaKTUYHUX YCTAaHOBAX, 0COOIUBO Y TaCTPOEHTEPOJIOTiYHUX Ta
nefiaTPUYHUX BiffileHHAX, POOITHUKY, IKi 00CIIyTroByIOTh CUCTEMM KaHasli3allil
Ta BOJOOYHUCHI CIOPYyOH, MPalliBHUKKA I'POMaAChKOTr0 Xap4yyBaHHS Ta
MIPOJOBOJILYMX CKJIQMIiB, Ta iHIII KaTeropii.

e Ocobu, wo nepebysaromb y 2pyni nid8uwW,eH020 pu3uKy Yepe3 c80x cmameasy

nosediHky. oMoceKkcyanicTu, ocobu, siKi MaloTh AeKijlbKa CeKCyaJIbHUX
napTHepIB.
e X8opi Ha 2emo@iniro.

e Ocobu, AKi sBUKOpUCMOBYIOMb IH EKUIUHI HADKOMUKU.

e Ocobu, siKi koHmMakmyoms 3 iHgpikosaHumu a1t00bmu. OCKiTbKY BUIJIEHHS BipyCy
iHpikoBaHUMHU 0cOOaMU MOKe MaTH MicClle IIPOTATOM TPUBAJIOTO IIEPiOAY,
PEKOMEHAYEThCSA aKTUBHA iMyHi3allist 0ci0, 1110 3HAXOASITHCSA Y TICHOMY KOHTAaKTi 3

iHpiIKOBaHUMHU.
e Ocobu, AKi nompebyrombs 3axucmy, K YadCMuHU KOHMPOJII0 CNa/1axie 2enamumy

A, abo yepe3s 36i/1bUWEHHA 3aX80PHOBAHOCMI 8 PE2iOHI.

e [lesHi 2pynu HaceseHHs, 015 AKUX 8i00MUU BUCOKUU piBEHb 3aXB80PHOBAHOCMI HA

cenamum A.

Hanpuknag, aMmepuKaHCHKI iHOiaHIl, eCKiMOCH € TPyIlaMH, B IKUX elifeMil, BUK/IUKaHi
BipyCcoOM remnaTtuty A, € pO3IOBCIOIXKEHUMU.

e Ocobu 3 XPOHIYHUMU 3AXB80PHBAHHAMU NeYyiHKU abo 015 sAKUX iCHYE nidsuw,.eHull

PU3UK PO3BUMKY XPOHIUHUX 3dXB0PIHOBAHb NeviHKU (HampuKiag, XPOHiYHI HOCII

Bipycy rematuty B ab6o Bipycy rematuty C Ta 0co0OH, sKi 3JI0BXKUBaIOTh
aJIKOT0JIEM).

Y perioHax i3 cepegHBOIO Ta BUCOKOIO MOIIUPEHICTIO renaTtuTy A (Hanpukiap, Adputi,
Az3ii, CepengszeMmHoMopchbkoMy Oacerini, Cepenubomy Cxomi, LleHTpanbHii i [TiBmeHHiN
Awmepuiii) oist CIpUMHSTIINBUX 0Ci0O peKOMEeHOYEThCSI aKTUBHA iMyHi3alliss. BoHa
BKJIIOYa€ iMyHi3allito giTei i migmiTKiB, 0COOMIMBO Y BUIIIUX COIiaIbHO-eKOHOMIYHUX
rpymax i MiCbKUX perioHax.



IIporunnoka3aHHs

XaspukcO He ciif BBOOUTH 0cob6aM 3 BiloMOIO TilepuyTIUBICTIO N0 6YOb-IKOTO
KOMIIOHEHTa BaKIMHU a00 40 HeOMIIUHY (IIPUCYTHIN y BUTJISAAL 3@JIUIIKY Bif
BUPOOHUYOTO IIpoiiecy) (ouB. po3min «Ckian»), abo Impu HasIBHOCTI peakiIli
MTiABUIIEHOI Yy TIUBOCTI IiCJIg TOIIePEeaHbOT0 BBEIEHHST BaKIIMHUI XaBpHKCO.

B3aemogisi 3 iHIIMMH JTiKapChbKHMH 3aco00aMH4 Ta iHIII BHIH B3a€MoOil

BakiiuHa XaBpHKcO - Ile iHaKTUBOBaHa BaKI[MHA, TOMY 11 OMHOYaCHe 3aCTOCyYBaHHS 3
IHIIMMY iHaKTHBOBAHUMM BaKIIMHAMHU He IIOBUHHO BIUIMHYTH Ha BUPaXKeEHICTh iIMyHHOI
BigmmoBini.

Bakuuny XaspukcO MokKHa 0JHOYACHO 3aCTOCOBYBATH 3 BaKI[MHAMMU IIPOTH TUDY,
JKOBTOI JINXOMaHKH, X0JiepHu (B iH €KIIisIX), mpaBIiisi, abo 3 MOHOBAJIEHTHUMH Ta
KOMOiIHOBaHMMHM BaKIIMHAMH IIPOTH KOPY, EIigeMiYHOT0 ITapoOTUTY, KPAaCHYXH Ta
BiTPSIHOI BiCIIH.

OpmHo4YacHe 3aCTOCYBaHHS BaKIIMHU XaBpPUKC™ 3 iMyHOr/100yJIiHOM He BIIJIMBA€E Ha
piBEeHb CEPOKOHBEPCIl, IIPOTE 1Ie MOXKEe ITPU3BECTH [0 3HUKEHHS TUTPY aHTUTIJI.

ITpu HeoOXximHOCTI cyMmicHOrO BBemeHHs XaBpukcO 3 iHIMMHU BaKImHaAMH a60
iMmyHOT/MOOYyTiHaMH, 1Ii IIperapaTy CIil BBOOUTHU Pi3HUMU IIMIPUIIAMHU i TOJIKAMHU B Pi3Hi
1H'€KIINHI OiTTHKHA.

Oco006/1MBOCTi 1010 3aCTOCYBaHHSI

fK 1y pa3si 3aCTOCyBaHHs IHINNX BaKLUH, [IPU IT'OCTPUX Ta TAXKKUX 3aXBOPIOBAHHSAX, 10
CYIIPOBOOXKYIOThCS IiABUIIEHHSM TeMIepaTypH, BBedeHHs BakuHu XaBpukcO
noTpibHo Bimkiactu. [IpoTe, merka ¢popmMa iH}eKIIitHOT0 3aXBOPIOBAHHS HE €
IPOTUIIOKA3aHHAM [Ji IPOBEIEeHHSA BaKIIMHAIIl.

Y 3B’51I3Ky 3 TpUBAJIUM iHKyOallilHUM IIepiofoM renaTtuTy A MOXKJIUBOIO € HasIBHICTh
MMpUX0oBaHol iHGeKIil mig yac iMyHi3alii. ¥ Takux BUIlagKax HEBIIOMO, UM 3MOXKe
3aCTOCYBaHHS BaKIIMHU 3al00irTM PO3BUTKOBI renaTury A.

Y mairieHTiB, 1110 3HaXOOSATHCSA Ha reMofiallisi, a TaKoX 3 IMOPYIIeHHSIMHU 3 OOKY
iMyHHOI CUCTEeMH, alleKBaTHUN TUTP aHTUTIN 0 Bipycy remaTuty A Moxe OyTU He
OOCATHYTHUY ITiCJIA IPOBEOEHHS KypCy IEePBUHHOL iMyHi3allil, 110 BUMara€ BBEIEeHHS
OOOaTKOBUX 03 BaKIUHU.

4K i mpu 3acToCyBaHHi iHIIUX iH’ €KIIMHUX BaKIWH, 3aBXK/AX ITIOBUHHI OyTH Y HassBHOCTI
JIiIKapChKi 3aco0H, sIKi BUKOPHUCTOBYIOTh ITPY aHa(PiTaKTUYHUX peakIlisix, M0 iHKOIU
MOXKYTh BUHUKATH Y BiAIIOBiAb Ha BBEAEHHS BaKIIUHU, Ta 3 I[i€l IPUYUHU NAL[i€EHTH



IIOBUHHI 3HAXOOUTUCH IIif HArJIAg0M MEeOUYHOIr0 IepcoHany nporsaroM 30 XBUINH
IIiCJIsT BaKIIMHAIIil.

CuHKoOIe (HEIPUTOMHICTh) MOXKe BUHUKHYTH IIif 4ac abo paHimie 6yab-sgKol
iH’eKIiMHOI BaKIMHAIIil, SIK IICUXOTeHHa peakllisd Ha iH’€KIIil0 IoJIKoi0. BakIlnHalIlito
HeOoOXigHO MPOBOAUTH TiIbKU B MOJI0XKEHHI BaKIIMHOBAHOTO CUAIYU abo j1exkayuw,
3aJIUIIA0YY MOro B TOMY 2K MOJIOXKEeHHi (cugssdyu abo jexkadu) IPOTIroM 15 XBUITUH
Iic/sl BaKIMHAIIil OJIsI ITONepeaKeHHsI PU3UKY MOr0 TPaBMyBaHHS.

Baknuna XaspukcO Mozxe 6yTu npusHadeHa BIJI-iHdikoBaHUM ocobGaM.

HasaBHicTh aHTUTINI y 0COOU TPOTU renaTUTy A (ceporo3uTruBHaA ocoba) He €
MIPOTUNIOKa3aHHSIM.

Bakuuna XaspukcO micTuTtes MeHme 1 MMons (23 Mr)/go3y HaTpiio, TOGTO IPaKTUYHO
BiJIbHA Bifg HaATpio.

Bakuuna XaspukcO micTuTs MeHIe 1 MMonb (39 Mr)/mo3y Kauiio, TO6TO IPaKTUYHO
BiJIbHA Bif KaJlito.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.

[ocTaTHIX JaHWX MIO0A0 3aCTOCYBaHHS BaKIIMHU y MEPiox BariTHOCTI y JIIOOEHU Ta
afeKBaTHUX OOCJIAXKEHb III00 BIJIMBY Ha PENIPOAYKTUBHY (DYHKIIIO Y TBAPHUH HEMAE.
OpgHak, SK i g4 BCiX IHIINWX iHAKTHBOBAHUX BaKIIMH, PU3UK HEraTUBHOI'O BIIJIMBY Ha
IJIig MO2Ke PO3riIsagaTUCS SIK HE3HaYHUMU.

XaBpukcO MoKeB 3aCTOCOBYBATH V IIepiof] BaTiTHOCTI Hille y pa3i HaraabHOi
noTpeodu.

ITocTaTHi maHi U100 3aCTOCYBaHHSA BaKIIMHU V IIepiof rogyBaHHA I'PYOO0 Y JIIOOen Ta
PEenponyKTUBHI JOCIIOXKEHHS Ha TBapuHax BifCyTHi. X04a PU3UK MOXKE PO3TIAOaTUCS
AK He3HauyHui, XaBpukcO MOXKHa 3aCTOCOBYBATH IIifl Yac JaKTallil TiIbKH JHIIe y pasi
HaraJjbHOI IIOTPeoH.

30amHicmb 8nausamu Ha weuodKicMb peakuii npu kepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mamu.

IocmigKeHHs 100 BIJIMBY BaKIIMHU XaBPUKC™ Ha 3[0aTHICTh KepyBaTU aBTOMOOiIeM
i mpalroBaTH 3 MexXaHi3aMaMu He IPOBOAUIKCE. [IpoTe, mesaki mobiuHi peakIliii MOXKYT
TUMYacCOBO BIIJIMBAaTU Ha IIBUOKICTh peakxllil Ipu KepyBaHHI aBTOTpaHCIIOPTOM abo
iHIIMMY MexaHi3MaMu (OuB. po3min «I1ob6iuHi peakirii»)

Cnocid 3acTocyBaHHsI Ta I03H



Cnocib 3acmoCcy8aHHs

XaBpukcO npusHadeHUil 01 BHYMPIiWHbOM 1308020 88e0eHHA. JJOPOCIUM Ta OiTIM
CTapIIOro BiKy BaKIMHY BBOOATH Y OiITHKY OeIbTONOAIOHOTO M’s3a, a OiTAM
MOJIOAIIOTO BiKY - ¥ IIepegHb0-00KOBY HiNITHKY CTETHa.

Bakiiuny He Ciig BBOOUTH y CIIHUYHUN M’'s13. BaKIIMHY He CJIi BBOOUTU
OiAMKIpHO/BHYTPIMIHBOLIKIPHO, OCKiJIBKY BBEEHHS [IUMU LIJITIXaMU MOXKe IIPU3BECTHU
0O 3HUKEHHS iMyHHOI BiOIOBimi.

™

XaBpHKC Hi 3a IKMX O0OCTaBHH He MO2KHa BBOOUTH BHYTPIIIHLOCYTUHHO.

XBOpUM 3 TPOMOOLIMTOIIEHI€I0 a00 MOPYIIIEHHAMHU 3TOPTaHHSA KPOBi BaKIIMHY CIIif
BBOOUTHU 3 00€PEKHICTIO, 110 ITOB‘I3aHO 3 MiABUIIIEHUM PU3UKOM BUHUKHEHHS
KpPOBOTeEUi ITiCJIg BHYTPIIIHEOM s130BOT'0 BBEIE€HH IIpenapary.

Ho3ysaHHA

[TepBuHHaA BaKIIMHAIIlisA

e JTopocai g8ikom 8i0 19 pokiae. [171s IepBUHHOI iMyHi3allil JOpPOCINX 3aCTOCOBYIOTH
OOHOPAa30BYy O03y BaKIIUHU XaBpHKcC) 1440 (mo3a gns mopocnux) (1,0 M
CycCIIeH3il).

e Jlimu 8i0 1 poKy ma nioaimku 0o 18 pokis eKkaro4Ho. [I15 mepBUHHOI iMyHi3ailril
IiTel Ta MifJIiTKiB 3aCTOCOBYIOTh OHOPA30By A03y BaknuHu XapukcO 720 (mosa
s gitei) (0,5 M cycnenaii).

BbycmepHa eakuuHauis

ITicns mepBUHHOI BakIuHanii mpenapatamu XaspukcO 1440 (gosa [amas mopociux) abo
XaBpukcO 720 (mo3a OJjis miTeir) A7 TapaHTil TPHBAIOTO iMyHHOTO 3aXKUCTy
PEKOMEHYETHCS BBOOUTH OyCTEPHY 03y BaKIMHU. 1[10 OycTepHY H03y HEOOXimHO
BBECTH B OyOb-IKMU Yac MixK 6 MicAasgaMu i 5 pokaM¥u ITiciisi BBeOEeHHS MepIol J03HU,
asnie Kpaiie Mix 6 i 12 MicsaisaMu micys BBeOeHHS MepHIol J031 BaKIWHY (OHUB. PO3Mis
«IMmyHOMnOriuHi Ta 6i0JIOTiYHI BTaCTUBOCTI»)

ITenaeuns dimeii Ha mepumopii YKkpaiHu 30ilicHI0OembCs1 32i0HO0 3 saumMo2amu
dirouyux Haka3ie MO3 YKpaiHu u,000 npoeedeHHs1 npogiraKkmuyHux
uienjieHo.

IHCTPYKIIiS 3 BUKOPUCTAHHS BaKIIMHU

Bakuuny repeg BUKOPUCTAHHSAM CJIiJl Bi3ya/ibHO TTEPEBIPUTH Ha BiICYTHICTb OyOb-IKUX
CTOPOHHIX YacTOK Ta/abo 3MiHy ismuyHUX BnacTUBOCTeM. ITepen 3acTOCyBaHHSIM
GbIaKoH 4u IIIPUI] 3 BaKIMHOI0 XaBpuKcO CIIifl peTeabHO CTPYCUTH [0 OTPUMAHHS



371erkKa MyTHOI 6i10l cycmen3ii. fAKIo BaKIlMHa He BillOBiga€e 3a3HaYeHUM
XapaKTepHUCTUKaM, 11 CJIii 3HUILUTH.

itk
XaBpukcO 720 (mo3a OJis OiTeit) 3aCTOCOBYETHCS HiTAM BiKOM Bif 1 POKY.
Ilepeno3yBaHHsA

Y nepion mOCTMapKETUHTOBOTO CIIOCTEPEKEHHS OyJIX ITOBiAOMJIEHHS IIPO BUIIaAKU
nepeno3yBaHHs. [1006iuHi fil, 10 crioCcTepiraauck Npu Iepeno3yBaHHi, Oyu
MONiOHMMHU O TaKMX, III0 CIIOCTEpiraanch Npu 3BUYaWHiN BaKLIMWHAIIil.

ITo6iuni epexkTHn

[Tpodins 6e3meku npernapaTy, HaBeOeHuN HuxK4e, 0a3yeEThCSA Ha JaHUX KIiHIYHUX
mociigkeHb 3a ydacTio 5300 mallieHTiB Ta JaHUX IOCTMapPKETUHTOBOT O
cuocTtepexeHHs. HeoOXigHO 3a3Ha4YMUTH, 110 YaCTOTYy IMOOIYHUX peakIii, sSKi
CIIOCTepiranucs y IoCTMapKeTUHTOBUM Iepiod HEMOXKJIIMBO OYJI0 BUSHAYUTH i TOMY
BiJl3HAa4Y€HO K «HeBigjoMo». HaumolupeHiMMY peakLisaMu, 110 CIIoCTepiramgacs
ITicJisd BBeIeHHS BaKIMHU, OyB Oiflb Ta MOYEPBOHIHHS y MicIIi iH €KIIil, IKi BUHUKAJIN
nicnsg BBeneHHA 50 % ycCixX 103 BaKILIMHU XaBpI/IKCTM 1440 Tta nicng BBegeHHA 18,2%
yCiX 003 BaKILMHU XaBpI/IKCTM 720. HacTymHOIO HAaUIIOIIMPEHIIIIO peakiiieo Oyia
IPUIIYXJIICTh Y MicIi iH’eKIIil.

[To6iuHi peaxkiiil po3mofisieHi 3a YaCTOTOIO Ha TaKi IpyIu:

Iyxe vacTto (= 1/10)

Yacto (= 1/100 - < 1/10)

Heuacto (= 1/1 000 - < 1/100)

Pigko (= 1/10 000 - < I/1 000)

Iyxe pigko (< 1/1 000)

HeBigoMo (3a HaIBHUMUY OJaHUMU 9aCTOTy BUSHAUYUTU HEMOIKJIIMBO).

Y Mexkax KOXXHOI IPyITd 4aCcTOT, MOOiUHi peakilil MpeacTaBlIeHO B IIOPSAOKY 3MEHIIIEeHHS
CEpPUO3HOCTI.

Tabmnuisa 2



Kmnac cuctemu opraHis YacTtora |([TobiuHi peakiril
IHdeK1il BepxHiX AUXanbHUX HIIAXiB*
[Hdexk1ii Ta iHBa3il HeuacTo
Punit*
AHadinakcis
Topymenns 3 60Ky imyrmol Hesimomo |[ATI€PrivHi peaxiiil, BKII0Yaniu
CUCTEMU : .
aHa(}inaKTOIAHI peaklil Ta peaxiil, 110
iMiTYIOTb CHUPOBATKOBY XBOPOOY
[TopyuieHHS 3 GOKY
MeTaboJ1i3My Ta po3yiagu YacTto Brpara anetury
TpPaBJIEHHS
. Iyzxe
[IcuxiyHi IOPYyILIEHHA
HacTo I paTiBnuBicTE**
[TopyuieHHs 3 00Ky HEpPBOBO1 |[lyxke TomoBHUM 6inib (YacTo - IPU 3aCTOCYBaHHI
CUCTEMHU 4acTo BakKIUHU XaBpHKCTM 720)
Yacto CoHnuBICTH**
Heuacto |3anamopoudyeHHS*
lNnecte3isa
Pinko
[TapecTesis
Cynmomu
Hesigomo

Cunppowm liiena-bBappe [Monepeunuu
MieniT HeBpanriuna amioTpodis




Backymnitu
CynuHHI IOpyILIeHHS HesBigomo

[T1yHKOBO-KHUINKOBI cUMOTOMHA * (PigKoO -

IIpU 3aCTOCYBaHHI BaKIIUHU XaBpI/IKCTM 720
[TopyuieHHS 3 6GOKY #)
Yacto

[IJTYHKOBO-KHUIIIKOBOT'O TPAKTYy

Hypmora

IMiapes (He4yacTo - MpU 3aCTOCYBaHHI
BaKIIMHU XaBpHKcTM 720)

HeuacTto |bnroBanus

[Topy1ieHHsS 3 OOKY Hes: Tum4yacoBe 30ibIIIeHHS TOKA3HUKIB
. . eBifoMo :
renartobimiapHoi cucteMu byHKIIi1 mevinku

[TopymeHHs 3 60Ky IIKipu Ta

MigMIKipHOl TKaHUHU HeuacTo |Bucum**

Pigko CBepbix

AHTiIOHEBPOTHUYHUYN HAOPSK
HeBigomo |[TonmimopdHa eputema

Kpomnus’'saaka

[Topy1ieHHS 3 O0OKY CKEIEeTHO- L
, . Mianris*
M’sI30BOI CUCTEMHU Ta

CIIOJIY9HOl TKaHUHHU Hewacro OOMezXKeHHS CKeJIeTHO-M 430B01

PYXJIUBOCTI*




ApTpanrisa
Hesigmomo

3arasibHi IOPYIIEHHS Ta Binb Ta NO4YEPBOHIHHS y MicCIIi iH €KITil

MOPYILIEHHS Y MiCIli BBEOEeHHS Hyxe
JacTo BromimoBaHiCTE* (PigKO - IPU 3aCTOCYBaHHI

BaKIIMHU XaBpI/IKCTM 720#)

[TigBuieHHsa TeMnepartypu Tina (337.5 °C)

Peakiiil B MicIi iH’eKIril Taki sIK
Yacto MIPUIYXJIiCTh abo iHgypalis (HedacTo - Ipu

3aCTOCYBaHHI BaKIIMHU XaBpHKCTM 720#)

He3ngyxaHHs

Heuacto |['punomnopmibHi cumMiTomMu*

Pinko O3H00

* mo0OiyHi peakiil, 0 CIOCTEPIiraaucCh IIiCIsa 3aCTOCYBaHHS BaKIIUHU XaBpI/IKCTM 1440
(1 M, mo3a O JOPOCIIUX)

** moOiuHi peakili, 110 CIIOCTEPIraauCh Iicyig 3aCTOCYBaHHS BaKIIUHU XaBpHKcTM 720
(0,5 M1, mo3a s miteu)

# n0Giuni peakxirii, 110 CIOCTepirajauch y MOCTMapKeTUHTOBUY MTepiof ogHaK He

CIIOCTepiraaucs IIig 4ac paHgOMi30BaHOI0 KOHTPOJIbOBAHOI'0O KIIIHIYHOT O OOCIIIAXKEHHA
. KaTeropito yacTtoTu «pigKo» O0y0 BU3HA4YE€HO 3i CTAaTUCTUYHOTO PO3PaxyHKYy, II10
IIPOBOAUBCSA 3 YpaxXyBaHHSIM 3arajibHOl KiJIbKOCTi OiTel, BaKIIMHOBAHUX IIif 4ac
PaHIOOMi30BaHOT0 KOHTPOJILOBAHOTO KITIHIYHOTO OOCTiAXKeHHA (n=4574).

TepMiH npHIaTHOCTI

36 Mmicaiis. [laTa 3aKiHYEeHHS TEPMiHY IIPUOATHOCTI BaKIIUHU 3a3HayeHa Ha €eTUKEeTII
Ta YIIaKOBIIi.

VYMoBHM 30epiranus




BakiuHny ciig 36epiraTé B OpUriHalibHiM yIaKOBIII AT 3aXUCTY Bifl CBiTJIa, IpHU
TemiepaTypi Bixg 2 mo 8 °C. He 3amopoxyBaTu. SKIIo BakiuHa OyJjia 3aMOpPOXKeHa, 11
CJIi[ 3HUILIUTHU.

IMaHi 3 cTabiTbHOCTI BKa3yl0Th Ha Te, 110 BaKIMHA XaBpukcO 36epirae crabibHICTE
npoTsarom 3 OHiB mpu TeMnepatypi 25 °C. 1ls indopmaris npusHadeHa [Ijis JIiKapis
TiTbKY y BUIIAJKy TUMYaCOBOTO BiIXUJIEHHS Y TEMIIEPAaTyPHOMY PEXKUMI.

HecymMmicTHicTh

XaBpukcO He ciif 3MimyBaTy 3 iHIIMMY BaKIMHaAMHU a60 iMyHOTI06y/IiHaMU B OTHOMY
LI PULI.

YnakoBka

Cycnenzis ons in’ekuitt mo 0,5 M (1 go3a g miteit) a6o 1 M (1 go3a aast JOPOCIUX)
y dmakoHax Nel abo mmornepegHb0 HamoBHeHUX mmpunax Nel y KOMITJIEKTI 3 TOJIKOIO.
dnakOHU Ta MIMIPUIL BUTOTOBJIEHO 3 HEUTPAJIBHOTO CKJia TUNY I, 110 BiAgmoBigae
BUMOTaM EBpPOIEChKOl hapMaKoIiel.

KaTeropis Bignycky
3a peLienToMm.
BupooHHK

I'makcoCwmitKnsaiiu bionomxikan3 C.A., bensris / GlaxoSmithKline Biologicals S.A.,
Belgium.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoBaaKeHHsI
IisIIHLHOCTI

Pio me n’Iucritio, 89 1330 M. Pikcencaprt, benbris / Rue de 'Institut, 89 1330
Rixensart, Belgium.



