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IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCHbKOI0 3aC00y

Xappukc™ 720 Baknuna st npopuUIaKTHKH renaTury A
Xappukc™ 1440 Bakuuna 111 NpoQUIAKTHKYA renaTury A

Cknao:

Oiloua peuoguHa: AaHTUTEH BIpYyCy TeaTuTy A,

1 no3a s gireit (0,5 mur) micTuTh anTHreH Bipycy renatuty A 720 Ol ELISA (Xaspukc™ 720);

1 no3a s popociux (1 mi) micTuth antureH Bipycy rematuty A 1440 OJ] ELISA (XaBpukc™
1440).

OONOMINCHI peyosuHU.: ATIOMIHIIO T1IPOKCUI, aMiHOKUCIOTH IJIS iH €KIii, HaTpito rigpodocdart,
Kauiro aurigpodocdat, moaicopdat 20, Kajiro XJI0pUI, HATPIFO XJIOPUI, BOAA JIJIS 1H EKIIIH.

Jlikapcebka dopma. CycrieHsis ams 1H’ €Ki,

OcHo8HI i3uKO-XIMIYHI 61ACMUBOCTI:

MiXKHapOHa HelmaTeHToBaHa Ha3Ba: Hepatitis A vaccine, inactivated

XaBpukc™ - cycreHsis, A0 CKJaly sIKOi BXOAWUTh 1HAKTUBOBAaHHUH 3a JONOMOTIOI0 (hopManbaerigy
Bipyc renaruty A (mram HM 175), ancopboBanuii Ha TiqpOKCH/II ATIOMIHIFO.

Bipyc KynbTUBYIOTH Y JUILIOINHUX KIITHHAX JoguHn MRC-5. Knituau nepe BUAUICHHIM Bipycy
pETEeNhbHO MPOMHBAIOTH IS BUAAJICHHS MOXXHUBHOTO CEPEIOBHINA. 3a JIOTIOMOTOO JI3UCY KIITHH
OTPUMYIOTh CYCHEH3iI0 BIpYCY, Ky MOTIM OYHUIIYIOTh, 32CTOCOBYIOYH METOJM YbTpaduibTpalii Ta
resieBoi xpomarorpadii. [HakTHBaIis BIpyCy 10CSITAETHCS MIITXOM 00pOOKH (hOpMabAETiIOM.
Baknuna XaBpukc™ - 1e ouMieHa cTepusbHa CYCIEH31s 1HAaKTHBOBAHOTO BIpYCy IemaTtury A;
BMICT aHTUT€HY BU3HAYAIOTh 33 JJOTIOMOT010 iMyHO(pepMeHTHOro TBepaodazHoro anamizy (ELISA).
Baknuna Xaspukc™ gBnse coboo MyTHY piaky cycnensito. Ilinx wac 30epiranHHs Moxke
criocTepiratucs Ouii ocaj 3 Mpo30puM 6e30apBHUM CYNIEpPHATAHTOM.

XaBpukc™ BianoBigae BUMoram BcecBiTHBOT oprasizailii OXOpOHH 370pOB’S 10 1HAKTUBOBaHHUX
BaKLUH JUIs MPO(DITAKTUKY IenaTuTy A.

dapmakoTepaneBTHYHA rpyna. [HakTHBOBaHa BaKI[MHA MPOTH BipyCy TeMaTUTY A.
Kox ATX JO7B C02.

Imynonoziuni ma 6ionociuni enacmugocmi

Dapmaroounamika.

Baknuna Xaspukc™ npusHaueHa Uil iMyHi3amii uisi Ipo@iJakTUKU BIpyCHOTO remaTuTy A 3a
JIOTIOMOT'OI0 CTUMYJISILIT ceu(14HOT IMyHHOI BIIMOBI1, HA OCHOBI IHAYKIII aHTUTLI IPOTH BIpyCy
renatuty A (HAV).

Imynna 6ionosios

VY npoBefeHUX KIIHIYHUX AochipkeHHsIX Yy 99 % BakiuHOBaHMX Oylla OTpUMaHa CEPOKOHBEPCIs
yepe3 30 AHIB micis BBEACHHS MEPUIOi 103U BaKIUHU. Y MIArpyMi KJIIHIYHUX BUMIPOOYBaHb, METOIO
AKX Oynu BH3HAUEHHS KIHETUKM IMYHHOI BIANOBiAl, Oyna BCTaHOBJIEHA paHHS 1 LIBHJKA
CEpOKOHBEpCis Micisl BBEICHHs OJHi€l 103U BakIMHU XaBpUKC™ y 79% BakuuHOBaHUX Ha 13-i
nIeHn, 86,3% — Ha 15-i nenp, 95,2% — Ha 17-i nenpb 1 100 % — Ha 19-i meHb, TOOTO 1€ YacOBHM




iHTepBaJ OyB KOPOTIIHIA CepeIHbOIHKYOaIiiHOTO Iepioay Ajst Bipycy rematuty A (4 TrkHi), (TuB.
TaKOK PO3is «JloKmiHiuHI AaHi 3 Oe3MEeKn»).

Tpusanicme iMyHHOI 8i0NO0BIOI.

Jnst rapaHTii TpUBAJIOTO IMYHHOTO 3aXHCTy, 4yepe3 6-12 MicsiiB micisi MEpBUHHOI BaKIIMHAIIT
npenapatamu XaBpukc™ 1440 (mo3za mns mopocnux) abo Xaspukc™ 720 (mosa mas aiTeid)
MOTPiIOHO TPOBECTH OyCTEpHY BaKIMHAIIO. Y TPOBEICHHUX KIIHIYHMX BHUIPOOYBaHHAX OYJIO0
BCTAaHOBJICHO, III0 Yepe3 OJIMH MICSIb MICJIs BBEICHHS OYCTEpHOI /103U, BCl BaKIMHOBaHI Oynu
ceporo3uTuBHUMHU. OHAK, K0 OyCTEpHY BaKIMHAILIID HE OYyJI0 MPOBEACHO Yepe3 6 - 12 micsIiB
icJisl NEPBUHHOI BaKIIMHAIII1, BBEJCHH Li€] OyCTEpHOI 1031 MOXe OyTH BIICTPOUYCHO Ha TEPMiH JI0
5 pokiB. Y MOpiBHsUIBHOMY KJIIHIYHOMY BUITPOOYBaHHI OyJI0 IMOKa3aHo, 1110 OycTepHa J03a, BBEICHA
B IIEpiOJI 10 5 POKIB MiCIIsi OTPUMAaHHS MEPIIO] 1031 BAKIIMHHU, 1HIYKY€ BUPOOJICHHS aHTUTLI y TaKii
caMiii KOHIIEHTpalii, sfK 1 IMICIsi 3aCTOCYBaHHS OyCTEpHOi A03M uepe3 6-12 MicsAliB Mmicis
NPOBE/ICHHS MEPBUHHOT BaKIIMHAIIII.

OniHroBa)IM 30€pEeIKEHHSI TUTPY aHTHUTLUI IPOTH BIPYyCy renatuty A Ticiisi BBEIEeHHS 2 103 BaKIMHU
Xapukc™ mpoTarom 6-12 MicsIiB MiXK I03aMH.

Hani, orpumani npotsaroM 17 pokiB, JalOTh 3MOTY Mepen0auynuTH WMOBIPHICTH, IO SIKHAMMEHIIe
95% Ta 90% oci0 3anumaThcs ceporno3utuBHUMU (> 15 MMO/min) BignosigHo uepe3 30 ta 40
POKIB micis BakuHALI (TuBUCH Tadmuiro 1).

Tabmuns 1
[Tepenbauenuii BiicoToK 3 piBHEM aHTH-HAV > 15 MMO/mit Ta
95% noBip4i iHTepBaH ISl Mocimkerb HAV-112 ta HAV-123
Pix > 15 MMO/mn ? 5% AOBIpHil iHTepBaJ.IV -
HwxHill piBeHb | BepxHiii piBeHb
ITepenbavenns st 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 %
[Tepen6auenns nusgs 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 %

[Torouni gaHi CBIT4aTh Ha KOPUCTH BIJCYTHOCTI HEOOXIJHOCTI MPOBEAECHHS MOBTOPHOI
BaKIIMHAIII{ cepell IMyHOKOMITETEHTHHUX 0Ci0 MiCis Kypcy JBOI030BO1 BaKI[MHAIII.
Edexmusnicmo saxyunu Xaspuxc ™ 05 KOHMPOIO 34 CNAAAXAMU 30X60DI0BAHHS
EdextuBHicTh BakuHN XaBpuKc™ OILIHIOBAJIM HA TpyNax HACEJIEHHS y PI3HUX JIaJeKo BIAJIaICHUX
OJIMH BiJl OJTHOTO PETiOHIB, e OyJM BUSBJCHI crajaxu 3axBoproBaHHs (Ajsicka, Cnosakis, CILIA,
BenukoOpuranis, [3pains ta [Tanis).
VYV pesyabTaTi UMX JOCHIKEHb OYyJI0 BCTAHOBJEHO, IO BaKI[MHAIlA MpernapaToM XaBpuKc™
MIPU3BOJNTH JIO TIPUITMHEHHS CITajlaXiB 3axBOproBaHHA. Bakmwramis 80 % mormyssimii mpu3BOIUTE
JI0 TIPUTTMHEHHS CTajaxiB 3aXBOPIOBAHHS 3a Mepioa Bil 4 10 8 THXKHIB.
Bnaus macosoi saxyunayii na yacmomy 3axe0p08aHOCHi
3HIDKEHHS 3aXBOPIOBAHOCTI Ha TeMaTUT A CIIOCTEpIiranocs B TUX KpaiHax, B IKUX 2 - J030Ba
nporpamMa iMyHi3anii BakunHow XaBpukc™ Oyiia BIpOoBaKeHa Ui JITEH Ipyroro poxy
JKUTTA:
* B I3paini 1Ba peTpoCIEeKTUBHUX JOCTIIKEHHS 0a3 TaHUX MMOKa3allu, 1110 Micis
BIIPOBAKEHHS MPOTPaMH BaKI[MHAIIIT 3aXBOPIOBAHICTh Ha T€MAaTUT A cepejl 3arajlbHOro
HaceseHHs 3Hu3uIach Ha 88 % 195 % uepes 5 1 8 poki BianosiaHo. Jlani HarionanpHOT
CUCTEMH CIIOCTEPEKECHHSI TaKOX BKA3YIOTh Ha 3HMKCHHSI 3aXBOPIOBAHOCTI Ha TeMaTUT A Ha
95 % B MOPIBHSAHHI 3 TIEP10JIOM JIO BaKIIMHAIIIi.
* V [lanami peTpoCneKTUBHE JOCTIIKEHHs 0a3u JaHUX MMOKA3aJI0 3HIKEHHS 3aXBOPIOBAHOCTI




reratutoM A Ha 90 % cepes BAKIIMHOBaHOTO HACEJIEHHS, 1 Ha 87 % cepex 3arajbHOTO

HaceJIeHHs, Yepe3 3 POKH MICIs BIPOBAKCHHSI MPOTPAaMU BaKITWHAIII].

» CrocTepexeHHsI 100 3HIKCHHS 3aXBOPIOBAHOCTI HA rematut A cepel 3arajlbHOTO
HaceJeHHs1 (BaKIIMHOBAHOTO 1 HEBaKIIMHOBAHOTO) B 000X KpaiHaX JIEeMOHCTPYIOTh
HOMYJISALIHHUNA IMYHITET.

Hokniniuni 0ani 3 be3nexu: B €KCIEPUMEHTI Ha 8§ HETIOUHOMNONIOHUX ITpUMaTaxX TBApHUH TiTaBaan
€KCIO3MIIIi 3 TeTepOJIOTIYHMM IITAaMOM Bipycy remaTtuTy A 1 BakIMHyBaJId uepe3 2 AHI Micis
eKCIOo3uIlii. Y pe3ysbTaTi 1€l MOCTeKCIO3UIIHHOT BaKIIMHAIlT 3aXUCT OYB MOCSATHYTHH JUIS BCIX
TBapUH.

Kuainiuni xapakrepucTuku.

Iloxazannsa.

Baknuna XaBpukc™ mnpu3HadeHa I8 aKTHMBHOI IMYyHi3allii ociO, ki BXOASTH 10 TPYI PH3UKY

iH(]iKyBaHHS BIpyCOM TemaTuty A.

Bakiuna He 3amobirae iH(ekmii, Mo BUKIWMKaHA IHIMMMH 30yJIHUKAMU, HANPHUKIAJ, Bipycamu

renatuty B, rematuty C, rematuty E abo IHIIMMH mnaToreHamH, IO € MPUYMHOK 1HIIUX

3aXBOPIOBAHb TICUIHKH.

VY 30HaX 3 HU3bKOIO Ta MOMIPHOI E€HJEMIYHICTIO TemaTUTy A peKOMEHAYEThCS IMyHI3yBaTH 3a

JIOTIOMOTOI0 BaKLMHU XaBpUKC™ y mepiry uyepry ocid, siKi CTaHOBJISATH a00 MOXYTh CTAHOBHUTHU

TpyNH MiABUIIEHOTO pU3UKY iH(]iKyBaHHs. /|0 HUX HaleXaTh:

o  Manopisnuku. Ocobu, sKi TOJTOPOXKYIOTh y PETIOHH 3 BHCOKOIO TOMUpPEHicTIo rematuty A. Lli
perionn BkIOYarOTh Adpuky, Asziio, CepenzemHomopchkuii Oaceiin, Cepeaniit Cxin,
Llentpaneny i IliBnenny Amepuky.

e Bilicbkogocnyac6osyi 30potinux cun. BiACHKOBOCITY)KOOBIII, SIKi HANpaBISIOTHCS B PETIOHH 3
iJIBUIIICHOIO CHCMIYHICTIO 200 B PETiOHH 3 HE3aJ0BUIBHUMHU CaHITAPHUMH YMOBAMH, MAIOTh
MiIBUIICHUN pU3MK 1H(IKyBaHHS BipycoM rematuty A. [[ns Takux oci®é moka3zaHa akTHBHA
IMyHi3aIis.

o  (Ocodu, 0na AKUX ICHYE PU3UK 3axX60plosants na 2enamum A uepe3 ix npogheciuny OisnbHicmy,
abo 0ns AKUX icHye nidsuuenull pusuk nepedadi 3axeopiosans. JIo HUX HaJIekKaThb: IMEPCOHAI
JUTSYAX JOIIKITBHUX 3aKjIaliB, MEJCECTPH, JiKapi, MOJOIIIMA MEIUYHUA TICPCOHAN Y
JIKapHAX ~ Ta  IHIOMX  JIKYBaJbHO-MPO(IIAKTUYHUX  YCTaHOBAX, oco0iaMBO Y
racTPOEHTEPOJIOTIYHUX Ta MeAIaTPUYHUX BIIUIEHHAX, POOITHUKH, K1 00CIYTrOBYIOTh CUCTEMH
KaHaJli3auii Ta BOJOOYHCHI CIIOPYAM, MPALiBHUKU TPOMAICHKOTO XapuyBaHHs Ta MPOJI0BOJIbYNX
CKJIaJIIB, Ta 1HIII KaTeropii.

e (Ocodu, wo nepebdysaiomv Yy 2epyni ni08UUIEHO20 DU3UKY Hepe3 CBOI0 CMamesy NOBeOIiHKY.
['omocekcyanicTu, 0cooH, SIKi MalOTh JIeKiJIbKa CEKCyallbHUX apTHEPIB.

o Xsopi Ha cemodinito.

o Ocodu, AKi BUKOPUCMOBYIONb iH EKYILIHI HAPKOMUKU.

e Ocobu, sAxi _koHmakmylome 3 _ingikoeanumu ni0dvmu. OCKIIBKM BHIUIEHHS BIpycCy
1H}pIKOBaHUMH 0CO0aMH MOXE MAaTH MICIE MPOTATOM TPHUBAJIOTO IMEPIOAY, PEKOMEHIYETHCA
aKTUBHA IMYyHi3allis 0ci0, 1110 3HaXOAThCS y TICHOMY KOHTAKTI 3 1H(1KOBaHUMHU.

o (Ocobu, saKi nompebyoms 3axXucmy, K YacmuHy KOHMPOIO cnanaxie cenamumy A, abo uyepe3
3011bUWEHHS 3AX80PI0BAHOCIE 8 PE2IOHI.

o [legni epynu nacenenus, O AKUX 8I0OMULL BUCOKULL PiBeHb 3aX80PI08aHOCmI Ha cenamum A.
Hanpuxnan, amepukaHchKi 1HA1aHIIl, €CKIMOCH € TPYNaMH, B AKUX €IiJieMii, BUKJIUKaH1 BIpycoM
rernaTuTy A, € po3MOBCIO/DKEHUMH.

e Ocobu 3 XpOHIYHUMU 3AXBOPIOBAHHAMU NEYiHKU ab0 Ona AKUX ICHYE Ni0GUWEHUU DUBUK

PO36UMKY XPOHIYHUX 3aX680pH08aHb nedinky (HAPUKIIA, XpOHIYHI HOCIT BipycCy remaruty B abo
Bipycy rematuty C Ta 0coOH, SIKi 3JIOBKUBAIOTH AJIKOTOJIEM).
VY perioHax 13 cepeHbOIO Ta BUCOKOIO MOUIMPEHICTIO renatuty A (Hampukiaa, Adpui, Asii,
CepenzemHoMopcbkoMy OaceitHi, Cepennbomy Cxoi, Llentpanbhiii 1 [liBnennin Amepurti) st
CIIPUIHATINBUX 0CI0 peKOMEHIYETHCS aKTUBHA IMYyHi3allis. BoHa BKIItoYae iMyHi3aIio JIiTeH 1
HiJTITKIB, OCOOJIMBO Y BUILUX COLIaTbHO-€KOHOMIYHMX Ipynax 1 MiCbKMX perioHax.




Ilpomunokasanns.

XaBpukc™ He cmig BBOAMTH 0co0aM 3 BiJOMOIO TIMEPUYTIUBICTIO J0 OYIb-SKOTO KOMIIOHEHTA
BaKLUMHU a00 70 HEOMIIMHY (IPUCYTHIN Yy BUIJISAI 3aJHILKY BiJ BUPOOHHMYOro mpouecy) (AuB.
po3nin «Cknany), abo TpW HASIBHOCTI peaKIlid MiABUIIEHOT YYyTIMBOCTI MICIS IMONEPEIHHOTO
BBEJICHHS BaKI[MHU XaBpUKC™.,

B3aemooia 3 inmumu nikapcoKumu 3acodoamu ma inuwii 6UOU 83ae€Mo0iil.

Baknuna XaBpukc™ - 1ie iHaKTHBOBaHAa BaKIMHA, TOMY ii OJHOYACHE 3aCTOCYBaHHS 3 IHIIUMHU
1HaKTUBOBAaHWMH BaKIIMHAMH HE MIOBUHHO BIUTMHYTH Ha BUPAKEHICTH IMyHHOI BiOBIII.

Baknuny XaBpukc™ MoO)HaA OJIHOYACHO 3aCTOCOBYBAaTH 3 BaKLUMHAMU MPOTH TU(DY, KOBTOI
JTUXOMaHKH, X0JIepH (B 1H’ €KIisX), IpaBIlst, 800 3 MOHOBAJICHTHUMH Ta KOMOIHOBAaHUMU BaKIIMHAMU
MIPOTH KOPY, CIMIEMIYHOTO MTAPOTHUTY, KPACHYXH Ta BITPSHOI BiCIIH.

OpHouacHe 3acTOCYBAaHHSI BaKIMHM XaBpUKC™ 3 iMyHOrJOOyJNiHOM HE BIUIMBAaE HAa PiBEHb
CEpOKOHBEPCIi, POTE 1€ MOXKE MPU3BECTU J0 3HIKEHHS TUTPY aHTHUTLIIL.

[Tpu HEoOXiTHOCTI CyMICHOTO BBEJCHHSI XaBpUKC™ 3 IHIIMMH BaKIIMHAMHU a00 IMyHOTJI00YJIiHAMH,
111 TpenapaTy CJIiJl BBOJUTH PI3HUMHM IITIPUIIAMU 1 TOJIKAMH B Pi3HI 1H’ €KIIHHI TUISTHKH.

Ocoonueocmi 3acmocy6ants.

Sk 1 y pasi 3acTOCyBaHHS IHIIMX BaKIHMH, NMPH TOCTPUX Ta TSDKKUX 3aXBOPIOBAHHIX, IO
CYIIPOBOJDKYIOTBCSl TI/IBUIICHHSM TEMIIEPAaTypH, BBEICHHS BaKIMHU XaBpUKC™ mOTpiOHO
Binkmactu. Ilpore, nerka ¢dopma iH(PEKIIHHOTO 3aXBOPIOBAHHS HE € IPOTUIIOKA3aHHSAM IS
NPOBE/ICHHS BaKI[MHALIII.

VY 3B’3Ky 3 TpUBAIUM 1HKYOAlIfHUM MepioJJoM TIenaTuTy A MOKJIHMBOIO € HAasBHICTh MPUXOBAHOT
iH(dekmil mia Jac iMyHi3amii. Y TakuX BHUIMAIKaX HEBIJOMO, YU 3MOXKE 3aCTOCYBaHHS BaKIMHH
3aro0irTé pO3BUTKOBI renmaTuty A.

VY marni€eHTiB, O 3HAXOAATHCSA HAa TeMOJiati3i, a TaKOXK 3 MOPYLICHHSMH 3 OOKY IMyHHOI CHCTEMH,
a/IeKBaTHUH TUTP aHTUTLI JIO0 BIpyCy rematuty A Moxe OyTH He JOCATHYTHUH MICIs NPOBEIEHHS
KypcCy NMepBHHHOI iIMyHi3allii, 110 BUMarae BBEJACHHS JOAATKOBUX /103 BaKIIWHHU.

Sk 1 mpu 3acTOCYBaHHI 1HIIMUX 1H €KUIMHUX BAKIUH, 3aBX/IM MOBHHHI OyTH y HAsBHOCTI JIIKapChKi
3aco0u, sIKi BUKOPHCTOBYIOTh IPH aHA(QUIAKTUYHUX PEAKIlisX, M0 IHKOJIW MOXYTh BHHUKATH Y
BiJIMIOBiIb Ha BBEJCHHSI BaKIIMHU, Ta 3 1€ IPUUYMNHU NAI[I€HTH TTOBUHHI 3HAXOJUTHUCH 1] HATTISA0OM
MEAMYHOTO MepcoHay MpoTaroM 30 XBUIJIMH MICIS BaKIMHAII.

CuHkone (HENPUTOMHICTb) MOXKE€ BHMHUKHYTH IIiJ] 4ac abo paHime Oyab-sIKkoi 1H €KIiIHHOT
BaKI[MHAIlli, K TICHXOTE€HHA peaKIlisl Ha 1H €KI[I0 TOJKOI. BakmuHarito HeoOXiTHO MPOBOIUTH
TUIBKH B TOJIOKEHHI BaKIIMHOBAHOTO CUASYM a0o0 JIeKauu, 3ajUIIa0Y HOro B TOMY K HOJO0XKEHHI
(cupsgun abo sekadyu) mpoTAroM 15 XBUIIMH micis BaKUMHALIL AJI MONEPEIKEHHS PU3UKY HOro
TpaBMYyBaHHS.

Bakuuna XaBpukc™ moske Oytu npusHadena BlJI-indikoBanuM ocobam.

HasBHICTb aHTUTILN y OCOOM MPOTH renatuty A (Ceporno3uTHBHA 0c00a) HE € MPOTUIIOKA3AHHSM.
Bakuuna XaBpukc™ wmictuth MeHiie 1 Mmmons (23 Mr)/po3y HaTpito, TOOTO MPAKTUYHO BUIbHA BiJl
HaTpIIo.

Baxnuna Xaspukc™ wmictuth MeHme 1 mmons (39 mr)/no3y kamito, ToOTO MPakKTUYHO BiJIbHA Bij
Kaifo.

3acmocysanus y nepiod sacimuocmi abo 200y8amHus 2pyooro.

JlocTaTHIX JaHMX IIOAO 3aCTOCYBaHHsS BaKLMHU y MEpioj BariTHOCTI y JIOAEH Ta aJleKBaTHUX
JOCTIPKEeHb 1100 BIUIMBY Ha PENpOAYKTHBHY (PYHKIIO y TBapuH Hemae. OJHaK, sIK 1 JUIs BCIX
IHIIMX 1HAKTMBOBAHUX BAKIMH, PU3UK HETaTHBHOIO BIUIMBY Ha IUIJI MOXE pPO3MNIAIaTHCA SIK
HE3HAYHHM.

XaBpukc™ Mo’KeB 3aCTOCOBYBATH Yy MEpioJ] BariTHOCTI JIMIIE y pa3i HarajlbHOI MOTpeOu.

JlocTatHi JaHi 1100 3aCTOCYBAaHHS BAaKIMHM Yy TepioJ TOAyBaHHS TpyLIl0 y Jojeil Ta
pPENpOAYKTHUBHI JIOCHIPKEHHSI Ha TBapuWHAX BIACYTHI. Xoua pPH3UK MOXE pO3IJISIaTHCS SK
He3HauHui, XaBpukc™ MO)KHa 3aCTOCOBYBATH IiJ] Yac JIAKTAlll TUIbKHM JIMIIE y pa3l HaraibHOI
notpedu.



30amuicmv eénaueamu Ha WBUOKICMb pearyii npu Kepy8aHHi a8MoOmpaHcnopmom abo iHwuUMu
MexXauizsmamu.

JlocmikeHHs TIOJI0 BIUIMBY BaKIMHU XaBpUKC™ Ha 37aTHICTh KepyBaTH aBTOMOOLIEM 1
NpaIoBaTH 3 MEXaHI3MaMu He mpoBoawinch. [IpoTe, meski mobiuHi peakiiii MOXXYT THMYacoBO
BIUTMBATH HA IBUJIKICTh PEAKIlii MPU KepyBaHHI aBTOTPAHCIIOPTOM a00 1HIITMMHU MEXaHI3MaMH (JIUB.
poznin «ITo6iuni peakiiin)

Cnoci6 3acmocyeannus ma 0o3u.

Cnocib 3acmocysanns

XaBpukc™ mpu3HAYCHUHN TSI BHYMPIUWHbOM ‘306020 88e0eHHs. JIOPOCIUM Ta JITSAM CTapIIoro BiKy

BaKI[MHY BBOJATH Y AUISTHKY JCIBTONMOAIOHOrO M’si3a, a JITSAM MOJIOJIIOTO BIKY — Yy MEpPeIHbO-

OOKOBY JUISHKY CTETHA.

BaknuHy He cmig  BBOAMTH Y CIIHMYHMA — M’s13.  BakumHy He  Clliil  BBOJAWTH

HiAIKIPHO/BHYTPIIIHBOIIKIPHO, OCKUJIBKM BBEJCHHA I[MMH [UIAXaMH MOXXE TPHU3BECTH [0

3HM)KCHHS IMyHHOT BIATOBIII.

Xaspukc™ ni 32 akuX 06cTaBUH He MOKHA BBOAMTH BHYTPillIHLOCY/AHHHO.

XBOpUM 3 TPOMOOITUTOINCHIED a00 TMOPYIICHHSAMH 3TOPTaHHS KpPOBI BakIMHY CIIiJI BBOJUTH 3

O00EpeXHICTIO, [0 TMOB‘S3aHO 3 MiJABHIICHHM pPHU3UKOM BUHHKHEHHS KPOBOTEYl IiCIIs

BHYTPIIIHHOM S30BOTO BBEJICHHS Tpernapary.

[o3yeanns

Ilepsunna eaxyunayis

o Jlopocni sikom 6i0 19 pokis. JIns MEepBUHHOI iIMyHi3allii TOPOCIUX 3aCTOCOBYIOTh OJIHOPA30BY
no3y BakiuHu XaBpukc™ 1440 (mo3a mst nopociux) (1,0 M cycrensii).

o Jlimu 6io 1 poxy ma niorimxku 0o 18 poxis exnrouno. JIns TMEepBUHHOI iMyHi3amii JiTedl Ta
HI/UTITKIB 3aCTOCOBYIOTH OJIHOPA30BY 1103y BakiHU XaBpukc™ 720 (mo3a s mireit) (0,5 mu
cycreHsii).

Bycmepna sakyunauyin

[Ticns mepBuHHOT BaknuHarii npenapatamu XaBpukc™ 1440 (mo3a mis gopociux) abo Xaspukc™

720 (mo3a mns giTed) sl TapaHTil TPUBAJIOrO IMYHHOTO 3aXUCTy PEKOMEHIYEThCS BBOJIUTH

OycTepHy 103y BakiuHH. [[10 OycTrepHy 103y HEOOXiTHO BBECTH B OYy/Ib-SKHI Yac MiX 6 MICAISIMU

1 5 pokaMu miciisi BBeIEHHS MepIoi J03H, aje Kpaiie MK 6 1 12 MicsisamMu micisi BBEACHHS epIioi

JI03U BaKIIMHU (AUB. po31i «IMyHOJIOTT4HI Ta 01070T14H1 BIACTUBOCTI»).

Il]ennennsa oimeit na mepumopii Ykpainu 30iliCHIOEmMbCA 32I0H0 3 6UMO2amu Jil0UUX HAKA318
MO3 Ykpainu w000 npogedennn npoQinaKkmudHux uienjiens.

IHCTpPYKILis 3 BUKOPUCTAHHS BaKIIUHU

Baxnuny nepes BUKOPUCTaHHSAM CII1J] Bi3yaJlbHO NIEPEBIPUTH HA BIACYTHICTb OY/b-SIKMUX CTOPOHHIX
4acTOK Ta/abo 3MiHy ¢i3muHux BiactuBocTed. [lepen 3acTocyBaHHSAM (JIAaKOH YU IIIPUI 3
BaKLMHOIO XaBpUKC™ CIIiJi peTeibHO CTPYCUTH JI0 OTPUMAHHS 3Jerka MyTHOi Oij0i cycreHs3ii.
SIKI10 BakIIMHA HE BiJMOBIJIA€ 3a3HAUECHUM XapaKTepUCTHKAM, 11 CJTiJ] 3HULIUTH.

Himu. Xaspukc™ 720 (mo3a 1u1s JiTeii) 3aCTOCOBYETHCS IITSM BIKOM Bix 1 poKy.

Ilepeoo3ysanns.

VY nepioJ MOCTMAapKETUHIOBOTO CIIOCTEPEKEHHS OYJIM MOB1IOMIICHHS ITPO BUMAIKU Mepe103yBaHH.
[ToOiyHi fii, 1O cHocTepiraluch NpU MepeAo3yBaHHI, Oylu MOAIOHMMH [0 TaKuX, IO
CIIOCTEPITrajauch MpHY 3BUYANHIN BaKIIMHAIII.

Il06iuni peaxuii.

[Tpodine Gesneku mpenapary, HaBeIEHUN HUXKYE, 0a3yeThCs HA AAHUX KIIHIYHUX JOCIHIHKEHb 3a
yuacTio 5300 mamieHTIB Ta JaHUX MOCTMAPKETHHIOBOTO criocTepekeHHs. HeoOXiqHO 3a3HaunTH,
10 YacTOTy MOOIYHMX peakiid, fKi CHOCTepiraiucs y MOCTMapKETHMHTOBHI Mepiod HEMOMKIMBO



Oyl0 BU3HAUUTH 1 TOMY BiJ3HAYEHO SK «HEBiIOMO». HalmomupeHimmMMH peakiisiMi, 10
criocTepirajacsi Ticisi BBEACHHS BaKIMHU, OyB OUIb Ta TMOYEPBOHIHHS Yy MICIIl 1H €Ki, SKi
BUHUKAU Ticist BBeaeHH 50 % ycixX 103 BaKIIMHU XaBpI/IKCTM 1440 Tta micns BBenenns 18,2% ycix
1103 BakIHA XaBpukc ™ 720. HacTymHO HaHTONIMPEHIIIO0 Peakilico 0yna IpUITyXIicTh Y MicIti

10’ ek,

[To61uHi peakIlii po3MoIiJIeH] 32 YaCTOTOI HA TaKi TPYyIH:

Hyxe gacto (> 1/10)

Yacto (> 1/100 - < 1/10)
Heuacto (> 1/1000 - < 1/200)
Pinko (> 1/10 000 - < I/1 000)
Hyxe pinko (< 1/1000)

HCBiI[OMO (321 HassBHUMH JaHUMH 4aCTOTY BU3HAYUTHU HeMO}KJ'II/IBO).

Y Mexax KOXHOI TpylnH 4YacTOT, NOOIYHI peakiii MpeacTaBICHO B MOPSAKY 3MEHIICHHS

Cepo3HOCTI.
Tabmns 2
Knac cucremun Yacrora [ToGiuni peakiii
OprasiB
[adekuii Ta iHBa3il Heuwacro [Hdexmnii BepXHiX TUXaTbHUX MUIAXiB*
Punit*
[Topymenns 3 6oky | HeBimomo Amnadinakcis
IMyHHOI CUCTEMH AnepriuHi peakilii, BKJIIOYar04H aHa(iJIaKTOiIHI peakiii Ta
peaxiiii, I iMITYIOTh CHPOBAaTKOBY XBOPOOY
[Topymienns 3 6oky | Yacto Brpara anerury
MeTabomi3My Ta
pO3J1a/Id TPABJIECHHS
[Nenxivni Hyxe gacto | [pariBauBicTe**
HOPYLIEHHS
[Topymenns 3 6oky | yxe gacto | ['omoBHU# 611 (4aCTO - IPH 3aCTOCYBaHH1 BaKIIMHU
HEPBOBOI CUCTEMH Xaspukc™ 720)
Yacro Connusictp™*
Heuacto 3anamMopoYeHHs ™
Pinxo l'inecresis
[TapecTtesis
Hesinomo Cynomu
Cungpowm I'iliena-bappe
[Tonepeunwuii MiemiT
Hespauriuna amiotpodist
CynunHi Hesinomo Backynitu
OPYUICHHS
[Topymiennss 3 6oky | Yacto 1y HKOBO-KHUIIIKOBI CUMITTOMH * (PiKO - IpH
[UTYHKOBO- 3acTocyBaHHi BakiuHE XaBpukc' ™ 720%)
KHIIKOBOTO TPAKTY Hynora
Jliapes (HedacTo - IpH 3aCTOCYBaHHI BAKIIMHH XaBpHKC'
720)
Heuacto biroBaHHs
[Topymienns 3 6oky | HeBimomo TumdacoBe 301IbIIIEHHS TOKa3HUKIB (PYyHKIIIT MEYIHKA
renarooinapHoi
CHUCTEMH
[Topymiennss 3 6oky | Hewacro Bucun**
HIKipH Ta
H1IIKIPHOT TKAHUHU




Pinxo CaepOix

Hesinomo AHT10HEBPOTHYHUIA HAOPSK
[TonimopdHa epurema
Kponus’saaka

[Topymiennss 3 6oky | Hewacto Mianris™
CKEJIETHO-M’SI30BOT OOMeKEeHHS CKEJIETHO-M’S130BOT PYXJIMBOCTI™
CUCTEMH Ta

CHOJ'Iy‘lHO.l. TKaHHUHHU

Hesinomo ApTpanris

3aranpHi Hyxe gacto | bk Ta moyepBOHIHHS Y MicCIIi 1H’ €KITiT
HOPYILIEHHS Ta BromitroBaHicTh™ (piKo - IpH 3aCTOCYBaHHI BaKIIMHU
MOPYIICHHST Y MicCIIi Xaspukc™ 720%)
BBEJICHHS
Yacrto [TixBureHHs Temnepatypu tina (>37.5 °C)

Peakuii B micui iH’ €Kil Taki K NPUIYXJITICTh a00 1HAYypallis
(medacTo - Ipu 3acToCcyBaHHi BakiuHKM XaBpukc' ™ 720%)

He3nyxanus
Heuacto I'punonoibHI cuMnroMu™
Pinxo O3H00

* 1106i4H] peaKili, o CIOCTePiramich McIs 3aCToCYBaH s Bakiuan XaBpukc ™ 1440 (1 mu, mo3a s
JOPOCITHX)

** [10614Hi PeaKili, o CIoCTepiraIich Micls 3aCToCYBaHHs Bakiuan XaBprukc ™ 720 (0,5 M, 103a 115
JiTei)

# MOOIYHI peaxilii, O CIOCTEePIrauch y MOCTMAPKETUHTOBHIA TIEPIO/] OTHAK HE CIIOCTEPITaucs I
Yyac paHI0Mi30BaHOT'0 KOHTPOJIHOBAHOTO KJITHIYHOTO JTOCHIKeHHs . KaTeropito 4acToTu «piako»
OyJ10 BU3HAYEHO 31 CTATUCTUYHOTO PO3PaXyHKY, IO MTPOBOIAMBCS 3 ypaXyBaHHSIM 3arajibHOT
KUTBKOCTI JiTel, BaKIIMHOBAaHUX TIiJ Yac paHAOMi30BaHOTO KOHTPOJIbOBAHOTO KIIIHIYHOTO
nocnimkenns (N=4574).

Tepmin npuoamnocmi.
36 micsauiB. JlaTa 3aKiHUE€HHS TEPMiHY NPUIATHOCT] BaKIIMHYU 3a3HA4Y€HA HA €THKETIIl Ta YHaKOBIII.

YmoBu 30epiranns.

YmoBu 30epiranus.

Bakuuny ciizg 30epiraTi B OpuriHaibHIA YIaKoBLI JUIS 3aXUCTY BiJ] CBITJIa, IIPU TeMIIepaTypi Big 2
1o 8 °C. He 3amopoxyBartu. Skiio BakiiuHa OyJia 3aMOpOKeHa, 11 CJIiJl 3HULIUTH.

Jani 3 cTabUIBHOCTI BKa3ylOTh Ha Te, [0 BakIMHa XaBpukc™ 30epirae cTabUIbHICTh IPOTAroM 3
nHiB mpu temmeparypi 25 °C. Llg indopmariis npu3zHadeHa JUisl JIIKapiB TIIbKA Yy BUIAAKY
TUMYACOBOTO BIIXWJIEHHS Y TEMIIEPATYPHOMY PEXKHUMI.

Hecymicnicmo
XaBpukc™ He ciif] 3MIITYBaTH 3 IHIIMMH BaKIIUHAMH a00 IMyHOTJI00yJIiHAMU B OJJTHOMY IIITPHUILL.

YnakoBka.

Cycnensisa ms in’ ek o 0,5 mut (1 mo3a nns giteit) ado 1 mut (1 qo3a mis nopocnux) y GrakoHax
Nel abo nonepeanbo HanoBHEHUX mmpuiax Nel y koMruiekTi 3 ronkoro. daakoHu Ta MImpuIi
BUTOTOBJICHO 3 HEUTPAJIBHOTO CKJIa TUITY I, 1110 BiimoBijae BUMoram €Bpornenchkoi papmakxorei.

Kareropis Binmycky. 3a perentom.



BupooOnuk.
I'makcoCmitKmstitn bionomxkikans C.A., bensris / GlaxoSmithKline Biologicals S.A., Belgium.

Micue3Haxo:KeHHsI BAPOOHUKA Ta HOro ajpeca Micusi NPOBaIKeHHS AislIbHOCTI
Pro ne m’Iucritio, 89 1330 M. Pikcencapt, benbris / Rue de I’Institut, 89 1330 Rixensart, Belgium.

JlaTa 0CTAHHBOI'O MepPerJisiay.



