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THCTPYKIIISI
JJISE MEAUYHOI'0 3aCTOCYBAHHSA .uixcapcmcoro 33006){

TBIHPUKC
Baxnuna xs npodinaxkTuxu renatutiB A (iHakTuBoBaHa) i B (agcopOoBana)

Cknao:

Oiroui pewosunu. 1 mo3a (1 MiT) MiCTHTB:

Bipyc remaruty A (inakTuBoBaHuir)'2 720 omunune ELISA
TIOBEpXHEBMiT aHTUTeH Bipycy rematury B> 20 Mxr

! Bupo6neno na qumIoimuuX KIiTHHAX JroxuHd MRC-5

2 ajicop6oBaHuit HA ANFOMIHIIO TiIPOKCHI, TiIpaToBaHOMY 0,05 mr A

3 Bupo6yeHO y KIITHHAX ApPiKIKOBOI KyIbTypu Saccharomyces cerevisiae 3a TEXHOJOTIEO
pexom6inanTHOi JIHK

4 ancopboBanmit Ha amoMiHilo pocdari 0,4 mr AI**,

OONOMIJCHI peyosuny. ATIOMIHIIO TiIPOKCHJ, aFOMiHiIO (ocdar, HATpilo XJIOPUA Ta BOAA s
iH’ €Ki,

AMIHOKHMCTIOTH JUIs iH €Ki, GopMaibaeriy, HeoMiuHy cyibdar, nomicopbar-20 mpucyTHi y
CJIIZIOBUX KUJIBKOCTSIX BHACIIIIOK BUPOOHUYOTO IIPOIIECY.

Jlikapcbka ¢gopma. CycrieH3is [Uist iH’ eKIIii.

OcHogHi ¢hizuko-ximiyni enacmueocmi. CyMilll OUHINEHOTO IHAKTHBOBAHOTO BipycCy remaTury A
(HAV) Ta oummeHOro mOBEepXHEBOro aHTHreHy Bipycy rematuty B (HBsAg), mo oxpemo
abcopOyIOTECS Ha TIAPOKCHII AMOMIHIO Ta afoMiHif0 ocdari. Bipyc rematuty A omepixyroTh
y mUmioiHii KyaeTypi xiritan moaaaa MRCs. HBsAg oepXyrTh METOIOM TeHHOI iHXeHepil
y KYJBTYPi APDKIHKOBUX KITITHH.

®dapmakoTepaneBTH4Ha rpyna. Bipycui Bakiunu. KombGiHOBaHa BakiHA U MTPOQiTaKTHKH
renarutiB. Kog ATX JO7B C20.

Imynonoziuni ma 6ionoziuni enacmueocmi.

DapmaxoouHamika

Baxnuna 7BIHPUKC iHgykye iMyHiTeT HpoTH BipyciB remaTuTiB A Ta B mmmixom
CTUMYJIIOBAaHHS CHHTe3y crierudiyaux antutin antu-HAV Ta antu-HBs.

e Jlimu gixom 6i0 1 poky 0o 15 poxie

V KIHIYHEX JOCTIDKEHHSX, B SAKHX Opamu ydacTh ocobu BikoM Bim 1 1m0 15 pokis,
cepokoHBepcis st aHTU-HAV depe3 1 wicsnp micisi BBeAEHHS IEpIIOl JO3UM BaKLUHU
cranoBmwia 99,1 %, yepes 6 MicsIiB mmicis BBeACHHS APYroi Jo3u (Ha ChOMUH MiC}IIIB) — 100 %.
CepoxonBepcis mins anTu-HBs gepe3 1 Micsis miciiss BBEACHHS HepIIoi 03U ,I[OplBHIQBaJIa 74,2
%, uepe3 6 MiCsLIB IICJIsS BBEJEHHS Ipyroi mo3u (Ha ChOMHH Mlcxubg% #1002 ;Q iBEHb

ceponporekuii At antu-HBs (tutpu > 10 MMO/MiT) y 3a3HaueHi CTpokd Ta
98,2 % BiamoBigHO. * \

v HOplBHSIJIBHOMy KJIHIYHOMY JOCIIiDKEHHI, 32 Y4acTIO IMiTITKIB BiKO g K OTHO,
142 nanienTam 3acrocoByBanu BakuuHy 7BIHPUKC 3a 2-1030BOIO CX 5 §’147
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HalieHTaM 3aCTOCOBYBAJld CTaHIApPTHY 3-7I030By cxemy Bakumuamii (0, 1, 6 wMicsniB) i3
3aCTOCYBaHHSIM KOMOIHOBaHOI BaKIUHM JUIs MpodilakTuKy renatutiB A Ta B, mo mictuna 360
omuuunp IPA inakTuBoBaHOTO (opManiHoM Bipycy rematuty A Ta 10 MKr pekoMOiHaHTHOTO
HBsAg B no3i 0,5 mur. V 289 mamientiB, SKuX OILHIOBAIM Ha IPEAMET iMyHOTE€HHOCTI,
IIOKa3HUKH CEPONIPOTEKIii IPOTH renaTuty B Oyii 3HAUHO BUIMMH Ha 2-My Ta 6-My Micslli IpH
3aCTOCYBaHHI BaKIMHHU JUIS MPodinakThky rematutiB A ta B 3a 3-1030BOI0 cXeMOI0, HIXK IIpH
3acrocyBaHHi Bakuuau TBIHPHUKC 3a 2-m030BOI0 CXeMOIO BaknuHallii. PazoM 3 TuMm, Ha 7-My
Micsmi mmicns 3acrocyBaHHs BakimHu TBIHPHKC 3a 2-1030BOI0 CXeMOIO BakIuHalii (To6TO
nicis 3aKiHYeHHs Kypcey BaKIMHALi{) iMyHHA BiMOBIAb HE Bi/Ipi3HSIACK.

IMyHHa BiiIOBI/Ib IicJIs IEPBUHHOI BakIMHAIIT 32 cxemoro 0-12 MicsmiB

V wiiHiyHOMY mociipkeHHi 3a ydactio 120 mimmiTkiB 12-15 pokiB mpu BBeieHHI Ha 12-My
Micsmi Jpyroi JO3W BakIMHH PiBEHb CEPOIO3UTHBHOCTI Ha 13-My wmicsami mus anTH-HAV
nopisHioBaB 99,0 %, s antu-HBs — 99,0 %, piBens cepomporexiiii craHoBuB 97,0 %.
TpuBamicTs iMyHHOT BiIOBiT

TpuBasicTs iMyHHOT BiZIIOBI/Ii ONIHIOBATACH Y AiTeH BiKOM J10 15 poKiB micist mepBUHHOL
BakiuHalii Bakiuaow 7BIHPUKC. JlaHi HaBeJIeHO y TabJIHIlI HIDKYE.

Pix micas Bik Ha MoMeHT Cxema BaKIHHALIT AnTHTI)IA AHTHTIIA
BBeJCHHSA NEepBHHHOL (micsimi) anTu-HAV antH -HBs
nepiuoi 1031 BaKIHHALIT Cepoxongepcisi | Cepono3HTHBHICTH
(%) (%)
6 12-15 poxkiB 0,6 100 84,8
0,12 100 92,9
10 1-11 poxkiB 0,6 100 113
15 12-15 pokiB 0,6 100 81,1

Yepesz 15 pokiB micis mepBuHHOI iMyHizarii BaknuHoO 7BIHPHUKC 3a 2-1030BOIO CXEMOIO
BaknuHaIil marieHTiB BikoM Bixm 12 no 15 pokiB Ha MOMEHT mHepBHHHOI BakiuHamii Oyio
M0Ka3aHo, IO iMyHHA BiJIOBiZb Ha OOW/Ba aHTHUIreHH Oyja TaKOK X, K i micis 3-1030BOI
cXeMH iMyHi3arii KOMOIHOBaHOIO BakI[WHOIO, 10 MicTmiaa 360 omuHunb IPA iHaKTHBOBaHOTO
HAV Ta 10 Mkr nmoBepxueBoro antureny HBsAg B 03i 0,5 M.

V rpymi DamieHTiB, SKAM 3acTocoByBanu BakuumHy 1BIHPHUKC 3a 2-1030BOIO CXEMOIO
BaKIMHALIl, KOHTPOJILHY J103y BaKIMHH JUIS MPpoQiakTUKu rematuty B BBommim oOMexeHii
KiTBKOCTI marieHTiB (n = 8), y SKUX KOHIEHTpamis anTuTil antu-HBs 3HmkyBanmacs mo <10
MMO/mi1, 1 BCi BOHH Majlii aHAMHECTHYHY Bi/IITOBi/Ib.

e Jlopocni ma nionimku eixom 6io 16 poxkie

V oci6 BikoM Bij 16 pokiB mpu BBeeHHI 3-X 103 BakuuHu / BIHPHKC iMmyHHUN 3aXHUCT NPOTH
renatuty A ta B ¢dopmyBaBcs mporsrom 2 - 4 TIKHIB. Y KIHIYHHX JOCIIKEHHAX OyJio
IO0Ka3aHo, 10 yepe3 1 MicsIpb Iicias BBEIESHHS MepINoi 03U BakiWHU aHTH-HAV BUSBISIIUCE,
npubIM3HO, Y 94 %, a yepe3 1 Micsup micist TpeThoi 1o3u (To6TO Ha choMuit Micsip) —y 100 %
BaknuHOBaHUX. AHTH-HBS micist BBeieHHs 1epiioi 103u BakIUHU 3’ sBisutuck y 70 %, a micns
BBEJICHHS TPeThoi 1031 —y 99 % ocib.

VY nmopocnux mpu iMyHizamii 3a cxemoro 0, 7, 21 meHs IWIFOC YeTBepTa J03a Ha 12 micsmi piBeHb
ceporpoTekii moao antu-HBV craHoBUTH yepe3 1 Ta 5 THXKHIB ITiCis BBEAECHHS TPETHOI 103U
82 % Tta 85 % BimmosimHo. Uepe3 1 Micsip micis 4eTBEpTOi JO3M y BCIX BAaKIMHOBAHHX
PO3BHUBAETHCS 3aXUCHHUI PiBEHB ceponpOTeKuii' BimHocHO anTH-HBV. Uepes 1 ta 5 TIokHIB micis
BBEJICHHS TPETHOI 03U cepOKOHBepcm it antu-HAV ,I[OplBHIOBaJIa :IQQ; % T1a 995 %
BiAmoBiHO Ta mocsrana 100 % yepes 1 micsup micis yeTBepTol 1031 Yl S
VY KiIiHi9HOMY JOCTi/DKEHHi, IMPOBEIEHOMY 3a Y4YacTIO JOPOCIHY)/
CEpONO3UTUBHOCTI 1y aHTUTIN aHTU-HAV Ta piBHI ceponpoTexy
BaknuHaIii BakmuHow 7TBIHPUKC 3a cxemoro 0, 1, 6 micaunp




PiBHi cepomporekiii momo rematuty B uepe3 7 ta 48 micsiiB micyis BBEIEHHS IEPIIOi 03U
BaxkuuHu TBIHPHUKC cranoBumm 92 % Ta 57 % BiamosiaHo, nopiusHo 3 80 % Ta 40 % micis
BBEJICHHS. MOHOBAJIEHTHOI BaKI[MHH NpoTH rematuty B, BupoOHunra I'maxcoCmitKisiH, mo
mictuts 20 MKr antureny, ta 71 % i 31% BiAnmoBiAHO micis BBEASHHS iHINOI JIIEH30BaHOI
MOHOBAJIEHTHOI BaKIMHM IPOTH rematury B, mo micturs 10 Mkr anTuresy. B ycix rpymax
KOHIIEHTpaIlii aHTHTiN anTu-HBs 3MeHmyBanich 3i 301IbIIEHHSIM BiKy Ta MacH Tijla NaIli€HTiB.
V 40JI0BiKiB KOHIIEHTpALlii aHTHTLIT OyJIH HIDKIUMH, IIOPIBHIHO 3 )KiHKaMH.

PiBHi cepomosuruBHOCTI Jutst anTUTLI aHTH-HAV depe3 7 Ta 48 MicsiB micis BBEIEHHS MEPIIOL
no3u Bakiuaa TBIHPUKC cranosum 97 % (st 060x rpym depes 7 Ta 48 MicsIiiB) IOPiBHSHO 3
99 % Ta 94 % micia BBEJEHHS MOHOBAJEHTHOI BAKI[MHH HPOTH TemaTUTy A, BUPOOHMIITBA
InakcoCmitKisiin, Ta 99 % 1 96 % micis BBeIEHHs iHINOI JII[EH30BaHOI MOHOBAJIEHTHOI
BaKI[MHHU IPOTH reNaTuTy A.

3 MeTor0 OI[HKH iMyHHOI mam’sTi 4yepe3 48 MicAIiB Iicis BBENEHHS IEPINOi NO3H BaKIIMHU
TBIHPHUKC B Mexax Kypcy IEpBUHHOI BaKI[MHAIIii MAIliEHTH OTPUMYBAIIH JIOAATKOBY JI03y Tie€i
 BaknuHy. Yepes 1 Micsanp micis BBeAeHHS i€l 1031 y 95 % marieHTiB KOHIEHTPANil aHTUTLI
antu-HBV cranoBmimm >10 MMO/mi Ta BUIIE.

V IBOX HOBrOTPHBAIMX JOCIHIKEHHIX 33 Y4acTIO JIOPOCIIMX MAlieHTiB BikoM Bix 17 1o 43 pokis
Ta 3a YYacCTIO IallieHTiB BikoM Bij 18 10 25 pokiB BiamosinHo depe3 20 poKiB micis NEPBUHHOL
iMynizanii Bakiunowo TBIHPHUKC 6yio BCTAHOBIEHO, 10 OKa3HAKA CEPOIIO3UTHBHOCTI aHTH-
HAV pnocarmu 100 % ta 96 % BinmosiaHo, a mokasHUKU ceponpoTekuil anTH-HBs cxnamama 94
% ta 92 % BiAOBIIHO.

OnHOoYacHe 3aCTOCYBaHHS BaKITHH

Ilpu BBemenni  mepmoi go3u Bakiuuud 7TBIHPHUKC opHO4YacHO 3 OyCTEpHOKO 03010
KOMOIHOBaHO! BakIMHH JUIs NpodinakTukd AudTepii, NpaBLd, KaUUTOKY (aleoJsapHUMA
KOMITOHEHT), moJioMieniTy (iHaKTMBOBaHA) Ta 3aXBOPIOBaHb, 30yJHHKOM SIKUX € Haemophilus
influenzae tamy b (DTPa-IPV/Hib) a6o 3 mepmoio m03010 KOMOiHOBaHOI BAaKIMHU JUIS
npoiTakTHKH KOpy, KPacHyXW Ta EIifeMiYHOr0 IapOTHUTy Ha APYTOMY POI JKHMTTS iMyHHA
BiJIIIOBi/Tb JTO BCiX aHTUTEHIB OyJia 3aI0BIJIBHOIO.

Dapmarokinemuxa.

Oninka (papMaKOKiHETHYHHX BJIACTUBOCTEH HE € 000B’I3KOBOIO JIJIs BAKLIUH.

KuiniuHi xapakTepucTHKH

Ilokazanna.

Baxmuua TBIHPHUKC mnoxazaHa Ui BakIUHAI[l HeIIEIUIeHUX JiTeit (BikoMm Bix 1 poky Ta
cTapiie), i UITKiB Ta JOPOCIHMX 3 METOIO MPO(ITAKTHKY 3aXBOPIOBAHHS Ha renaTuTy A ta B.

Ilpomunoka3anua.

TBIHPHUKC ne MoXHA BBOAMTH 0co0aM 3 BiZIOMOIO ITiJBUINEHOIO YyTIMBICTIO JO Oyab-sIKOIro
KOMITOHEHTa a00 HEOMII[MHYy, a TakoX oco0am, y SIKHMX Iicis NEepIIoro BBEIECHHS BaKIIMHHU
TBIHPHUKC a60 MOHOBAQJEHTHHX BakKIUH JUIsi IpodimakTuku rematuTiB A Ta B 3’aBuinmchk
03HAKH rinepuyTinuBocTi. Sk i mpu 3acTocyBaHHi iHIIKX BakuH BBeAeHHs Bakuuuu TBIHPUKC
IIOBUHHO OYyTH BiAKJIAZIEHO y OCi0 3 TOCTPUMH 3aXBOPIOBAHHSMH, IO CYIPOBOIDKYIOTHCS
JITXOMaHKOIO.

B3aemooin 3 inmumu nikapcokumu 3acobamu i iHuwii 6uou 63a€mooiil.

Edexr onnouacHoro BBejenHs Bakiuan 7BIHPHKC Ta cnenudidaux iMyHOrI00YyIiHIB IPOTH
BipyciB rematutis A a6o B mesimommit. IIpoTe npu cyMiCHOMYy BBEJIE€HHI MOHOBAJIECHTHHX
BaKIUH JUIs IpodinakTuku rematutiB A Ta B 3i cnenudiynumu iMyHoOrnoOy iHaMu BIUIMBY Ha
CEPOKOHBEPCII0 HE BiJ3HAYAIOCS, XO4Ya e ¥ MOXKe MPHU3BECTH O INOSBH AHTUTIL.Y JEIIO0
3HIDKEHUX THTpAX. o
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npoQiIaKTUKA KOPY, KPaCHYXH Ta €IiJeMiYHOTO MapOTHUTy iMyHHA BiJIlTOBiZb Ha BCi aHTHUI€HH
OyJia 3a1OBIIBHOIO (IMB. po3in « DapMakoauHaMiKay ).

Xoua ojmHOYacHe BBeAeHHs BakuuHU 7BIHPHUKC 3 iHIIMMH BakIUHAMU CIIEI[IAJBHO HE
BHBYAJIOCS, MPHUIYCKAETHCSA, IO NPH BHUKOPHCTAHHI PI3HMX INNPUIB Ta BBEICHHI y pi3Hi
YaCTHUHHM Tijla B3aEMOIii He Oy e.

BpaxoByrouw, 10 0JiHOYACHE 3acTOCyBaHHs Bakiuuu 7BIHPHKC 3 iHmmMu BaKIIHHAME, OKPIM
3a3HAYEHUX BUINE, HE BUBYAIOCH, PEKOMEHIYEThCS HE 3acTocoByBaTH BakiuHy IBIHPUKC
OJTHOYACHO 3 IHINMMHK BaKIUHaMU 6e3 KpaifHOi He0OXiTHOCTi.

Baxnunu, sSKi BBOIATHCS OJJHOYACHO, 3aBXKIHM IOTPIOHO BBOAWUTH B Pi3Hi HiISHKH, OaXaHO B
Ppi3Hi KiHI[IBKH.

MosxHa 04iKyBaTH, 110 y MAIIEHTIB, SKi OJEPIKYIOTh IMyHOCYIPECHBHY TEpAIlifo, Ta y MallieHTiB
3 BaJaMH IMyHHOI CHCTEMH Ha BBEICHHS BakKIHMHHU He Oyie HOCATHYTO aJeKBaTHOI iMyHHOL
BIZIMOBI/II.

Oco6suBocCTi 3acTOCYBAHHS.
Cunkorie (HEIPUTOMHICTB) MOXKE BHHMKHYTH IIiJ{ 4ac abo paHime OyIap-sKoi iH’eKIifHOL
BaKIMHAMIi, SK IICHXOT€HHA peakilis Ha iH’eKmilo royikoro. Lle Mo)xe CympoBOIKYyBaTHChH
KiJIbKOMa HEBPOJIOTIYHMME CHMIITOMaMHM, TAaKMMH K Bi3yalbHHU# po3iiaf, mapecrtesii i TOHIKO-
KJIOHIYHI pyX® KiHI[IBOK ITii Yac BiTHOBIECHHS. BaxinBo 3a0e3MeYUTH YMOBHU ISl YHHKHEHHS
MO>XJIMBOTO TPaBMaTH3MYy TAIli€HTa IPH BTPATi CBiJJOMOCTI.

MoxiuBo, o B Iepiof] BakIUHAI] MalieHT Bxe iH(pikoBaHuUii BipycoMm rematuty A ab6o B. V
TaKoMy pa3i HEBiJIOMO, Yd 3MOXe BBeAeHHS Bakuuau 7BIHPUKC mnonepeauTH PO3BUTOK
renatutiB A abo B. Bakuuna He 3amobirae po3BUTKy iH(eKii, BUKIHKAaHOI BipycaMu IelaTuTy
C ta E, a TakoX iHIDUMH MaTOTEHHHMH MiKpOOpraHi3aMaMH, SIKi ypaXaloTh IediHKy. BaxuuHy
TBIHPHKC He peKOMEHAYETHCS BUKOPUCTOBYBATH JUIS TNPOG(ITAKTHKA IICIS MOXKIMBOIO
iHdikyBaHHSs (HapUKJIIaJ, MiCIs YKOIY iH(iKOBAaHOIO T'OJIKOIO).

Jlist BakuHM Tpy iMyHOIE(IIMTI HE OLiHIOBaIach. Y XBOPHX, 10 3HAXOAATHCS HA reMojiaisi,
Ta B 0Ci0 3 IOpPYIIEHOIO iMyHHOIO CHCTEMOIO IICJs IIEPBHHHOI iMyHi3alii MoXe He
copMyBaTHCh 3aXHUCHUM TUTP aHTUTLN MPOTH BipyciB rematutiB A Ta B. ToMy Takum XBOpUM
MOxe OyTH OTpiOHE BBEJICHHS IOAATKOBUX JI03 BaKI[UHHU.

Croctepiranocst, o oxupinas (Bu3HayaeTses sk IMT > 30 xr/m?) 3MeHIIye iMyHHY BifIIOBizb
Ha BaKIMHHU MPOTH rematuty A. Psa ¢axropis Oyiu BU3HAYEHi, K TaKi, 10 3MEHINYIOTh IMyHHY
BiNOBiZb Ha Bakuuuu mpoTd remaruty B. Ili ¢axropm BKiIro4aroTh B cebe HacTymHE: OibII
CTapinuii BiK, 4OJIOBiYa CTATh, OXUPIHHS, KYpPiHHS, IIUISIX BBEACHHS, i JesKi OCHOBHI XPOHIYHI
3axBoproBaHHs. HeoOXiZlHO MPHIHATH PillleHHs IIOJI0 MPOBEIECHHS CEpPOJIOriYHOTO TECTYBaHHS
THX Cy0’€KTiB, sIKi MOXYTh IiJUafaTH IiJ PU3UK HE JOCATTH CEPONPOTEKIii ITiCJs ITOBHOIO
Kypcy Bakuuuu TBIHPHUKC y mopocnux. JIogaTkoBi 1031 MOXYTh OyTH mOTpiOHI ocobam, siki
HE MaloTh a00 MalOTh CyOONTHMAIBHY IMYHHY BiAIIOBiZlb Ha KyPC INEIUIEHB.

Sk 1 mpu BUKOPHCTaHHI IHIIUX 1H’€KIIHHUX BaKIMH, HEOOXiTHO OyTHM TrOTOBUM Ui HaJaHHS
JOTNOMOTH TIAI[iEHTy B JyX€ PIAKHX BHUNAJKaX PO3BUTKY aHadimakTHYHOro IOKy. Tomy
MAIlli€HTH MOBUHHI OYTH ITiJl HArIAAOM He MeHIne 30 XBUJIMH ITicIIs BaKI[UHALTIT.

OCKiNbKY TpH BHYTPILIHBOIIKIPHOMY Ta BHYTPIIIIHEOM SI30BOMY BBEICHHI B CiTHUYHUN M’S3 HE
PO3BUBAETHCS JTOCTATHS Bi/IIOBi/b HA BaKIMHY, [Iel NUIAX JUIS BBEICHHS BUKOPHCTOBYBATH HE
MOXKHa. Y BHHSTKOBUX BHIa[KaX BakuuHy TBIHPHKC Mo)kHa BBOAMUTH MiAIIKIPHO XBOPHM 3
TPOMOOIIUTOIEHIEI0 a00 MOPYLIEHHSIM 3rOPTaHHS KPOBi, OCKIJIBKH IiCIISI BHY TPIIIIHEOM’I30BOTO
BBEICHHS y TakWX OCi0 Mo)xe BUHHKHYTH KpoBoTewa (muB. po3fin «Cmocib 3acTocyBaHHs Ta
JI03H»).

TBIHPHKTC Hi 3a akux YMO6 He MOJCHA 66ooumu enympimnwcydunno

Baxnuny TBIHPHUKC He cniji 3MilTyBaTé B OAHOMY IIIPHIIL 3 iHITUMHA Balcugyiamﬁ—& =
Hen J’IlKapCBKI/II/I 3aci6 mMicTuTh MeHIre 1 MMoJb (23 Mr)/mo3y HatTpiro, To6 '
BiJI HanIIO

“mAKL‘OWIT k m%?”

Sk i a3i BBeIEHHS Oy/b-sKOi BaKIMHH, JOCTAaTHiM piBEHb iIMyHH I VU
Y. p My oROT] ket
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BincrexyBaHicTh

3 METOI IOKpAIeHHS BiJICTE)XYBAHOCTI MEIMYHHX IMYHOOIOJOTIYHHMX IIperaparis, y
BIIMOBiMHUX (opMax MeAW4HOi OOJIKOBOI JOKYMEHTAIii IMOJO0 INEIJICHHS  MEIWYHUMN
IpaIiBHUK Ma€ YiTKO Ta 3pO3yMiJI0 3a3HAYaTH TOPrOBEJIbHY Ha3By Ta HOMEp cepii MEIUYHOIO
iMyHOGioNOriYHOr0 Ipenapaty, sikuii 6yJio 3aCTOCOBAHO.

3acmocyeanns y nepioo eazimmocmi abo 200y8anms 2pyooro.

Brnimue Bakumau TBIHPHKC w©Ha Ha eMOpioderanbHuii, NEepHHATAJbHHUN pO3BUTOK Ta
IIOCTHATaJIbHE BI)KUBAHHS Ta PO3BUTOK OYJIO OIIHEHO Y JOCIHIPKEHHSIX Ha TBapHHAaX (LIypH). 3a
JAHUMH IMX JOCHI/DKEHh HEMae JO0Ka3iB MpsMoro abo HEmpsIMOro IIKiJUIMBOTO BIIJIMBY Ha
(epTHIBHICTD, BariTHICTh, eMOPiOHAIBEHU PO3BUTOK, ITOJIOTH a00 MOCTHATAIBHUN PO3BUTOK.
Brnus Bakiunu TBIHPHUKC na emOpioderanbHuil, mepuHaTalbHUM PO3BUTOK Ta ITOCTHATAIBHE
BU)KUBAHHS Ta PO3BUTOK JTUTHHH He OYB BUBUCHHH Y KITIHIYHUX JOCIiDKEHHSX.

JaHi o0 BIUTHBY Ha OOMEXEHY KiJIbKiCTh BariTHOCTEW BaKIIMHOBAHMX JKIHOK HE BKa3yIOTh Ha
Oynb-sixuit HeratuBHUM IUMB BakiuHu 7TBIHPHUKC Ha BariTHICTH ab0 PO3BUTOK ILIOJA/CTaH
3JI0POB’Sl HOBOHAPOJDKEHOI MUTHHU. X0Ya HE OYIKYyETHCS, IO PEKOMOIHAHTHHN MOBEPXHEBUI
aHTHTEH Bipycy TremaTuty B MaTuMe HeraTMBHHMN BIUIMB Ha BariTHICTH abo IUIJ,
PEKOMEHIYEThCS BiKJIACTH BAKI[MHAIIIO JO IOJIOTIB, SKIO HEMAae TEPMiHOBOI HEOOXiTHOCTI
3aXMCTHUTH BariTHY JKiHKY Bif iH(exuii rematury B.

3acrocyBanHs BakuuHd TBIHPHUKC mij 9ac BariTHOCTI MOMJIMBE JIMIIE SKIO OYiKyBaHa
KOPHCTS BiJ| BAKIMHALIT IEpeBaXka€ MOTEHIIIMHI PU3UKHU JUIS TUIOJY.

Hesimomo, um Buminserbcs BaknuHa IBIHPHUKC y rpyaHe MOJIOKO JFOJMHH. BumineHHs
BakiuHu TBIHPHKC B MOJIOKO y TBapWH HE BHBYAJIOCh. PilIEHHS IOZO MPOJOBXEHHS abo
[OPUNUAHEHHS TPYJHOTO BHUTOJOBYBAaHHS UM NPOJOBKEHHS a00 IPUIMHEHHS BaKIUHAI]
BakuuHOO 7BIHPHKC cnij npuiiMaTH 3 ypaxyBaHHSIM KOPHCTI BiJl TOXYBaHHS TPYIUIIO JJIS
JUTHHH Ta KOPHCTI TaKol BaKIUHAIII1 I MaTepi.

30amuicmv ennueamu Ha weuOKicmb peakyii NpU KepyBaHHi a8MOMPAHCNOpmom abo iHuUMU
Mexanizmamu
BrmnmB BaknMHEM Ha 3[aTHICTH KepyBaTH aBTOMOOIEM Ta IHIIMMH MeXaHi3MaMH

MaJIOWMOBIpHHIA.

Crnoci0 3acTocyBaHHS Ta A03M.
PexomennoBana no3a juis aiteit (Bix 1 poxy Ta crapine), miuiiTkiB Ta gopociux — 1,0 mir.
Cxema nepsunnoi eaxyunayii:
o Jlimu eixom 6i0 1 poxy oo 15 poxie. CranmapTHUil Kypc NMEPBUHHOI BaKIUHALIl BaKIIMHOIO
TBIHPHKC Bximoyae BBEIEHHS JIBOX JI03, IEPIY 3 SKHX BBOJAATH Y BUOpaHUl JI€Hb, APYTY — ¥
MIPOMIXKKY MiXK IIOCTHUM Ta ABAHAALSATHAM MiCSIISIME ITiCJISI BBEICHHS MIEPIIO] T03H.
e Jlopocni ma nionimxu eixom 6i0 16 poxie. CTaHmapTHHN Kypc IEpPBHHHOI BaKIMHAL|l 3a
nonoMororo Bakiuau 7BIHPUKC cxnamgaeTses 3 TppoxX 103. [lepiny 103y BBOAATH y BHOpaHUii
JIEHb, IPYTY — Yepe3 Micsllb, a TPETIO — yepe3 6 MiCSIiB MicJIs MepInoi J03H.
V BHHATKOBHUX BHIIaJKax IOPOCIHi, sKi 30MparoThess B IOAOpoxk uepe3 1 micamps abo nemo
Ii3Hillle Ta He MOXKYTh 3aBEPUIMTH MMEPBHHHY BaKI[UHAIiO 3a cxemoro 0, 1, 6 MicsIp, MOXYTh
Oytu memneni 3a cxemoro 0, 7, 21 nmens. Ilpm BukopucTaHHI IIi€i CXeMHU PEKOMEHIYEThCS
BBE/ICHHS YETBEPTOI JO3H BaKI[MHU yepe3 12 MiCAI[iB MiciIs BBEIEHHS IEPILIO] JO3H.
PexoMeHI0BaHUX CXEM BBEJCHHSI BaKIIMHU HEOOXiTHO HEYXHUIIBHO IOTpUMYBaTHCh. Po3nmoyasim
KypcC IEpBHHHOI BaKI[UHALlii, HOro HEOOXiTHO 3aBEPINUTH 3 BUKOPUCTAHHSM Ti€l K BaKI[UHH.
BycrepHa BakIuHaIis
B pasi npuitHsTTs pillIeHHs 100 BBEACHHS GyCTEpHOT 103K BAKIMHI NpPY
renatuty B, MoHOBasieHTHA 200 KOMOIHOBaHa BAKIIMHE MOYKYTh 3aCTOCHE :
e Ha 0CHOBi JaHHX JIOBIOTPHBAJIOTO CIIOCTEPE)XEHHS IPH BaKIMHAL gﬁ%ﬁfﬁ%ﬁm
By
s <

no 15 pokiB BakunuHowo 7BIHPHKC 6yno BCTaHOBJIECHO,
30epiraroTbest 0 15 poKiB micis 3aBepINeHHS BaKI[MHAIN] (B
O10JIOTIYHI BIACTHBOCTIY). ="

YaroKeHo 3 Matepianamu
peecTpaLiitHoro A0g



e Ha 0OCHOBI JaHUX JOBrOTPUBAJIOTO CIOCTEPEKEHHS IPH BaKIMHAII JOPOCIHX BAKLUHOKO
TBIHPUKC 3a cxemor 0, 1, 6 wmicsamiB Oyyio BCTaHOBJIEHO, IO creldiuHi aHTHTIA
30epiraroTbest 1o 20 pokiB mmicis 3aBeplieHHs BakuuHaiii (auB. po3ain «IMyHONOriuHI i
610JIOTIYHI BIACTUBOCTI»).

Tutpu antu-HAV ta antu-HBs micns kypcy mepBuHHOT BakiuHAIil KOMOIHOBaHOIO BaKIMHOIO

3HAXOIAThCS B MEXaxX, IO XapaKTEpHi JJIsI MOHOBAJICHTHHX BAaKIUH. TakuM YHHOM, 3arajbHi

pekoMeHpanii 1mozo OycTepHOi iMyHi3amii MOXYTh HaJaBaTUCS Ha IIi/ICTaBi JOCBiXY

BUKOPHCTaHHS MOHOBAJICHTHUX BaKIIHH.

I'enatur B

Heo6xinnicTs BBemeHHs OycTepHOI NO3M BaKIMHHU JUIS MPoQiIakTHKH rematuty B 310poBHM

ocobaM, IO OJiepXKajl MOBHHH Kypc IEPBHHHOI BaKIMHAIii, He JoBereHO. PasoMm 3 Tum, y

neskux opilifHuX nporpamMax iMyHizauii nepedavaeThes BBEIEHHs OycTepHOI H03U. Y TakoMy

BUIIA/IKy ITUX PEKOMEH [alliil He0OXiTHO HEYXHIBHO JOTPHUMYBATHCh.

Jng neskux kateropi ocib, Mo BXOMATH A0 TPYNH PHU3UKY IIOIO0 iH(biKyBaHH;I BipycoM

renaruty B (remomiais, 1MyH0)1e(1)1uHTH1 CTaHH TOIIO), HEOOXi/IHO MOCTIHHO CIAKYBAaTH 32

piBHEM crienudiaHIXK aHTHTIN, 06 BiH He 6yB HiKde 10 MMO/MIL.

I'ematut A

Ha crorosni HeoOXifHICTH BBEZEHHS OYCTEPHOI JTO3M iIMYyHOKOMIIETEHTHUM Oco0aM, 1o JaroTh

iMyHHY BiIITOBi/Ib Ha BaKIUHY JJIs MPO(ITAKTHKKA I'emaTUTy A, He BCTAaHOBJICHA, OCKUIBKYU IIPU

BIJICYyTHOCTI aHTHTLI, IMO iMeHTH(IKYIOTBCS, 3aXMCT MoXke OyTH 3abe3medeHuil 3a paxyHOK

iMyHoJIOTiYHOT TTaM’sTi. Pekomenmarii st BBefieHHsT OycTepHOI M03M BaKIMHHU 0a3ylOThCs Ha

TOMY, IO JUISI 3a0€3IeUYeHHS 3aXUCTy He0OXi/IHI aHTHTIJIA.

VY pasi npuiAHATTS pillleHHs 11010 BBEAEHHS OyCTEepHOI 103 Ui NPo(iTakKTHKH rematuty A Ta

B moxe OyTtu 3acrocoBana BakiunHa 7BIHPUKC. Jlns GycrepHoi iMyHi3auii oci0, memnaeHnx

BakiuHoo 7BIHPUKC, MoxyTh OyTH BUKOPHCTaHi MOHOBAJICHTHI BaKI[MHHU IS MPO(ITaKTHKU

renatuty A Tta B. -

Bakmuna 7BIHPHUKC nmpusHavyeHa JUIsi BHYTPIIOHBOM S30BUX iH’€KIid B  JAUIIHKY

JIENIBTONOAIOHOTO M’sI3a BEPXHBOI KiHI[IBKH JOPOCITMM Ta MITSIM CTapIuoro Biky. J{iTsM 10 Tprox

POKiB BakIMHY BBOJSITH B IIEPEHBO-TIATEPAJIbHY AUISTHKY CTErHA.

OCKUTBKH TP BHY TPIIIHBOIIKIPHOMY Ta BHYTPIIIHEOM S30BOMY BBEIEHHI B CiIHUYHHUNA M’SI3 HE

PO3BUBAETHCS IOCTATHS BiANOBIZb HA BaKIUHY, II€H IUIIX /ISl BBEJICHHS BUKOPHUCTOBYBAaTH HE

MOXXHA.

VYV BHHATKOBHX BHUMaakax BakiuHy IBIHPHUKC wMo)XHa BBOAUTH IIIIIKIPHO XBOPHM 3

TpoMOoIHTONIEHI€I0 a00 MOpYIIEHHSAMH 3ropTaHHsS KpoBi. [IpoTe Takuii HIISX BBEACHHS

BaKIMHH MOX€ IIPHBECTH JO 3HIKEHOI iMyHHOI peakiii. (Ous. po3din «Ocobrusocmi

3aCMOCYBAHHAY).

IIpu npoBenenHi imynizanii Ha TepuTopii Ykpainu ciaig kepyBaTHC YHHHMMHM HaKa3aMu
MO3 Ykpainu moxo npopiiak THYHUX IeNJIeHb.

Incmpyxyis wooo eukopucmanus 6aKyuHu
ITpu 36epiranHi Modxe crioctepiratucs 6inuit ocas 3 mpo3opuM 6e36apBHIM CyIIEpPHATAHTOM.
Baxuuny moTpiOHO ITOBTOpHO CyCHIEHAYBaTH Ilepe]] BUKOpUCTaHHsAM. [licyisi mOBTOpHOTrO
CYCIIEH/yBaHHS BaKIIMHA IIOBUHHA CTAaTH OJIHOPiIHOO, MyTHOIO, 0171010,

Kpoku MOBTOPHOTO CyCIIEHAyBaHHS BAaKIIMHM JUIS OJEep)KaHHs OJHOPiaHOI 6iytol 31erka MyTHOL
CYCIIEH3ii:

1. TpumaiiTe mmpuIr BEPTUKAIBHO B 3aKPHUTIH PyIIi.

2. CtpyciTh IIIpHIy, IEPEKUHYBIIX HOTO JOTOpH THOM Ta HaBIIAKH.
3. TToBTOpITH I1€li KPOK EHEePTiiiHO MPOTATOM He MeHIne 15 cexyH.
4. OrysiHbTE BaKIIMHY 3HOBY:

a) SIKINO BaKI[THA Ma€ BHUIJIAI OXHOPIAHOI MyTHOI CycmeHsii 6iloro ko
BUKOPHUCTaHHS (BaKIMHA HE TIOBUHHA Oy TH IIPO30POI0); '
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6) SKIO BaKIUHA I€ HE Ma€ BUIJLAY OJHOPITHOI MyTHOI Oioi cycreHsii, CTpycCiTh IIIIPHII,
IEePEeKHHYBIIH HOTo JIOTOpH JTHOM Ta HaBIAKH IOHaWMeHIne me 15 cexyHJ, moTiM nepeBipTe
3HOBY.

BaknuHy ciig mepeBipUTH Bi3yalbHO Ha HAsSBHICTH Oy/b-IKHX CTOPOHHIX TBEPAUX YACTUHOK
Ta/ab0 HE3BUYAHHOr0 30BHILTHBOTO BUTJITY IIEPE]] 3aCTOCYBaHHAM. Y pa3i HasBHOCTI BKa3aHOI'O
BUINE BaKI[MHY HE 3aCTOCOBYBATH.

Bynb-sxuif HEBUKOPUCTAHUM MPOAYKT ab0 BiAXOJHM MaroTh OYTH 3HHINEHI 3TiTHO 3 MiCIIEBUMH
BHUMOTaMH.

TexHika BUKOPUCTAHHS ONEPETHH0 HATOBHEHOTO INIPHIIA:

Ananrtep u .
JTioep-Jox TpI/IMaPITe IOIIPHUIT 3a TUJNHAP, HE 3a IIOPIICHbB.

BinkpyTiTh KpUIIEuKy IOOpUIla, IIOBEPTAIOYM 11 IIPOTH
S — T'OJIMHHUKOBOT CTPIJIKH.

mupnna | — /

mnpuna  Kpumeuka
mnpana

[To6 mpueaHaTH TONKY, 3’ €qHANTE BTYJIKY 3 agantepoM JIroep-
JIok i OBEpHITEH Ha YBEPTH 00EPTY 3a FOAUHHUKOBOIO CTPLIKOIO,

-~ JIOKH TojIKa He Oy/ie TOBHICTIO 3adikcoBaHa.

He BuTsraiite mopmens 3 UWIHAPY IIIpHIA. SKIO Le cTaloch,
HE BBOZBTE BAKIUHY.

Himu.

Bakiuna TBIHPHKC moka3aHa Juisi BaKIMHAIlil HELIEIUICHUX JiTei BikoM Bix 1 poky (auB.
posmimu «Iloxazanusy, «Croci6 3acToCyBaHHS Ta JO3U)).

Besneka Ta epexTuBHICTH 3acTocyBaHHS Bakuuau IBIHPUKC y niteir BikoM o 1 poky He

BUBYAJIACK. J[aHi BiJICYTHI.

Ilepedo3sysanns.

3a JaHUMH ITOCTMApKETHHIOBOTO CIIOCTEPE)KEHHSI € TIOBIJOMIIEHHS IIPO BUITAIKU TIE€peI03yBaHHs
micns 3acrocyBanns Bakiwnu TBIHPUKC. T1o6ivuni aii, 1o cnoctepiraiuck Ipu nepeo3yBaHHi
Oynu motiOHi 10 THX, 10 BUHUKAJIM IPY 3BHYAiHIi BaKI[MHAIII1.

Ilobiuni peaxuyii.

Lani kniniynux 0docnioicets.

Lopocni ma nionimxu eixom 6io 16 poxie
[podins Gesnexu, HaBeAeHUH HIDKYE, 0a3y€ThCS HA JaHUX, OTPUMAHMX IPH BaKIMHAI] OibIme
HiX 6000 oci6, sxi orpumanu cranmaptay 0, 1, 6 Mmicsanes cxemy BakiuHanii (n = 5683) a6o
npuckopeny - 0, 7, 21 mens (n = 320). Haifuacrimie 3apeecTpoBaHUMH MiCIEBUMHU NTOOIYHHMH
peaxIisMH ITicist 3aCTOCYBaHHS BaKIMHK 3a CTaHIapTHOIO cxemoro 0, 1, 6 Micsup € 6ib 1 mosiBa
MOYEPBOHIHHS 3 YacTOTO Ha o3y 37,6% ta 17,0% BiamoimHo. Y mBOX  KITHIYHHX
JOCIIIDKEHHSX, JIe BAKIIUHY BBO MM 3a cxemoro 0, 7, 21 neHs, 3araioM Ipo 3arajibHi Ta MiCIEBi
CHMIITOMH ITOBiZJOMJISUIOCS 3 TAKOIO XX YaCTOTOXO, SIK BH3HaUeHO Huk4e. [Ticisa yeTBepToi H03H,
oTpuManoi Ha 12-My MicsIli, YacToTa 3arajJbHUX Ta MICIEBHX IOOIYHMX peakiiiil BiAmoBinmana
4acToTi, AKa criocTepiranacs micis BakiuHanii Ha 0, 7, 21 neHsb.
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V nopiBHUTBHOMY AOCIiKEHHI 0YJI0 BiIMIYEHO, 10 YaCTOTa MOOIYHUX zu iy gacny dy)saHHﬂ
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gacro: > 1/100 mo < 1/10,
Hevacto: > 1/1000 mo < 1/100,
pinko: > 1/10000 mo < 1/1000,
nyxe pigko: < 1/10000.

Opzanu ma cucmemu | Yacmoma | Io6iuni peakyii
Kniniuni 0ocnioscennn
Iadexuii Ta inBaszii Heuacro iHpekuii BepXHIX AUXATBHUX
IUISIXIB
KpoBoHocHa Ta mimparuuna | Pimgko nimMpaneHonaris
CHCTEMH
Merabomiuni  po3nmamgu  Ta | Pigko 3HHIKEHHS all€TUTY
pO3TTaay TPABICHHS
HepsoBa cucrema Hy>xe gacto TOJIOBHU# OiNb
Heuacro 3aIIaMOPOYCHHS
Pigko rirmocTesisi, mapecresis
CynuHHa cuctemMa Pinxo rinoTeH3is
TnynxoBo-KuImKoBHi TpakT | Yacto racTpOEHTEPOJIOTIYHI
CHMIITOMH, Jiapesi, Hy10Ta
Hewacto OJIrOBaHHS
[Mkipa Ta mimmkipHi TkKaHuHA | Pimko BHCHII, CBEPOIK
Hyxe pinko KpOIIUB’ THKA
CxenerHo-M’s130Ba cuctema Ta | Hewacro Miauris
CIIOJIyYHA TKaHWHA
Pinko apTparis
3aranbHi po3iaau Ta | Jlyxe yacto 6i7Ib Ta MOYEPBOHIHHS B MiCITi
HOPYIIEHHS B MiCIli BBEIEHHS BBEJICHHSI, CTOMJIIOBaHICTh
Yacto HPUIYXJTiCTh B Micmi
BBEJICHHS, pEaKilis B MicCIli
BBEJICHHs (Taki SK reMaroma,
cBepOIX, CHHEIIb),
HE3Ly KaHHSL.
Heuacto nuxomaska (> 37,5 °C)
Pinxo rpUIIoNnoAiOHI CUMIITOMH,
03H00

IHocTMapkeTHHIOBI XaHi

Hwxde HaBeneHi moOiuHi peakiiii, mpo sKi IOBiOMIISIIOCS IIPH 3aCTOCYBaHHI SK BaKIMHU
TBIHPUKC, Tax i MOHOBaJIEHTHUX BaKIUH VIS podinakTuky renatuty A abo B, BupoOHUITBA

xomnaHii «I'maxcoCMiTKIistitay.

Iadexii Ta inBasii

Memninritu

KpoBonocHa Tta nimdaruuna
CHCTEMH

TpombonuToneHis, TPOMOOIMTONIEHIYHA ITy PITy pa

ImynHa cucrema

Awnadinakcis, anepriuni peakiii, BKoJaoun aHapiniakToiqHi
peakiii Ta peaxitii, moibHi JI0 CHPOBATKOBOI XBOPOOH.

HepBosa cucrema

Ennedanitu, ennedanonarii, HeBpuTH, Hekporarii, mapaiidi,

CYJIOMH

CynuHHI TOpyIIEeHHS

BackyuiTh.
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3aranpHi  TopylleHHS  Ta | BimuyrtTs 6oiro, B MicIi iH’€kIlii B MOMEHT BBEIEHHS BAKIIMHH.
peaxiiii B Micili BBEICHHS

B xoi IMpoKoro BUKOPUCTAHHS MOHOBAJICHTHUX BaKIMH IIPOTH IenaTuTy A Ta/abo remarury B
JI0ZIaTKOBO OyJIM paropToBaHi HACTYIHI MOOiIYHI peakifii, BHHEKHEHHS SKHX THMYacOBO
ACOIIIOETHCS 3 BAKIIMHAILICIO

HepBoga cucrema PoscistHui cxiiepo3, Mi€niT, JNHIBOBHA Hapajid, MOJiHEBPUT
Takuil sk cuHApoM [ieHa — Bappe (3 BHCXigHHM mHapaiidem),
HEBPUT 30POBOTO HEpBa

3aranpHi ~ NOpYIIEHHS  Ta | BiguyTTs MOKOJIOBAHHS Ta MEYiHHS
peakiii B MiCIli BBEICHHSI

Jlocmi ke S AHOMaJbHI MOKa3HUKK (DYHKINT MEYiHKK

Limu sixom 6i0 1 0o 15 poxis

B xniniuHEX mocnimkersx 0yio BBemeHo 2029 no3 Bakuuuu TBIHPHUKC 1027 ocobam BikoM
BiZ 1 10 15 pokiB BKIIFOYHO. _
V BOX HOPIBHSUIBHUX JOCIHi/DKEHHSX 3 3aydeHHsIM Oci0 BikoM Bix 1 mo 15 pokiB BKITIOYHO
BUNAJIKA MICLIEBUX 1 3arajJlbHAX CHMITOMIB IIpH 2-J030Biif CXeMi 3aCTOCYBaHHS BaKI[HHU
TBIHPHKC 6ymu Taki cami, sSIK i Ti, IO cHocTepirajuch MpH 3-H030Biil cxemi BakKIMHALI]
BaKIKHOIO, 1o Mictmiia 360 oxununs IPA HAV Ta 10 mxr HBsAg.

ITo6iuni peaxuii, siki Hal4yacTime panopryoThes micis BBenaenHs Bakuuaun TBIHPUKC e 6ib,
BTOMA, IO BHHHMKAIOCh NPHOJM3HO 3 YacCTOTOIO Ha KOXHY BBemeHy mo3y 50% ta 30%
BiZIIOBigHO.

HactynnHi no6ivni peaxmii Oyyi pamoproBaHi Iiji Yac KJIIHIYHMX IOCIIKEHB 3 BaKI[MHOIO
TBIHPUKC

Opzanu ma cucmemu | Yacmoma | Mo6iuni peaxyii
Kniniuni docnioxncennn
Meraboniuni  posmamu  Ta | Jlyxke yacto 3HIDKCHHS allETUTY
pO31aJii TpaBICHHS
Icuxiuni po3nagu Jly>xe gacto JIpaTiBIUBICTH
HepsoBa cucrema Jyxe gacto T'OJIOBHUH 0iJb
Yacto COHJIMBICTh
[TnynxoBo-kummkoBa cucteMa | Yacro racTPOEHTEPOJIOTIYHI
CHMIITOMH.
3aranpHi po3smnanu Ta | [ly>xe gacto 61s1b Ta IOYEPBOHIHHS B MicCIIi
IOPYIIECHHS B MiCIli BBEJICHHS BBEJICHHS, CTOMJIFOBaHICTh
Yacro IPUITYXJTiCTh B mici
BBEJICHHSI, JINXOMaHKa

JlonaTkoBO MOBIMOMIISIIOCH PO HACTYIHI MOGIYHI peakiii B XOIi KIIHIYHUX JOCIIDKEHD MPH
3aCTOCYBaHHI KOMOIHOBaHMX BakKUHH Ul IpodintakTuku rematuty A a6o B, BupoOHHIITBA
xommaHii «I“makcoCmitKustity (3a 3, 4-1030BOI0 CXEMOIO).

Iadexuii Ta inBaszii Heyacto iHQexmil BepXHiX IUXaJbHHX
IIUISXIB
KpoBonocna Ta mim¢paruuna | Pigko Jim¢axeHonaTis
CHCTEMH
Hepgoga cucrema Heuacto 3aaMOPOYECHHS
Pinxo napecresis
CynuHHa cucTeMa Pinxo NIOTEH3IS, 55 4 v, g
: e
[ITmyHkoBo-KkuImKkoBa cucremMa | Yacto miapesi, ByaoEaS - gy N
Heuacrto GIIOBAHHS 7 iy, R0,
[Mkipa Ta migmkipHi Tkaausan | Pigko BHCHITY CBEPGI '
Jyxe pigko ;




CkenerHo-m’s30Ba cucrema ta | Heyacto MiaJrist
CIOJyYHa TKaHWHA Pimxo apTpaIris
3arajbHi po3sJaau Ta | Yacto HesnmysxauHs, peakifisi B MicIti
MIOPYIIEHHS B MiCIli BBEJICHHS BBEJICHHS
Pinxo I'PUITONIOAIOH] CUMITOMH,
03HO0

IHocTtMapkeTHHIOBI AaHi
Ockinpki HaBeleHi HWKYe NMOOY4YHI peakmii € CIIOHTAHHO PalOPTOBAHUMHE, HEMOMUIHBO

BU3HAYUTH iX Y9aCTOTY.
ITix wac micnspeecTpamifiHOro cHoOCTepeXKeHHs 3a iMyHizariero Bakinuuoro 1BIHPUKC,

CIIOCTEPIraIuch HIDKYE 3a3HaueHi mobiuHi peaxirii.

Opzanu ma cucmemu Iobiuni peaxuyii

ImynHa cucrema ajepriuni  peakuii, BKIOYaro4d  aHadiIAKTHYHI  Ta
aHaiakToimHI peakiii

Hepgoga cucrema CHHKOIIe a00 Ba3oBarajibHi peakiii Ha iH’€KIilo, JOKaIi30BaHa
rimecresist

B xozi mmpoKkoro BUKOPHCTAHHS K KOMOIHOBAaHMX BaKI[UH IIPOTH relaTHTy A Ta rematuty B,
-TaKk i MOHOBAICHTHUX BakIMH MPOTH remaTuTy A Ta/abo rematuty B BHpoOHMITBa KOMIaHil
«'maxcoCmiTKIisiitHy, 101aTKOBO OYyJIM pallopTOBaHi HACTYIHI MOOIYHI peaxitil

Iadexuii Ta inBasii MeHiHTiTH

KpoBonocHa Ta nimparuuna | TpoMOouToneHis, TpOMOOIUTONICHIYHA Iy pITypa
CHCTEMH

Imynna cucrema Anepriuni  peakmii, BKJIIOYAIOYM ~ peakilii, momiOHI 10
CHpPOBATKOBOI XBOPOOH, aHTIOHEBPOTHYHHI HAOPSIK
HepBosa cucrema Po3scisumii ckiepos, eHnedainiti, eHmedanonarii, IOTIHEBPUT

Takuii sk cuHIpoM [iena- Bappe (3 BHUCXiZHUM mapaiiyem),
MIEJIT, KOBYJIbCIi, IMapaiiiy, HEBPUT, HEBPUT 30pPOBOIO HEPBA,

He#ponaTii
CymHHI IOpYIIECHHS Backyutitu
['ematobisiapHa cucrema AHOMaJIbHI OKa3HUKH (DYHKIIT IIEYiHKH

[MIkipa Ta migmkipai Tkanuay | [Tnackwuii uimaii, mojgiMopdHa eputemMa

CkeneTHo-M’s130Ba cucteMa Ta | ApTpHT, M’s130Ba clabKicTh

CIIOJIyYHA TKAaHUHA
3aranpHi  mopymieHHs — Ta | BimuyTrs Goiro, mediHHS Ta JKapy B Micii iH’€KIilii B MOMEHT
peaxIlii B MiCIli BBEJICHHS BBEJICHHS BaKI[MHU

3BiTyBaHHA Npo nmigo3proBaHi modiuHi peaxii

[ToBiomienHss mpo moOivHI peakimii Mmiciist peecTparmii JKapChKOro 3aco0y Mae BaXJIHBE
3HaueHHs. lle mae 3MOry NpPOBOAMTH MOHITOPHHI CIiBBiTHOIIEHHS KOPHCTB/PH3UK IpPH
3aCTOCYBaHHI I[BOTO JIIKapChKOTro 3aco0y. MemuuHuM Ta (apManeBTHYHHM IIpalliBHAKaM, a
TaKoX TarieHTtaM abo TXHIM 3aKOHHHUM IpPEeACTaBHUKAM CIIiJ MOBIIOMJISITH IPO yCi BHIAJKH
IIiI03pIOBaHUX TOOIYHMX peakiiii Ta BiICyTHOCTI e(eKTHBHOCTI JiKapchKOro 3acoly yepes
ABTOMaTH30BaHy  iH(oOpMamiiiHy cucreMy 3  (apMakoHArNILAy ~—3a  [TOCHJIAHHSM:
https://aisf.dec.gov.ua.

Tepmin npuoammnocmi.

YMmoBu 30epiranns.
Baxiuny HeoOxinHO 30epiratu npu Temmepa




He 3amopoxyBatu. SIkio BakiuHa OyJia 3aMOpPOIXKEHa, 11 CIIijl 3HUIUTH.

Hecymicnicme.
V 3B’A3Ky 3 BiICYTHICTIO JOCII/DKEHB IMOJO CYMICHOCTI, Ilei JiKapChKuii 3aci0 HE MOXHA

3MilllyBaTH 3 iHIIMMH JIIKAPCHKUMHU 3aCOOaMHU.

Ynakoska.

Cycnensis mnsg im’exuii mo 1 mosi (1 mMi/no3y) y mnomepeanbo HamoBHeHoMy mmpumi Ne 1y
KOMIIJIEKTI 3 TOJIKOIO.

Kpunreuka Ta rymoBa mpoOKa IOPHIHS MONEPEAHBO HANOBHEHOTO IIIPHIIA BHIOTOBJIEHI 3

CHUHTETHYHOI T'YMH.
Kareropis Bigmycky. 3a perentom.

Bupo6uuk. I'makcoCmitKisiin Bionomxkixans C.A., Bensris/GlaxoSmithKline Biologicals S.A.,
Belgium.

Micue3Haxo/KeHHs] BHPOOHMKA Ta aJipeca MiCIsi IIPOBA/LKEHHS HOro JisIbHOCTI.
Pro e ’IncTiTio, 89 1330 M. Pixcencapr, Bensris/Rue de I’Institut, 89 1330 Rixensart, Belgium.

3asBHMK Ta/a00 NpeICTABHUK 3asiBHUKA.
TOB «I'makcoCmiTKinstitn @apmackroTikaic Ykpainay.

Micue3HaxoIKeHHsI 3asiBHHKA Ta/a00 NpeACTABHHKA 3asBHUKA.
02152, m. Kuip, npocnekr Ilasna Tuuunn, 6yn. 1-B, ten: (044) 585-51-85, daxc: (044) 585-51-
92.

IIpo yci BUMAAKK MMiKO3PIOBAaHUX MOOIYHUX peaKiiif Ta BiACYTHOCTI e(eKTMBHOCTI JiKapChKOTo
3aco0y wmoxna mosimomusta TOB «[maxcoCwmitKistitn ®apmachkioTikanc YkpaiHa» 3a
ninomo6osuM tenedorom (044) 585-51-85 a6o Ha email 0ax70065@gsk.com.

Tata ocranmboro neperasiny. A0 04 L0285~
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