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IncTpykuis
JJIS1 MEeIUYHOT0 32CTOCYBAHHS JiKAPCHLKOI0 3aC00y

POTAPUKC™/ROTARIX™
Baxkuuna s npodgisiakTuku poraBipycHol iHdexuii

Cknao:

ditoua pewosuna: 1 noza (1,5 mur) micrurs we menme 1090

T /50 poTaBipycy JIOJUHH, XUBHUHA

aTteHyioBaHui mram RIX4414%*;

oonomixcui  pevosunu: 1ykpo3a (1,073 r), munatpito aaumar (132,74 wmr), momudikoBaHe
cepenosute Irna-/{rons6exxko (DMEM) (2,26 mr), Bona st iH’exii (zo 1,5 ).

* BuporeHuit Ha KyJIbTypl KIITHH Vero.

Jlikapcbka ¢gopma. CycrieHsist opalibHa.

OcHosHi (i3uKo-XiMiuHi racmugocmi: BaKIMHA € TIPO30POI0 0€30apBHOIO PIAMHOIO.
POTAPUKC™ — 11e¢ MOHOBaJICHTHA BaKITMHA TSI TPO(TAKTUKHA POTaBIPyCHOTO TaCTPOCHTEPHTY,
sIKa MICTHTB KUBUH OCIabJIeHUI BipyC, OTPUMAaHUH 31 ITaMy POTaBIPYCY JIFOTUHH.

POTAPHUKC™ gignoBigae BUMoram BcecBiTHROI opraHizallii OXOpOHH 310POB’ S Jisi O10JIOTTYHHUX
PEYOBHH 1 JJIs1 BAKIIH IPOTH POTABIpyCHOI 1H(EKIII1.

®apmakoTepaneBTHYHA rpyna. Bakuunu. [IpotuBipycHi BakimHu. BakiunHa s npogiiakTuku
poTtaBipycHoi iHdekii, )kuBa arenyiioBana. Kog ATX JO7B HO1.

Imynonociuni i 6ionoziuni énacmusocmi.
Dapmakoounamika
3axucHa eeKTUBHICTh

B xomi kimiHiYHHMX BuIIpOOyBaHb Oyjia TNPOJEMOHCTPOBAaHA €(EKTHBHICTh IPOTH BHIIAJKIB
raCTPOSHTEPUTY, BUKIMKAHOTO POTaBipycoM Haubinpm momupenux renotunis G1P[8], G2P[4],
G3P[8], G4P[8] i GY9P[8], i mporu poraBipycy HemomupeHux reHotumB G8P[4] (Tsxkuit
ractpoenteput) 1 G12P[6] (Oynp-sikuii racTpoeHTepHuT). YCi Ii MTaMU MUPKYJIIOITh M0 BCbOMY
CBITY.

bynu mpoBeneHi KniHiuHi gocnigskeHHs B8 €sponi Ta JlaTMHCLKIN Amepuui, Abpuui Ta Asii gna ouiHKK
3aXUCHOi edeKTUBHOCTI BakKuuHU POTAPUKC™npoTu 6yab-fKUX, Y TOMY YUCAT TAMKUX, POTaBipyCHMX
racTpoeHTepuTIB.

TsKKICTh TaCTPOCHTEPUTY OYJI0 BU3HAYEHO 3T1IHO 3 IBOMA PI3HUMH KPUTEPISIMHU:

- 3a 20-6anpHOI0 mIKanolo Becikapi, fKka OIIHIOE TOBHY KIIHIYHY KapTHHY pPOTaBIpyCHOTO
raCTPOCHTEPUTY, BPAXOBYIOUH TSDKKICTh 1 TPUBAIICTH Jlapei Ta OJI0BaHHS, TSDKKICTh JTMXOMAHKH 1
3HEBOJIHEHHS, a TAaK0XX HEOOXIHICTb JIIKYBaHHS

abo

- 3a KpuTepisimu BeecBiTHROT opranizauii oxoponu 310poB’s (BOO3).

3axucHa ehEeKTUBHICTh BaKIIMHU 32 PE3yJbTaTaMH JOCIi/DKEHb, MPOBEJACHUX y €Bpormi Ta
JlatuHCBKiN Amepuiti

3a pe3yabpTaTaMu JOCIIKEHb, TPOBeIeHNX y €Bpori Ta JIaTUHCHKIA AMepHuIli, MICIs 3aCTOCYBaHHS
nBox 103 BakuMHU POTAPHUKC™3axucHa e(eKTHUBHICTh 30epiraigacst MpOTSAroM MEpLIoro Ta
JIPYTOTO POKIB KHUTTS AUTHHH, SIK TTOKa3aHo y Tabmuisax 1 1 2.

Tabmung 1. Jocnimkenss, npoBeaeHe B €Bpomi: 1-if Ta 2-if poku xutTs pazom (POTAPHUKC™
N=2572; muarie60 N=1302%)
| I'enoTun | E¢exruBnicts Bakuuuu (%) npotu 0yAb-IKHX Ta THKKHX




poTraBipycHux ractpoeHtepurtis [95% /1]

PotaBipycHuii racTpoeHTepUT Tsoxkuit poTaBipycHU
Oyab-KOT TSIKKOCTI racTpOEHTEepUT™**
GIP[8] 89,5 96,4
[82.5; 94,1] [90,4; 99,1]
G2P[4] 58,3 85,5
[10,1; 81,0] [24,0; 98,5]
G3P[8] 84,8 93,7
[41,0; 97,3] [52,8; 99.,9]
G4P[8] 83,1 95,4
[55,6; 94,5] [68,3; 99,9]
GIP[8] 72,5 84,7
[58,6; 82,0] [71,0; 92,4]
[ramu renotuny P[§] 81,8 91,9
[75.8; 86,5] [86,8; 95,3]
Hupky:rorodi mraMu 78,9 90,4
poTaBipycy [72,7; 83,8] [85,1; 94,1]

EdextuBnicTs Bakuunu (%) NpoTu poTraBipycHHMX
racTPOEHTEePHUTIB, 0 MOTPEeOYHTH MeAUYHOI I0ONIOMOTH

[95% AI]
[upkymrorodi mraMu 83,8
poTtaBipycy [76,8; 88,9]

EdexrnBHicTs Bakuuau (%) 3a 4acToTOI0 rocmirajiizaniii npu
poTaBipycHux racrpoenrepurax [95% JI]

LupKymoro4i mTaMu
porasipycy

96,0
[83,8; 99.5]

* Koropra «3riiHO i3 MPOTOKOJIOM TOCTIKCHHS» JUIA OLWIHKH ¢(eKTHBHOCTI. BoHa BKITIOYa€e BCiX Cy0’€KTiB KOTOPTH
«3TiTHO 13 TIPOTOKOJIOM JOCHi/DKCHHS» M OIHKKA Oe3leku, sSKi OynM BKIIOYECHI B JOCTIDKCHHS Ha TIepiof

CIIOCTEPEKEHHS 3 OIIHKHN e(DeKTUBHOCTI.
** TsHKKIM BBaYKaBCsI BUIIAJOK TacTpoeHTepuTY > 11 GaniB 3a mkanoro Becikapi.

I - moBipuwii iHTEpBAI.

Tabmung 2. JlocnipxeHHs, nposeneHe y Jlatunebkiit Amepuii: 1-i Ta 2-i1 pOKHU )KUTTS pa3oM
POTAPUKC™ N=7205; nminane6o N=7081%)

I'enorun E¢exkTuBnicTs Bakuuuu (%) NpoTH TSKKOI0
poraBipycHuoro racrpoentepury** [95% JII]
Bci poraBipycHi 80,5
raCTpOCHTECPUTH [71,3; 87,1]
GIP[8] 82,1
[64.,6; 91,9]
G3P[8] 78,9
[24,5; 96,1]
G4P[8] 61,8
[4,1; 86,5]
G9P[8] 86,6
[73,0; 94,1]
[lItamu renotumny P[8] 82,2
[73,0; 88,6]

* Koropra «3rifHO i3 MPOTOKOJIIOM TOCTIKCHHSD) IS OWIHKHA e(peKTHBHOCTI. BoHa BKITIOYa€e BCiX Cy0’€KTiB KOTOPTH
«3TiTHO 13 TPOTOKOJIOM MOCHi/KECHHS» M OLIHKKA Oe3leku, sKi OynM BKIIOYEHI B JOCTIHKCHHS Ha TIepiof

CIIOCTEPEKEHHS 3 OIIHKH e(h)eKTHBHOCTI.




** TspKKUM BBa)KaBCS BUTIAJIOK TacTpoeHTepuTy > 11 OaniB 3a mkanoro Becikapi.
I - noBipunii iHTEpBAJI.

EdexTuBHICTh BaKIIMHU MPOTH TKKUX POTaBIPYCHUX racTpoeHTepuTiB ctaHoBMIA 38,6% (95% JI:
< 0,0; 84,2) musmiramy G2P[4]. KinbkicTh BUMAKiB, HA OCHOBI SIKUX OIliHIOBaNacs €()eKTUBHICTD
BaKIMHU 10 BigHOMmIEeHHIO 10 G2P[4], Oyna my»ke mMaioro.

VY cykynHOMY aHami3i JaHuX 4 IOCIiKeHb 3 BUBYCHHS €(PEKTUBHOCTI BaKIIMHU OYJIO TOKa3aHO, 110
e(eKTUBHICTh BaKIMHM MPOTU TSDKKUX TracTpoeHtepuriB (= 11 OanmiB 3a mkanowo Becikapi),
cpuuMHeHuX potasipycoM mramy G2P[4], cranosuts 71,4% (95% Al: 20,1; 91,1).

3axucHa edeKTUBHICTh BAKIIMHY 34 PE3YIbTaTaMU JOCIIUKEHHS, IIpoBeaeHoro B Adpuii

B A¢puui O6yno npoBeaeHO KiIiHIYHE JOCTIDKEHHS 3a ydacTio noHaa 4900 maiieHTiB, B SKOMY
ouiHoBanu Bakuuny POTAPHUKC™, mo npusHavanacs npu6iu3Ho Ha 10 ta 14 TrxHIX KUTTA (2
no3u) a6o Ha 6, 10 i1 14 TwxkHax xutTa (3 mo3u). EdexkTHBHICTH BAKIMHU MPOTU THKKUX
POTaBIpyCHUX TaCTPOEHTEPUTIB MPOTATOM MEPIIOr0 POKY JKUTTSA TUTHHM cTaHoBuia 61,2% (95%
Al: 44,0; 73,2). JochimkeHHs € HEAOCTaTHIM JJI OI[IHKU Pi3HHUII MK €()EeKTHBHICTIO ABOX CXEM
3aCTOCYBaHHs BaKLMHU — IBOJI0O30BOI Ta TPUI030BOI.

JlaHi, 5Kl OKa3ylOTh 3aXUCHY €(DEKTHBHICTh BAKIIMHU MPOTU OYyJb-SIKUX Ta TSHKKHX POTaBIPYCHUX
racTpOEHTEPUTIB, HaBeJleH1 y Tabuuii 3.

Tabmuus 3. MHochimkenHs, npoBereHe y Adpumi: 1- pikKUTTS — y3arajabHeHl JlaHi
(POTAPUKC™N = 2974; nnane6o N = 1443%)

I'enorun E¢exkTuBnicts Bakuunu (%) mNpoTH BCiX poTaBipycHHX
racrtpoeHTepuTis [95% JII]
PoraBipycHuii racTpoeHTEpUT TsKKHIA pOTaBIPYCHHM
Oy 1b-5KOT TSXKKOCTI racTpoOeHTEePUT™*
GI1P[8] 68,3 56,6
(53,6; 78.5) (11,8; 78,8)
G2P[4] 49,3 83,8
(4,6; 73,0) (9,6; 98.4)
G3P[8] 43.4%* 51,5%**
(<0; 83,7) (<0;96,5)
G8P[4] 38,7* 63,6
(<0;67,8) (5,9; 86,5)
GOP[8] 41,8* 56,9%**
(<0;72,3) (<0; 85,5)
GI12P[6] 48,0 55,5%#*
(9,7; 70,0) (<0; 82,2)
[lItamu reHoTHITY 39,3 70,9
P[4] (7,7; 59,9) (37,5; 87,0)
[[ITamu renoTHITY 46,6 55,2%%*
P[6] (9,4; 68,4) (<0; 81,3)
[lItamu renoTumy 61,0 59,1
P[8] (47,3; 71,2) (32,8; 75,3)

* Koropra «3TiZJHO i3 MPOTOKOJIOM JOCIIKEHHs» JUIsl OIIHKH e(eKTUBHOCTI. BoHa BKiIFOYae BCiX Cy0’€KTiB KOTOPTH
GTiIHO 13 TPOTOKOJIOM JIOCTIJDKEHHS» JUIS OLIHKM Oe3NeKH, ski Oynu BKJIIOYEHI B JOCIHIKEHHS Ha Iepiof
CIIOCTEPEKEHHS 3 OLIIHKH €()EeKTUBHOCTI.

** TspKKUM BBa)KaBCS BUTIAJIOK TacTpoeHTepuTy > 11 Ganis 3a mkanoro Becikapi.

*** He e cratucTiaHOo noctoBipHUM (p > 0,05). Lli 3HaUueHHS MatoTh OYTH IHTEPIIPETOBaHI 3 00EPEIKHICTIO.

I - noBipunii iHTEpBAJI.

TpuBasicte 3axyucHOl e(DEKTUBHOCTI BAKLMHU VY JiTEeH BIKOM A0 3 DOKIB, 34 pEe3VJbTaTaMU
JTOCJIDKEHHS, IPOBEAECHOI0 B A3il




Kniniune nocnimxenns, nposeaene B A3ii (I'onkonr, Cinramyp Tta TaiiBaHb) 3a y4acTro OUIBII HIX
10000 narienTiB, siki oTpuMmyBaiu BakuuHny POTAPHUKC™ 3a pisHum rpadikoM (2; 4 wmicsui
KUTTs; 3; 4 wmicsami xwurta). Ilicns nBox no3 Bakumau POTAPHUKC™ 3axucHa e()eKTUBHICTH
crioctepirauacs 10 3 pokiB XKUTTS (IuB. Ta0d. 4).

Tabmuns 4. JlocmikeHHs, mpoBeneHe B A3il: epeKTUBHICTh 10 JBOX Ta TpPbOX POKIB
(POTAPUKC™N = 5263; nane6o N = 5256%)
I'emorun EdexTuBHICTh BaKIIMHH EdexkTuBHICTh BAKIIMHA
10 2 pOKiB 110 3 pOKiB
EdextuBnicTs BakuuHu (%) NpoTH BCIX POTABIPYCHUX
racTpoenTepuris [95% ]

Tsoxkuit poTaBipycHui Tsoxkuii poTaBipycHUN
racTpoeHTepuT™** racTpOeHTepUT™**
G1P[8] 100,0 100,0
(80,8; 100,0) (84,8; 100,0)
G2P[4] 100,0* 100,0%**
(<; 100,0) (<; 100,0)
G3P[8] 94,5 95,2
(64,9; 99.9) (70,4; 99.,9)
GOP[8] 91,7 91,7
(43.8; 99,8) (43,8; 99,8)
[Iramu renotumny P[8] 95,8 96,6
(83.8; 99,5) (87,0; 99,6)
[Mupxysrorodi mTamMu 96,1 96,9
poTasipycy (85,1; 99,5) (88,3; 99,6)

E¢exkruBnicTs Bakuuuu (%) nmpoTu poraBipycHuX
racTPOEHTEePHUTIB 32 YACTOTOKW rocmirajizanii i/ado
perigparaniiiHoi Tepanii B MeIMYHHUX 3aKJIaJaxX

[95% J11]

[Hupky:rorodi mramMu 94,2 95,5
poTtaBipycy (82,2; 98,8) (86,4; 99,1)

* Koropra «3TiZJHO i3 IPOTOKOJIOM JOCIIUKEHHs» JUIsl OIIHKHM eeKTUBHOCTI. BoHa BKiIFOUa€ BCiX cy0’€KTiB KOrOpTH

GTiAHO 13 MPOTOKOJIOM JOCIHI/DKEHHS» JUIsl OLIHKM Oe3leku, sKi Oynnm BKIIOYEHI B JOCTI/DKEHHS Ha Iepiof

CIIOCTEPEKEHHS 3 OLIHKH €()EKTUBHOCTI.

** TsHKKUM BBaYKaBCsI BUIIAJOK TacTpoeHTepuTY > 11 GaniB 3a mkanoro Becikapi.

*** He e cratuctuaHo moctoBipHUM (p > 0,05). Ii 3HaYeHHS MaroTh OyTH IHTEpIPETOBaHI 3 00EPEKHICTIO.
I - moBipumii iHTEpBAI.

IMyHHA BIAIOBIIB

VY KIHIYHUX JOCTIIKEHHSX, M0 mpoBoawiucs B €Bpomi, JlatuHcekiin Amepuii Ta A3ii, 1957
HEMOBJIAT OTPUMAJIM 3a PI3HUMHU IpadikamMul IIeIUIeHHs JiodinizoBany Bakuuny POTAPUKC™i
1006 nHemoBnaAT — 1utane6o. YacTka MalieHTIB, K1 A0 MICTJICHHS OyiH CEpOHETaTUBHUMH JO
poraBipycy (tutpu antutin IgA < 20 Op/mn (ELISA)), 3 Tutpom anTHpoTaBipycHHX IgA y
cuposatii > 20 Ox/mi yepe3 1 abo 2 micsi micisi BBEIGHHS JIPYroi J03U BaKIIMHU a0o rianedo
cranoBmia Bix 77,9% mo 100% ta Bix 0% mo 17,1% BigmosimHO.

Imynna BiamoBinp Ha BBeneHHS BakiuHu POTAPUKC™ vy ¢dopmi cycrensii 3a JaHUMH 3-X
HOPIBHSUIBHUX JIOCTI/KEHb € aHAJIOTIYHOIO IO IMyHHOI BiJITIOBiJi Ha BBEACHHS BaKUWMHHU Yy (hopMi
J10(¢171130BaHOTO MOPOIIKY.

VY KIIHIYHOMY JOCHIJDKEHHI, NMpoBeAeHOMY B Adpuili, IMyHHY BIAMOBiAb OIiHIOBaIN y 332
HEMOBJIAT, siKi oTpuManu BakuuHy POTAPUKC™(N=221) a6o mmare6o (N=111) 3a rpadikom
mierieHHs Ha 10 Ta 14 Tkasx (2 qo3u) abo Ha 6, 10 Tta 14 Twxasx (3 mo3u). YacTkanalieHTis, sKi
JI0 TIETUICHHsI OYJIM CepOHETaTUBHUMU 110 poTaBipycy (tutpu antutin IgA < 20 Ox/mn (ELISA)), 3
CHPOBATKOBUMH THTPAaMU AaHTHPOTaBIpyCHHX aHTUTLT IgA > 20 Oxp/mu yepe3 1 wmicsp micis




BBCJICHHS OCTaHHBLOI JI03M BakKIMHM a0o0 1utariebo cranoBmia 58,4% (00’emHaHi naHi s 000X
peXuMIB meryieHHs) Ta 22,5% BiAMOBITHO.

ImyHHa 8i0n06i0b Y HeQOHOWIeHUX HeMOBIAM

3a gaHUMU KITHIYHUX JOCTI/DKeHBb TICHsA IMyHi3alii HEJOHOMIEHWX HEMOBIST BaKIIMHOIO
POTAPUKC™ 'y gmiodimizoBaniii ¢opmi y 85,7% BakUMHOBAaHUX JIOCATABCS  THTP
anTupotasipycHoro IgA y cuposarii > 20 Ox/mi (ELISA) gepe3 1 Micsip micis BBEICHHS APyTroi
71031 BaKLMHHU.

besneka saxuunu 011 nemosnam, ingikosanux sipycom imynooegiyumy noounu (BLJI)

VY xniniyHomMy pocnimpkeHHi 100 HemosnsaT 3 BlJI-iH¢ekuiero oTpumanu J1iodii3oBaHy BaKUIUHY
POTAPHUKC™a60 nnane6o. [Ipodins 0e3nexu Bakuunu POTAPHKC™rta nnane6o 0yB mo1i0HUM.
Buoinenns eaxyunnoeo gipycy

[licns 1menseHHs 3ycTpidyaeThCs BUIUICHHS BaKIMHHOTO Bipycy 3 (ekamisiMu, sIke TpUBAa€ B
cepeaHboMy npoTsroM 10 AHIB 3 MAKCUMaIbHOIO €KCKPELI€I0 BipyCy NpUOIN3HO Ha 7-i AeHb micis
BakuMHauii. HasBHICTh BIpYCHHX aHTUIEHIB, BUsBJIEHA 3a pe3yinpratamu ELISA, Bu3nauamacs B
50% 3paskiB (ekaniii micns BBeAeHHs 1-01 1031 BakuHU Ta B 4 % 3pa3kiB — micisi BBEACHHS 2-01
no3u. Ilpu TectyBaHH1 KX 3pa3kiB QeKaniil Ha HasBHICTb KUBOIO BaKIMHHOTO Bipycy 17 % 3 Hux
OyJI1 NO3UTHBHUMH.

Y 11BOX MOpPIBHSUIBHUX KOHTPOJBHHUX JOCHIDKEHHSIX BHUAUIEHHS BaKIMHHOTO BIpyCYy MicCis
3acTtocyBaHHA piakoi BakuuHu POTAPUKC™6yno noaibHuM A0 TOro, IO CIOCTepiraiocs micis
3actocyBaHHs JiodinizoBaHoi BakuuHu POTAPUKC™.

Egexmusnicmy

B o6cepBaniiinux 10CaiPKeHHAX e(peKTUBHICTh BaKIIMHU OyJjia MPOIEMOHCTPOBaHA MPOTHU TAKKOTO
TracTPOCHTEPUTY, CIPUINHEHOTO POTaBipycoM HaiOubm nomupenux reHorumis G1P[8], G2P[4],
G3P[8] 1 GI9P[8], a Takox mMeHII po3noBcrokeHnXx reHotuniB G9P[4] 1 GIP[6], o npu3BiB 10
rocriTaiizanii. Bei 1i mramMu HupKysIroTh 110 BCbOMY CBITY.

B Ttabnumi 5 mpoaeMOHCTpOBaHI pe3yibTaTH JIEKUIBKOX OCHIKEHb MPOBEACHUX 32 METOJ0M
BUIA/IOK-KOHTPOJIb JUIsl OLIHKKM edekTtuBHOCTI mnpenapary POTAPUKC™ mnpoTd TSHKKOTO
racTPOEHTEPUTY, CIPUINHEHOT0 POTaBIPyCOM, L0 MPHU3BIB 1O rocmiTaIi3arii.




Tabmuns 5. EQEKTUBHICTH NMPOTH THKKOTO TaCTPOCHTEPUTY, CIPUYMHEHOTO POTABIPYCOM, IO
MPHU3BIB J0 roCIiTaIi3aIi

Kpaina Bik KinbkicTh HlTam EdexTuBHictb, -
HIeMJIEHUX po3paxoBaHa 3a
ABOMA rocmiTaxiz0BaHMMHU
nozamu (N) poraBipyc-
(Bunmagakm/ HEraTUBHUMHU
KOHTPOJIb) naniearamu, (%)
[95% AI]
Kpainu 3 BUCOKHM piBHEM JIOXOIY
benbris <4 160/198 Bci 90 [81; 95] -
POKiB GIP[8] 95 [78; 99]
G2P[4] 85 [64; 94]
3-11 - Bei 91 [75;97] -
MICSIIIIB G2P[4] 83 [11;96]
Cinramyp <5 136/272 Bci 84 [32; 96] -
pOKiB GI1P[8] 91 [30; 99]
TaiiBanb <3 275/1623 Bci 92 [75;98] -
pOKiB GI1P[8] 95 [69;100]
CIIA <2 85/1062 Bei 85 [73;92] -
pOKiB GI1P[8] 88 [68;95]
G2P[4] 88 [68;95]
8-11 Bei 89 [48;98] -
MICSIIIIB
CIIA <5 74/255 G3P[8] 68 [34;85] -
pOKiB
Kpainu 3 cepenHim piBHEM 10X01y
boiBis <3 300/974 Bei 77 [65;84]
POKiB G9P[8] 85 [69;93]

G3P[8] | 93 [70:98]
G2P[4] | 69[14;89]
GOP[6] | 87[19;98]

6-11 Bei 77 [51;89]
MICSIIIIB GIP[8] 90 [65;97]
Bpasunis <2 115/1481 Bci 72 [44;85]
POKIB G1P[8] 89 [78;95]
G2P[4] 76 [64;84]
Bpazwnis <3 249/249 Bci 76 [58;86]
pOKiB G2P[4] 75 [57;86]
3-11 G2P[4] 96 [68;99]
MICSIIIB 95 [66;99]
Enb- <2 251/770 Bci 76 [64; 84]* -
CanbBamop | pokis
6-11 83 [68;91] -
MICSIIiB
Mekcuka <2 9/17 GIP[4] 94 [16;100]
POKiB

Kpainu 3 HU36KUM piBHEM JIOXOTY
Maunasi <2 81/234 Bci 63 [23;83]
POKIB




* YV mamieHTiB, sKi He MPOMIUTM MOBHUH KypcC BakIMHAIi1, eheKTHBHICTD micis ojHiel 1o3u craHoBmia Bia 51% (95%
II: 26; 67, Enb-CanbBagop) fo 60% (95% AI: 37; 75, bpasuis).
I - noBipunii iHTEpBaJI.

Bnaus na cmepmHicmb]

Hocmimkenns BmuBy mnpenapary POTAPHUKC™, nposeneni B Ilanami, bpasumii ta Mekcwurii,
IPOJIEMOHCTPYBAIIN 3HIDKEHHSI CMEPTHOCTI 4epe3 Jliapero 3 yCiX Mpu4uH 3 Aiama3oHoM 22 - 56% y

JiTeH BIKOM JI0 5 POKiB, MPOTATOM 2 - 3 pOKIB IICJIsl BBEICHHS BAaKIIMHH.
1

Bnaus na cocnimanizayiio
B perpocnekTuBHOMY JociikeHHI 6a3u naHux B bemnbrii, mpoBeeHOMY 3a yyacTO JiTel BIKOM 5
POKIB 1 Mojoalie, MPpsSMUN Ta HENpsMUI BIUIMB BakiuHauii npenaparom POTAPUKC™ na
OB’ s13aHy 3 pOTaBipyCOM TrocCIIiTali3alito cTaHoBUB BiJ 64 % (95 % MI: 49; 76) no 80 % (95 % Al:
77; 83) uepe3 ABa poku Ticis BBeAeHHs BakiuHu. [loaiOH1 nocmimkenns B bpaswmmii, ABctpanii Ta
Enp-CanbBaiopi mpoieMOHCTPYBAJIM 3HWKEHHS piBHS rocmitaiizanii Ha 45 - 88%. Kpim Toro, nBa
JOCTIPKEHHSl BIUIMBY Ha TOCHITalli3alliio yepe3 Alapero 3 yciX MpU4YuH, npoBeneHi B JlaTHHCHKIM
AmMepulli, mpoaeMOHCTpyBaiu 3HIKeHHS Ha 38 - 40 % depe3 YOTHUPU POKH TICHS BBEACHHS
BaKIIMHU.

1I[OC.]'Ii}.'[)KeHHi[ BIUITMBY O3HA4YalOTh BCTAHOBJICHHA YaCOBOI'O B3a€MO3B’$I3Ky, a HE HpI/I‘lI/IHHO-HaCJli,[[KOBOFO
3B’SI3KY, MI>K XBOPOOOIO Ta BaKIMHAIII€IO.

Dapmakrokinemuxa
Omuinka ¢papMaKOKIHETUYHHUX BJIACTUBOCTEN HE 3aCTOCOBYETHCS JJII BaKIIKH.

Kuiniuni xapakrepucTuku
Ilokazannsa.

Bakumna POTAPHUKC™ nmoka3aHa it TpO(UIAKTHKH TaCTPOSHTEPUTY, CIPUIHMHEHOTO
poraBipycom (muB. po3aimm «Crmoci® 3actocyBaHHS 1 J03W», «OCOOTMBOCTI 3aCTOCYBaHHS»,
«IMyHOO10J10T19HI Ta G10JIOT1YHI BIACTHBOCTI»).

ILl]ennenna oimeii na mepumopii Ykpainu 30ilicHI0€mbca 32i0H0 3 euMO2amu Oil0UUX HAKA3I6
MO3 Ykpainu.

Ilpomunokazannus.

[TigBuIieHa Yy TJIIMBICTH MICHSI IOTIEPEAHBOTO 3acTocyBaHHs BakuHu POTAPHKC™ a6o no O6yab-
SIKOTO 3 KOMITOHEHTIB BaKIIMHM (TUB. po3ait «Ckmamy).

HassHicTs B aHaMHe31 iHBarigarii.

Heycynena BpomkeHa BajJa PO3BUTKY UUTYHKOBO-KHMILIIKOBOTO TPakTy (HANpUKIaA AUBEPTUKYI
Mekkerst), 1o Moke OyTH NepeayMOBOIO PO3BUTKY KHIIKOBOI iHBariHallii.

Tsoxkuit kom6iHOBaHu# imyHOoaedimuT (SCID) (muB. po3ain «I1o6iuHi peakiiin).

PinkicHa cmagkoBa (opma HemepeHOCUMOCTI (PYKTO3H, INIFOKO30-TAIAKTO3HOI0 MaibaOCopOLiero
a00 3 IYKPO30-130MaJIbTO3HOI HEIOCTATHICTIO. BakiinHa MICTHTH IIyKpPO3Y.

IIpu npoBenenHi iMyHizamii Ha TepuTopili YKpaiHM 040 NPOTHIIOKA3aHb TAKOXK CJiJ
KepyBaTucs ailouumu Hakazamu MO3 Ykpainu.

B3aemooia 3 inwumu nikapcoKumu 3acodvamu it inuii 6uOu 63a€Mo0iil.

Bakunny POTAPUKC™ M0XKHa3aCTOCOBYBAaTH B TIOE€IHAHHI 3 OYyIb-IKOIO 3 HIDKUE3a3HAYCHUX 5K
MOHOBAJICHTHHX, TaK 1 KOMOIHOBaHMX BaKIMH, BKIIOYAIOUU TeKcaBaleHTHY BakuuHy DTPa-HBV-
IPV/Hib - Bakmuny mis npodimaktuku audTepii, mpaBls, KauumroKy (Oe3KIITHHHY), rernaTtuty B,
HOJIIOMIENTITY Ta 3aXBOPIOBaHb, 110 BUKIMKAIOTECS Haemophilus influenzae tunty b (Hib); Bakuny
s npodinaktuku  audTepii, mpaBng 1 Kanunoky (muibHokIiTHHHY) (DTPw), Bakmuny mist
npodinaktuku audrepii, mpasis 1 kauwmoky (6eskiaituany) (DTPa), Bakiunay ans npodiiakTuku
3aXBOPIOBaHb, IO BUKIWKAIOThCA Hib, iHaKTHBOBaHY BakKIWHY I MPOGUIAKTHKU IMOJIOMIETITY
(IPV), Bakuuny g npodinaktuku renatuty B (HBV), kon’toroBany BakuuHy 17t IpOQiIakKTUKA
MTHEBMOKOKOBOT  iH(EKIii Ta KOH'IOTOBaHy BaKIWMHY i1 MNPOQIIAKTUKH 3aXBOPIOBaHb,



CIPUYMHEHUX MEHIHrokokamu ceporpynu C. Pe3ynpTaT A0CHIKEHb MOKAa3alu, 110 OJHOYACHE
BBEJICHHS IIMX BAKIIMH HE BIUTMBAJIO HA X IMyHOT€HHICTh Ta O€31eKy.

OpnnouacHe 3actocyBaHHS BakuuHu POTAPHUKC™i nepopaibHOi BaKIMHU A NPOQUIAKTUKU
nosiomienity (OPV) He mano BIiuMBY Ha IMyHHY BIANOBiAL JO MONIOBIpYciB. Xoya CyMiCHE
3actocyBaHHd OPV BakuuHM MOXX€ Yy HEBEJNMKIM Mipi 3MEHIIYBaTH IMyHHY BIJNOBiJb Ha
pOTaBIpyCHY BaKIMHY, KIIHIYHUN 3aXUCT TMPOTH TSKKUX TaCTPOSHTEPHTIB, CHPHUUYUHEHHUX
poTaBipycamH, 30€pira€ThCsl.

Oco01mBoOCTI 3aCcTOCYBAHHS.

3riiHO 3 BMMOTaMHU MEIMYHOI MPAKTHUKH, BaKIMHALIi MOBUHHO NEpeAyBaTH BUBUYCHHS aHAMHE3Y
(0coOMHMBO MIOAO MOMEPEAHKOI BAaKIIMHAIIT 1 MOXKJIMBUX BUMAAKIB MOOIYHUX pEaKIlii) Ta MEIUYHE
OOCTEKECHHS.

Sk 1 mpw 3acTOoCyBaHHI IHIIWX BakIMH, BBeAeHHS BakuuHu POTAPUKC™ mnoBuHHO OyTH
BIZIKTAJICHO B OCI0 3 TOCTPUMH 3aXBOPIOBAHHSAMH, IO CYIPOBOJKYIOTHCS JHXOMaHKoo. IIporte
HAsBHICTh HE3HAYHMX IH(EKI[H, Takux sK 3BHYalHA 3acTyla, HE € MPOTUIIOKA3aHHAM IS
NpOBEICHHS IMYyHi3allii.

3actocyBanHs BakiuHu POTAPUKC™ mnoBuHHO OyTH BIIKJIAQJEHO B 0OCi0, IO CTpa)XKJAarOTh HA
niapero abo OroBaHHS.

Hani mpo Oesneky Ta e(eKTUBHICTh 3acTocyBaHHA BakmuHU POTAPUKC™ y HEeMOBIAT 13
3aXBOPIOBAaHHAMM IUTYHKOBO-KHIIKOBOTO TPaKTy BiACyTHI. ToMy 3acTOCOBYBaTH BaKLUHY
POTAPUKC™ TtakuM HEMOBJSATAM CIIiJT 3 OOEPEKHICTIO, 3BAXKYIOUM PU3UK Ta KOPUCTH BIJ
BaKIIMHAIIII.

Pusuk iuBarinamii OyB BHBUEHHN Y BEJIMKOMY KJIIHIYHOMY IOCHiDKeHHI (63225 HEMOBIAT),
npoBeneHomy B Dinnsuaii, [Haii ta banrnagem. 30inblIeHHS PU3WKY BUHUKHEHHS 1HBariHarii
micist 3actocyBanHs BakuuHu POTAPHKC™ nopiBHSHO 3 miane0o BUSBICHO HE OyII0.

Opnak, 3a JaHUMH TOCTMapKETUHTOBOTO JOCTIKEHHS 3 0e3MmeKu, OyIo BHUSBICHO KOPOTKOYACHE
30UIbIICHHS PU3MKY 1HBariHamii Micis BaKIMHAIi, TOJOBHUM YHWHOM TIPOTATOM 7 IHIB TICIIsS
HepuIoi JT03M BaKLMHU Ta y MEHIUIA Mipi - micis Apyroi A03u. 3arajbHa KiUTbKICTh BUHMKHEHHS
BUIAJIKIB 1HBAriHaIii 3aJMIIA€THCS 3a YacTOTOI: pinko. BmimB 3acTocyBaHHS — BaKIMHU
POTAPHKC™ Ha 3araibHUI pU3MK BUHUKHEHHS 1HBariHallii He BCTAHOBIICHUH.

Sk 3ano6ixHUN 3aci0, MeIUYHUI MepcoHan y MiCIsIBaKIMHAIBHUM MepioJl MOBUHEH CIIOCTEpIraTH
3a OyIp-sIKHM CHMIITOMOM, IO BKa3ye Ha IHBariHamiio (TSOKKAH OuTb y KMBOTI, MOCTiiHE
OJIFOBaHHS, KpOB’STHUCTI BUIIOPOKHEHHS, 3AYTTS KUBOTa Ta/ab0 BHCOKa Temmeparypa). baTbkam
a00 OMiKyHaM CJiJI MOPAIUTH MIBUIKO MOBITOMIISATH PO MOSBY TAKUX CUMIITOMIB.

3acrocyBanHs BakuuHu POTAPHKC™ iMyHOCKOMIPOMETOBAHUM HEMOBIISITAM, BKJIIOUAIOUU THX,
XTO OTPHMYE IMYHOCYNPECHBHY Tepamilo, MOBUHHO Oa3yBaTHCA Ha pPETENbHOMY 3iCTaBJICHHI
MOTEHIIIMHOT KOPUCTI Ta pU3UKY 3acTOCYBaHHA BakUHU POTAPUKC™.

Sk BimOMO, BUAUIEHHS BaKIHWHHOTO BIPYCY 3 BHUIIOPOXHEHHSIMH 3’SIBISE€THCS MICJS BaKIMHAILIT i
TpuBae B cepenHboMy 1m0 10 1mHIB 3 MKOM BUAUICHHS Ha 7-M JeHb. 3a JaHUMHU KIIHIYHUX
JOCIIJKEHb CIIOCTEPIraiucs BUIAJKU MepeJadl BaKIIMHHOTO BIPYCY CEpPOHEraTHBHUM KOHTAKTHUM
ocobaM, ane 0e3 mosiBU Oyap-sSKuX KIHIYHUX CUMITOMIB. POTAPUKC™ crmin 3 00€peXHICTIO
3aCTOCOBYBAaTH 0C00aM, SIKi TICHO KOHTAaKTYIOTh 3 MallieHTaMu 3 IMYHOAE(IIIMTOM, 30Kpema 3i
37I05IKICHUMU HOBOYTBOPEHHSIMH, 200 TUMHU, XTO OTPUMY€E IMYHOCYIIPECUBHY TEPAIIiiO.

Ocobwu, 110 KOHTAKTYIOTh 3 HEIIOAABHO BAaKIMHOBAHUMHM JITbMH, MOBUHHI OyTH MpoiH(pOpPMOBaHi
PO HEOOXIHICTh JOTPUMAHHS PETENbHOI Tri€HU (BKJIIOUAIOYU MUTTS PYK) MICHS 3MIHM MIATY3KIB
y IUTUHHU.

[Ipn mpoBeneHHI MEpPBUHHOI IMYHI3allll y HEIOHOIIEHUX MiTed (HapomkeHMX < 28 THXKHIB
BariTHOCTI) HEOOXIAHUN MOHITOPUHI JUXaHHS NMpoTAroM 48 - 72 roauH Micis UIETJICHHS 4epe3
NOTEHUIWHUN PU3HUK alTHOE.

SIK 1 mpM 3aCTOCYBaHHI 1HIIMX BaKILIMH, 3aXMCHA IMyHHA BIJIIOB1/Ib MOKe OyTH OTpHUMaHa HE y BCIX
BaKI[MHOBAHUX IITEN.

Hapasi neBinmomo, Hackiiabku BakiuHa POTAPUKC™wMorxe 3abe3neuyBaTu 3aXMCT NPOTH LITaMiB
poTaBipycy, Kl HE MUPKYJIIOBAIH Y paMKax MPOBEICHUX KIIHIYHUX JOCIIHKCHb.



Bakmuna POTAPHUKC™ He 3axuIiae BiJi TaCTPOSHTEPUTIB HEPOTABIPYCHOT €T10JIOT 1.

3acmocysanns y nepioo sazimuocmi abo 200y8amns 2pyooio.

Bakuumna POTAPUKC™ nHe mnpu3HadeHa I 3aCTOCYBaHHS y JOpPOCIUX. ToMmy daHi MIOJ0
3aCTOCYBaHHSI BaKIIMHH >KIHKaMH I1iJ 9ac BariTHOCTI a0 mepioay TOAyBaHHS IPYAIIO BIICYTHI.
[pyHTyrounch Ha [0Ka3aX, OTPMMaHHX B pE3yJbTaTi KIIHIYHUX JOCITI/KEHb, TPYyIHE
BUTOJIOBYBaHHS HE 3MEHIIYE 3aXHCT BiJl POTaBIPyCHOTO TacTPOCHTEPUTY, OTPUMAHOTO MiCIs
(BHacniok) 3actocyBaHHs BakuuHu POTAPUKC™. TakuMm 4MHOM, Tpy/JIHE BUTOJOBYBAaHHS MOKHA
MIPOJOBXKYBATH ITiJl YaC BaKIMHAIII].

Cnocid 3acTocyBaHHs i 1031.

/o3zysanns

Kypc Bakmunanmii ckiagaerscsi 3 ABOX 103. Ilepma go3a Moxe OyTH MNpHU3HAYeHA JAWTHUHI,
MMOYMHAIOYY 3 BIKY 6 THXHIB. [HTepBa Mi>K 3aCTOCYBaHHSM MEPILO 1 IPyroi 703U MOBUHEH OyTH HE
MeHIe 4 TrwkHiB. Kypc BakiuHaii ¢i1ijy 3aKiHYUTH 10 JOCATHEHHS TUTHHOIO BIKY 24 THIKHI.
POTAPUKC™ wmoxe OyTd NpHU3HAUYEHUH 3a TUMH K IOKa3aHHSAMHU 1 HEJOHOIIEHUM JiTSM,
JOTPUMYIOUHCh TAKOTO C€aMoro J03yBaHHA (IOUB. po3ainu«lImynobionoziuni ma 0ionoiuHi
enacmueocmiy ma «llobiuni peaxyiiy).

3a MJaHMMHU KIIHIYHUX JOCTIKEeHb, 3pUTyBaHHA a00 CIUIbOBYBAHHS NPU 3aCTOCYBaHHI BAaKIMHU
CIIOCTEPIrajoch MyK€ PIAKO 1 B TaKUX BHUMAJKax IMMOBTOpPHA 03a HE BBoawIach. OmHaK, SIKIIO
JUTHHA 3pUrHyJa abo CIUTIOHYJIa Mailke BCIO 103y, MOKHA OJJHOPA30BO 3aMiHUTH L0 103y IiJI 4ac
I[BOT'0 K CAMOT0 BAKI[MHYBAHHS.

HacrTiiiHO pekoMeHay€eTbes, 00 HEMOBIIATA, SIKI OTpUMANHU nepiy 103y BakiuMHu POTAPUKC™,
3aBEPIIMIN 2-1030BUI KypC BaKIMHaIlli npenapatom POTAPUKC™.

Cnoci6 3acmocyeanns

Bakmuaa POTAPUKC™ mpu3HaveHa TiUTbKHU AJIs IepOpaIbHOTO 3aCTOCYBAHHS.

BAKIIMHY POTAPUKC™ HI B AKOMY PA3l HE MOXHA BBOJIUTU VYV BUIJIAAL
IH’EKIT!

BincyTHi 00MeKeHHS Ha CIIOYKMBAHHS HEMOBJISIM 1K1 @00 pIAMHM, BKIIOYAIOYHM IPYAHE MOJIOKO, SIK
10, TaK 1 IMCJsa BaKIIMHAII].

3a 1aHUMH, OTPUMAHUMU y KITHIYHUX JOCIIIPKEHHSX, TPYy/IHE BUTOJIOBYBaHHS HE MOKE 3MEHIIUTU
epextuBHicTh BakiMHU POTAPUKC™. Tomy B mnepiof MNpOBENCHHS BaKIMHALi MOXXHA
IPOJOBXKYBaTH r0lyBaTH TUTUHY IPYAHUM MOJIOKOM.

[HCTpyKLIT 111010 MPUTOTYBaHHS a00 BiAHOBJIEHHS BaKI[MHU NPUBECHI HIDKYE.

Texnixa 3acmocy8anHs/N08OONCEHHS 3 NPENApamoMm.

CreniajbHi 3acTepeskeHHs 11010 32CTOCYBAHHS | BUKOPHCTAHHSA Npenapary

Bakuuna € mpo3oporo 06e30apBHOIO PIAMHOIO, BUIBHOIO Bif OyIb-SIKHX CTOPOHHIX YacTOK; Yy
OpaJIbHOMY aruTiKaTtopi abo TUIACTHKOBIH TyOi, 3aKPUTHUX 3aXMCHUM KoBMavykoM. [Ipemapar roToBuit
JUIs BUKOPUCTAaHHS (HE MOTpiOHe Horo po3unHeHHs abo posBeleHHs). [lepen 3acTocyBaHHSIM
BaKIMHY HEOOXiTHO Bi3yaJbHO NMEPEBIPUTH HA HASBHICTh OYyAb-IKHX CTOPOHHIX YacTOK 1/ab0 3MiHy
30BHIIIHBOTO BUTJIAAY. Y BHUIMAJKY, SIKIIO CIIOCTEPIraeThes IM0-HEOYAb 13 IMEepepaxoBaHOTO BHIIE,
BaKIMHY HE BUKOPHCTOBYBATH.

3acmocysanns 6akyuHu y opanvHomMy aniikamopi ma myoi:

1. TexHika 3aCTOCYBaHHS BaKIMHU B OPAILHOMY aIlTiKaTOpi HaBeJIeHa Ha puc. 1.
2. TexHika 3aCTOCYBaHHsI BaKI[MHU B TyO1 HaBeJleHa Ha puc. 2.
3. L{s BakMHA TpHU3HAYCHA JIMIIE TSI TIEPOPATBLHOTO 3aCTOCYBaHHs. JIMTHHY CIiJI TPUMATH 3

BIIXHJICHOIO TOJIOBOIO. BBediTh yBech BMICT OpaibHOro armuiikaropa abo TyOu
MMEPOPAJIBHO (Ha BHYTpILITHIO IOBEPXHIO IIOKH).
4. He BBoauTH ILJIAXOM iH’€KIIil.



Puc. 1. Texnika 3acToCYBaHHS BAKIIMHHA B OPAJLHOMY aILTIKATOPI

3HiMiTb 3aXMCHMUI KOBMAYOK 3
opasibHOro annikaTopa

Lia BakuMHa npu3HayeHa TiNbKU Ans
nepopanbHOro 3actocyBaHHA. [AuTuHA
Ma€ 3HaxXo4UTUCb Yy  BiAXUIAEHOMY
nosnoxeHHi Hasag,. BeeaiTb yBecb BMicT
OpanbHOrO anikatopa Ha BHYTPILWHIO
NoBepXHIO LLLOKM OUTUHU
NEPOPAJIbHO.

He BBOAUTU WINAXOM iH’ €Ki,



Puc. 2. Texnika 3acTOCYBaHHS BAKIIMHHA B TY0i

KOBMa4yoK

A 1Ilo BM NOBHHHI 3pOOMTH, NEPII HIXK | 3axuchuit

BeoauTH POTAPUKC™ KOBMaYOK

e [lepeBipre JgaTy 3aKiHYEHHS TEpMIHY
MIPUAATHOCTI.

e [lepeBipTe TyOy HIOAO MOIIKOIKEHHS a00 | Membpana
BIIKPUTTSL.

e [lepesipre, mo6 piguHa Oyma mposopa i

0e30apBHa, 6e3 OyIb-IKHX 9aCTOK.

SKo BM MOMITHIM 1I0-HEOY/lb HE3BHYHE, HE | Ty6a

BUKOPUCTOBYITE BaKIIUHY.

e [l BakIMHA 3aCTOCOBYETHCS MEPOPAITBHO -
0e31ocepeIHbO 3 TYOH.

e BakmuHa roTOBa 1O 3aCTOCYBaHHS - HE
notpiOHO 3MinryBaTH i 3 4HM-HeOynb
THIINM.

B Ipuroryiite Ty0y a5l 3aCTOCYBAHHA

1. 3HiMiTH 3aXHCHHUH KOBIIAYOK

e He Bukupaire 3aXWCHUNA KOBIIAYOK — BIH
BaM  3HaMOOWUTHCSA, 100  MPOKOJOTH
MeMOpaHy.

e Tpumaiite TyO0y BepTHKAIbHO.

2. Tlocrykaiite mo BepxiBmi TyOM 1100

3BIJILHUTH il Bl Oyab-sKOI pinuHM.

e Buganite piuHy 3 TOHKOI YacTUHU TyOH,
MOCTYKYIOUH TPOXH HIDKYE MEMOpaHH.

3. IlousoxeHHSI 3aXHCHOI0 KOBIAYKa IJIf Mem6paHa

BiIKpHUTTH TYOH

. Tpumaiite TyO0y y BepTHUKaJIbHOMY
MIOJIOXKEHHI.

e VYTpumyiite TyOy 3a OOKH.




e Bcepenuni BepXHbOiI YAaCTUHU 3aXHUCHOTO
KOBITa4YKa € HEBEJIMKUM IIHII - Y TIEHTPI.

e [loBepHITh 3aXUCHUW KOBMAYOK IITUIIOM

nonusy (180°).
4. Il100 BinkpuTH TYOY HatucryTy
e Bam He noOTpiOGHO KPYTUTH 3aXUCHHUH 3axucHuii

KoBMayok. HatuchiTh Ha HBOro, 1100 koBnadok

MPOKOJIOTH MEMOpaHy.
e [loTiM 3HIMITH 3aXUCHUU KOBIIAYOK.

[OHU3Y

C Ilepesipre, mo6 Tyda Oyjga npaBHJIBHO | OTeip
BiAKpuTa

1. IlepeBipre, mo0 ™MemOpana 0Oyuaa
MPOKOJIOTA
e VYV BepxHiif yacTuHi TyOU Mae OyTH OTBIp.

2. lllo poOouTH, SIKIIO MeMOpaHa He Oyjaa

>
=]

MPOKOJIOTA
o Skmo  meMmOpaHa He  IPOKOJIOTA,
MOBEPHITbCA /10 MYyHKTY B 1 HOBTOPITH
KpokH 2, 31 4.
D BBenits Baknuny Tinbkn ann
e [Ilicna BiAKpUTTA TyOM mepeBipTe, 11100 epOpanbHOro

. 3aCTOCyBaHHA
pinmHa Oyna mpo3opor, 0e3 Oyab-SKHX Y

CTOPOHHIX YaCTOK.
SIKmo BM MOMITWIM 1I0-HEOYh HE3BHYHE,
HE 3aCTOCOBYMTE BaKIHHY.

e Binpasy x BBeiTh BaKIUHY.

1. IlpaBuiabHO mOCAiTH JWTHHY, 1100 E




BBECTH BAKIINHY
o [locanith nUTUHY Yy 3J€TKa BiIXWUJIICHE
Ha3aJ [OJIOKEHHS.

2. BeeniTh BaKUMHY

e Haruckatoun Ha TyOy, 00epeHO BBEHITH
BCIO pIAMHY B poT (Ha BHYTPILIHIO
MOBEPXHIO MIOKU JIUTHHH).

e Moxe 3HaZOOMTHUCS JEKiIbKa HATUCKaHb
Ha TyOy, 11100 BUJIABUTH BCIO BaKIMHY - L&
HOPMAJIbHO, SIKIIO KpPAaIlUTMHA 3aJIUIIMTHCS
Ha KIHYHMKY TyOH.

IlepenosyBaHus.

Bbysno orpuMaHo nesiki MOBITIOMIICHHS PO BUIIAJKK NIEPEI03yBaHHS. 3arajoM MOBIIOMIICH] TOO1YHI
peaxiiii Oy aHaJOTiYHUMH THM, SIKI CIIOCTEPITaloThCS MICHS 3aCTOCYBAaHHS PEKOMEHI0BAHOI 03U
Bakuuau POTAPUKC™

Himu

Bakuuna POTAPHKC™ He noBUHHA BUKOPUCTOBYBATHUCH y JIITEH cTapiie 24-THUKHEBOTO BiKY.

Il06iuni peakuii.

JlaHi KJIiHIYHUX JOCHIUKEHb

Jl1s1 BU3HAYCHHS 4aCTOTH BUHUKHEHHS TOOIYHUX J1H 3aCTOCOBYETHCSI HACTYITHA KiIacH(iKaiis.
Hyxe yacto (> 1/10)

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

Heuwacro (> 1/1000 - < 1/100)

Pinko (= 1/10000 - < 1/1000)

Hyxe pigko (< 1/10000)

[Ipodine Oe3nexu BaKIMHHU, HABEACHUN HIDKYE, IPYHTYEThCS HA JAHUX KIIHIYHUX BUIIPOOYBaHb,
npoBeieHuX K 3 JiodimizoBaHoro ¢opmoro BakuuHu POTAPHKC™, Tak 1 3 yXe T'OTOBOIO
OpaJIbHOIO CYCIIEH3I€H0.

3aranoM y 4 KIHIYHMX JOCHIKeHHSX BakuuHu POTAPHUKC™ vy ¢opmi cycnensii Oyno
imyH130BaHO 1900 HemoOBAT, kUM Oyiio BBeaeHO Onu3bko 3800 103 BakuMHH. 3a JAaHUMH IUX
JOCIIJDKeHb OyJlo MOKa3aHo, 10 NMpodias Oe3neku BakUMHU y (opMi cycleH3ii € NOpIBHIHUM 3
npoginem 0e3neku BakuuHU Y (GopMi J10(]1J1130BaHOTO TOPOLIKY .

3aranoM y 23 KIiHIYHUX JocTimkeHHsax Oyno BukopuctaHo 106000 mo3 Bakuunu POTAPHKC™
(y dopmi miodinizoBanoro mopouiky abo cycnensii) npuommusuo 51000 HemoBsITaAM.

VY Tpbox muanedo-KOHTPOIbOBAHUX KITIHIYHUX AochikeHHsIX, 16 POTAPHUKC™ 3actocoByBaBcs
CaMOCTIHHO (ITPU3HAYEHHS IHIIMX 3BMYAMHUX MElaTpUYHMX BaKLMH BiAOyBajocs 3a rpadikom),
4acToTa Ta TSDKKICTh TAaKMX OUYIKYBAaHMX CHUMITOMIB (3apEECTPOBAHUX MPOTATOM & IHIB TMiCHA
BaKILMHAII), SIK [iapesi, OJIOBaHH, BTpaTa aleTUTy, JMXOMaHKa, APATiBIMBICTh Ta KallleJb/HEXKHUTh
CYTTEBO HE BIJPI3HIUCS Yy Ipymi, o BakuunyBanacsi POTAPUKC™, y nopiBHSIHHI 3 TPyIOO, 10




oTpumMyBaia 1ane6o. He Oyno BigmiueHO 30UTbIIEHHS YaCTOTH Ta TSHKKOCTI IIMX Peakiiii i micis
3aCTOCYBaHHS JIPYTO1 JO3H.

3a JaHUMH Yy3arajdbHEHOro aHamizy 17 miane00o-KOHTPOIbOBAHUX KIIIHIYHMX JOCHTIIKEHb, e
POTAPUKC™ 3acTocOoBYyBaBCs pa3oM 3 IHIIUMH TMEIIaTPUYHUMHU BaKIMHAMU (AWB. PO3MALT
«BzaeMonis 3 IHIIMMH MeEJUKaMEHTaAaMH Ta IHIII BHUIU B3a€MOJIi»), Taki MOOIYHI peakiii
(3apeectpoBani mpotsaroMm 31 mHS micHs BakIUHAINi) OyJM OIIHEHI SK MOXJIHBO TOB’S3aHI 3
BaKIIMHAII€IO.

Knac cucmemu Yacmoma | Ilo6iuni peakuii
opzanie
HI1yHKOBO- Yacro Hiapes

KHIIKOBA CUCTEMA

Heuacmo MeTteopusM, 6111b y )KUBOTI
Hyxe [HBarinaris

piaKo
Heigomo* | KpoB’stHUCTI BUIIOPOKHEHHS

Hesigomo™* | 'acTpoeHTepUTH 3 BUAUICHHIM BaKIIMHHOTO BIPYCY Y
HEMOBJIAT 3 TSHKKUM KOMOIHOBaHMM IMyHOAE(IUTOM

(SCID)
Llkipa Ta Heuwacro Jlepmatut
H1IIIKIPHI TKAHUHU
3aranpHi posznaau [ Yacto JpaTiBIuBICTh
Ta TIOPYIICHHS B
MICIIi BBEJICHHS
[HopymieHHs HeBigomo* | AnHOE y HEIOHOIIEHUX HEMOBIAT (HApOKEHUX < 28
IuxaHHdg, QYHKIT THXKHIB BariTHOCTI) (UB. po3/ia «OcoO0mmBOCTI
OpraHiB _ TpYyJHOi 3aCTOCYBaHHS» )
MOPOKHUHU Ta
CepeIOCTiHHA

* OCKIIBKY MPO I1i IOJ(iT OYJIO MOBITOMIICHO CIIOHTAHHO, HEMOXKJIMBO JOCTOBIPHO OI[IHUTH iX YacTOTY.

Pusuk BUHUKHEHHs iHBariHamii OyB OIIIHEHWH Yy BEIMKOMY KIIHIYHOMY JOCIHIKEHHI 3 Oe3neku
3aCTOCYBaHHJ I1i€1 BakIuHU y JlaTuHChKIA AMepuini Ta OiHnsgHaii 13 3amydeHHsM 63 225 maiieHTis.
3a 1aHUMH 1IOTO JTOCTIKEHHS He OyJI0 BUSBJICHO 301IbIICHHS PU3UKY BUHUKHEHHS 1HBariHaii y
IpyIi MAaIi€eHTiB, iMyHi30BaHUX BakiuHOO POTAPUKC™, mopiBHSHO 3 Tpymnow Iuiarnedo, sk
MOKA3aHO Y HABEICHIM HUXKYE TaOIUII.

Tepminn nposBy inBarinamii POTAPUKC™ IInane6o Binnocuui
(KiJIBKiCTB 0¢i0) (KiIbKiCTH pusuk (95%
0ci0) AT)
[HBariHaIis npoTsIroMm
31 mHs micns: N=31673 N =31 552
- Mepuoi 1034 1 2 0,50 (0,07;
3,80)
- JIpyroi 103U 5 5 0,99 (0,31;
3,21)
[HBarinauist nporarom
MIEPIIOrO POKY JKUTTS: N=10159 N=10010
- mepiua J03a BBEJICHA 4 14 0,28 (0,10;
10 1 poky 0,81)

N - 3arangbHa KUIBKICTB OCIO.
1 — nosipuwnii inTEpBa.

besneka 3acTocyBaHHS BAKIIMHHM HEJOHONICHUM HEMOBJIATAM




VY kminivnomy nocnimkenni 1009 HegonomennM HeMoBIsATaM Oyio 3actocoBano POTAPUKC™ y
dbopwmi modimizoBanoro nmopomky ado riarnedo (198 memoBnar mamm 27 - 30 THKHIB TecTarlii Ta
801nemoBns — 31 - 36 TwxHiB rectamii). [lepria qo3a Oyna 3actocoBana y Bimi 6 TrxkHIB. Cepiio3Hi
1o014YH1 MposBH croctepiraiuch y 5,1 % HeMoBT, ki otpuMmyBanu POTAPHUKC™, mnopiBHSHO 3
6,8% HEMOBIAT, fAKi OTpUMYyBaJIM IU1ane00. AHAJIOTIYHA YacTOTa IHIIUX NOOIYHUX TPOSBIB
criocTepiraigach y rpymi HEMOBIT, ki otpumyBaniu POTAPUKC™, ta y rpymi, sika OTpuMyBaJia
miane6o. [ToBigomMIeHs PO BUIIAIKK 1HBATIHAIlIT HE 0YJI0.

JlaHi TOCTMAapKETHHTOBOTO CIIOCTEPEKEHHS

HopyuieHHs 300Ky IIITYHKOBO-KUIIIKOBOTO TPAKTY

Pioko: KpOB’SIHHCTI BUIIOPOKHEHHS, TaCTPOCHTEPUTH 3 BHUAUIEHHSM BaKIUHHOTO BIpyCy Yy
HEMOBIIAT 3 TSHKKUM KOMOiHOBaHUM iMyHOaediuTom (SCID).

Ilyoice pioxo: iHBariHatis (AUB. po3ain « Ocobaueocmi 3acmocy8aHtsy)

Tepmin npuoamnocmi.
3 poku. [laTa 3aKiH4eHHs TEPMiHY MPUIATHOCTI BaKI[MHH 3a3HAYCHA HA €THKETIIl Ta HA YMAKOBIII.

YmoBHu 30epiranns.

Baxnuny cain 36epiratu npu temmeparypi Bia 2 10 8 °C (y xononunbHHKY). He 3amopoxyBaTu.
30epiraTi B OpUTiHAIbHIA YNaKOBI, 100 3aXUCTUTH BiJ CBiTJA. 30€piratd y HEIOCTYIHOMY ISt
niTer Micr.

HecymicHicTb.
[Ipu 3acTocyBanni Bakuuny POTAPHUKC™He ciij 3MilTyBaTH 3 IHIIMMH JIKAPCbKUMH 3aC00aMu.

YnakoBka.

Mo 1 mo3i (1,5 mu1) BakIMHM Y MOMNEPEIHBO 3alIOBHEHOMY OpajJbHOMY aruIikaTopl 31 ckia tumy |
(€Bp.D.) 13 3aXMCHUM KOBIAYKOM a00 IJIACTUKOBIH TyO1 3 KOBIIAUKOM.

OpanpHuil arikatop abo TyOa pa3oM 3 IHCTPYKIIEIO MPO 3aCTOCYBaHHsS BKJIAJEHI B KapTOHHY
kopoOky. ITo 1 abo mo 5 momepenHbO 3aOBHEHUX OpabHUX allIiKaTopiB abo TyO B KapTOHHIN
KOpoOIIi.

Kareropis Binnmycky. 3a penenrom.

Bupoouuk. ['makcoCmitKunsita bionomxkikans C.A., benbris / GlaxoSmithKline Biologicals S.A.,
Belgium.

Micue3HaxoakeHHsl BAPOOHHKA Ta ajgpeca Micusi NPOBaJKeHHs HOro AislJIbHOCTI.
Pro nen’IucriTio, 89 1330 M. Pikcencapr, bensrist / Rue de I’Institut, 89 1330 Rixensart, Belgium.




