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IHEPBAPUKC
Bakuuna ist npodiIak THKH 3aXBOPIOBAHb, [0 BUKJIMKAITHCS BipyCOM IAIJIOMH
Jroaquau Tanis 16 Tta 18

Cknao:

no3a BakiuaA 0,5 MII MICTUTE:

Oitoui pevosunu: 20 MKT Bipycy naminomu momuan Tan 16 L1 mporein; 20 MKT Bipycy HamijioMu
monaunu tun 18 L1 mporeiH; '

Oonomivicni - pevosunu: 3-O-nesanmin-4’-monodochoprmin  nmiy A, aTOMIHIIO TiIPOKCH
TiZipaTOBaHMA; HATPIIO XJIOPHU/T; HATPIO Jurigpodocdar auriapar; Boaa U iH’ €KITIH.

Jlikapepka ¢opma. Cycriensist st in’ exiriii.

Ocnosni  ghisuxo-ximiuni  enacmusocmi: ~1IEPBAPMKC, Bakmmua i TpoQiTaKTHKA
3aXBOPIOBaHb, IO BHKIMKAIOTECA Bipycom mamitomu Jnoxuwad (BITJI), BurorosieHa 3
BHKOPUCTaHHAM TexHoJIori1 pekombinanTHoi JTHK, AS04 an’toBanTtHa, afncopboBaHa.

®dapmakorepaneBTHYHA Tpyna. IlpoTuBipycHi Bakiuuu. Bakmmaa Uit IpoQiTakTHKH
3aXBOPIOBAHb, 10 BUKJIMKAIOTHCSI BipycoM marigomMu jroauau (Tanu 16, 18).
Kox ATX JO7BMO02.

Imynonoziuni ma 6ionoziuni énacmugocmi.
Mexanism 0ii

[MEPBAPUKC — e am’roBaHTHa peKOMOiHAHTHA BaKI[WHA, BUTOTOBJICHA 3 BHCOKOOYMIIECHUX
HeinQexiiHux BipycomomiGuux uactox (BITY) ocroBHOro kamcuamoro 6imxa L1 Bipycy
namiyomu jrouan (BITJI) onkorennux tvmis 16 i 18. BITY e mictats BipycHoi JIHK, ToMy BoHI
HE MOXYTh iH(IKyBaTH KINTHHY, pO3MHOXYBaTHCs abo OyTH IPUYMHOIO 3aXBOPIOBAHHSI. Y
TOCII/DKEHHSIX Ha TBApUHAX OYJIO IIPOJEMOHCTPOBAHO, IO €()EKTHBHICTH BAKIHUH, AKi MiCTATH
BIIY L1, 3Ha9HO0 MipOrO OMOCEpENKOBaHa T'yMOPAIBHOKO iMyHHOO Bi/lIIOBIITIO.

3a migpaxynakamu BIDI-16 i BIUJI-18 cnpuunsstors npuGimsao 70 % BHNAAKIB paKy IIHAKH
markn, 90 % BumajkiB paky asHaneHOro KaHanmy, 70 % Bumankis mnos’szaxoi 3 BILI
iHTpaemiTenianbHOT HeOIUTa3ii BYIbBH Ta IiXBU BUCOKOTO CTYTIEHS 3JI0SKIiCHOCTI i 78 % BUIaIKiB
noB’s3anoi 3 BIIJI inTpaenmiTemianbcHOi Heomuiasii aHaJIbHOTO KaHAIy BHMCOKOTO CTYNEH:
3nosikicHocTi (AIN 2/3).

Inmi onxorenHi Tamu BITJI Tako MOXyYTh CIIPHUYMHSITH AHOT €HiTaTbHUH
BIDI-45, -31 i -33 — ne 3 madtmommpenimi Tumu BITJI, 1m0 He BXO,
IEPBAPUKC, siki BUSBIAIOTH HpH INNOCKOKTITHHHIN KapluHOMI J
ameHoxapuHOMi (8,5 %). :

'__-———*-’ .
\YarofpkeHo 3 Matepianamti’

peecTpaLitHoro L,0cbe



Tepmin «IepeAyXJIMHHI aHOTEHiTaNbHI ypaxkeHHs» B posmini «[lokaszaHHS» BiamoBigae

HepBiKaNbHil iHTpaemiTemianbHil Heomnasii Bucokoro crymers 3noskicHocti (CIN2/3),

inTpaemiTenmianpHii  Heomnasii BymeBM  BHCOKOro  crymeds 3nosikicrocti  (VIN2/3),

inTpaeniTenianbHili Heomnasii MiXBH BHCOKOTO cTymeHs 3noskicuocri (VaIN2/3) Ta aHanbHiH

iHTpaeniTenianpHii Heortasii (AIN 2/3).

Kiiniuni OCHTiHKeHHS

Kiriniuyna e eKTHBHICTD Y JKIHOK BikoM 15-25 pokiB

E¢exrusnicts Bakmunu 1IEPBAPUKC 6yino OIiHEHO y JBOX KOHTPOJBOBAHHX, NOMABIHHMX

CIINMX, paHIOMi30BaHUX KIiHIYHMX mociipkennsx ¢asu 11 ta III, B sikux B3sum ydacts 19 778

XKiHOK BikoM 15-25 poxiB.

V nocmimxensi IT ¢asu (mocnmimkerns 001/007) Gyiio 3apaxoBaHO JIAIIE KIHOK, SIKi:

- Manu HeraTuBHEH pesynsraT Ha JJHK BITJI onkorennux tamis 16, 18, 31, 33, 35, 39, 45, 51,
52, 56, 58, 59, 661 68;

- Oymu ceponeratuBHuME Ha BIIJI-16 i BITJI-18 Ta

- MaJId HOpMaJIbHAN Pe3yJIbTaT IATOJIOTITHOTO JOCIIDKEHHS

I[1epBHHHOIO KiHIIEBOIO TOUKOIO edexTuBHOCTI Oyiu Bumaaku indexmii BITJI-16 i/a6o BIIJI-18.

SIK JIOJIATKOBY KiHI[EBY TOYKY €(DEKTHBHOCTI OIMIHIOBAIM JBAHAIIITUMICSIYHY IIE€PCHCTYIOUY

iH(eKITifo.

VYV nmocmimxenns ¢asu I (mocmimkenns 008) Gyno 3apaxoBaHO JKIHOK, sKi HE IPOXOIHIIH

nonepenHii CkpuHiHr Ha HasBHicTe BIIJI-iHdexmii, TOOTO HE3aIeXHO BiJl BHUXITHOIO

IUTOJIOTIYHOTO Ta cepojorignoro crarycy BILJI Ta #toro JIHK-crarycy.

IlepBUHHOIO KiHIIEBOIO TOYKOIO eekTuBHOCTI Oyna HassHicts CIN2+, mos’ssamoi 3 BILJI-16

i/a6o BIIJI-18 (BIIJI-16/18). Llepsikansua inTpaemitenianpaa Heomrasis (CIN) 2-ro ta 3-ro

crynens (CIN2/3) it ajeHOKapIEHOMA KK MaTKH in situ (AIS) Oyiu BUKOpHCTaHi B KIIHITHAX

JOCITI/DKEHHSIX SIK CypOTaTHI MapKEpH paKy IIHUHKH MaTKH.

BropuHHAMH KiHIeBUMHE TOUKaMu Oy 6- Ta 12-MicsiaHa mepcucTyioua iHpeKIis.

Ilepcuctyroua iH(peKIlis, Aka TPHBA€E MIOHAHMEHIE 6 MICSIIiB, TAKOX BHUABUIIACS PEJICBAaHTHUM

CYpOraTHHM MapKepoM paxy IMMHKHA MATK{ B XKiHOK BikoM 15—25 pokiB.

[IpodinaxTryna edexrusHicTs npoTy indikyBanns BITJI-16/18 y momyssmil, ska He iHdikoBaHa

onxoreHHuMH THamMu BIUJT

V nocmimienni 001 sxirox (N=1 113) BakiuHyBasm Ta OLiHIOBaIK e)EKTHBHICTH JI0 27-I0 MiCSIIS.

ITixrpymy xinox (N=776), BaknquHoBanuX y gociimkerni 001, cmocrepiramu B gociimpkenni 007

110 6,4 poxy (mpu6iu3HO 77 MiCAIIB) MiCIIs BBEAEHHS MEPIIO] 03U (CepenHil mepio 1 HoAabIIoro

criocTepexenHs 5,9 poky). ¥V pociimkenni 001 6yiio 3apeecTpoBaHoO I’ ATh BUNAAKIB 12-MicaaHol

nepcuctyrodoi indekmii BIIJI-16/18 (4 BILI-16; 1 BIII-18) y KOHTpPONbHiN Tpymi Ta OJIUH

Bunanok BIIJI-16 y rpymi 3acrocyBanHs Bakiuuu. Y pociimkenti 007 eheKTHBHICTS BaKIMHA

LIEPBAPUKC npotu 12-micsamoi mepeucryrouoi indexuii BIII-16/18 cranomia 100 % (95 %

JII: 80,5; 100). Byo 3adikcoBaHO NIICTHAMIAT BUNA KB epcuctytodoi indexuii BIIJI-16 i m’a1h

BUNA/KiB mepcucTyrodoi indekirii BITJI-18 — yci B KOHTpOJNBHIH Tpymi.

V nocrimxenni HPV-023 3a yuacHukamu 6pasmibebkoi koropru (N=437) nocmimkerss 001/007

CIIOCTEpITal B CepelHBOMY mpoTarom 8,9 poky (crammaptae BimxwieHHS 0,4 poxy) micis

BBEJIEHHS MEPINOi 03K, Y Ipymi 3acTOCyBaHHs BakmuHd B pociipkeHHi HPV-023 na MoMeHT

3aBepINeHHs JOCHiIDKEHHS He Oyio 3adikcoBaHO JKOAHOro BHmaaky iHdikyBaHHA abo

TiCTONATONOTIYHOTO ypaXkeHHs, oB's3anoro 3 BITJI-16 a6o BIUI-18. ¥V rpyni mrane6o 6yio 4

BHIAJKK 6-MicsuHOI epcucTyrouol indexii, 1 Bumamox 12-MicsHOI EPCHCTY0U0] iHEKIii.

JlocmikeHHs] He MaJIo IOCTaTHBOI IIOTYKHOCTI, 00 IIPOJEMOHCTPYBATH Pi3HUITO MiX IPYIIOO

BaKIIMHK ¥ TPyIIOI0 Iarne0o JUst UX KiHIEBUX TOYOK.

IIpodinakrruna ebextusHicts npotu BILJI-16/18 y xinok, He indikoBanux BIIJI-16 Ta/abo

BIIJI-18

HETaTHBHUMH ¥ cepoHeraTuBHUMH Ha 0-my micsmi Ta JIHK-HeraTug
tuiry BITJI, mo posmisaases B anamisi). Ls koropra BKITFOUaa XiHOK §
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IIMTOJIOTIYHOTO JIOCII/PKEHHST a00 HU3BKUM CTYIICHEM 3JI0SKICHOCTI Ha BHXIJIHOMY PiBHI M HeE
OXOIUIIOBAJIA JIMIIE MKIHOK 3 BUCOKMM cTyneHeM 3yoskicroceti (0,5 % Bij| 3arajibHOI TOILYJIAIIT).
ITigpaxynox Bumaakis CIN2+ st koropru ATP Oyno posmouaro Ha 1-i JieHb Micis BBEIEHHS
TPETHOI JI03U BaKIIUHH.

3aranom 74 % xiHOK, 3apax0OBaHMX y JOCIIDKEHHs, He Oyiu indikosani sk BITJI-16, Tak 1 BITJI-
18 (robro Oymu JIHK-HeraTuBHHMH Ta CEpOHETATHBHUMH Ha MOMEHT BKIIOYCHHS B
JIOCTIJDKEHHST).

Byno mposeneno asa amamisu mocnipkends HPV-008: mopiliHO-BHKIMKAHUM aHaili3, SKMH
IPOBOIMIIA TicHsl TOro, sik y koropri ATP Gyio 3apeecTpoBaHO IoHaWMeHIIEe 36 BHIIA/KIB
CIN2+, noB'si3anux 3 BITJI-16/18, i anai3 HaIpHKiHIT TOCITI DKSHHSL.

EexTuBHiCTs BakIMHH MO0 TepBUHHOI KiHIeBoi Touku CIN2+ HampHKiHIU TOCIIDKEHHS
npezcrapieno B Tabmumi 1. Y jpomatkoBomy aHamizi edextusnicts BakuumHu IIEPBAPUKC
orinroBainy 1moo CIN3+, mos'szanoi 3 BITJI-16/18.

Tabnuysa 1. E¢pexkmuenicms 6aKYUHU RPOMU YPAXNCEHb WIUUKU MAMKU 6UCOKO20 CHIYHEHA

3noakicnocmi, noe'azanux 3 BII/I-16/18 (kozopma ATP)

Kinnena Koropra ATP®

Ig;lll;a HPV- Anaji3 Hanpukinni gocximpkenns®
IHEPBAPUKC | KonrpoJusn EdexrusHicts, % (95 % JAI)
(n =7 338) (n =7 305)
n® n

CIN2+ 5 97 94,9 % (87,7,98,4)

CIN3+ 2 24 91,7 % (66,6;99,1)

N = kinbkicTb 0ci0, BKIIIOYEHHX Y KOXKHY TPYITY
N = KiJIBKiCTh BUITA/IKIB

 ATP: oxomwmoe >KiHOK, ski orpumand 3 mo3u Bakuunw, Oymu JIHK-HeratmBHMMH T2

cepoHeratuBHMMH Ha 0-My micsii Ta JIHK-HeraTuBHiME Ha 6-My Micsni 1o Bigmosiguoro tummy BITJI

(BILJI-16 a6o BILJI-18)

® pmouHo 3 4 Bumaakamu CIN2+ Tta 2 Bumagkamu CIN3+, B SKMX y BOTHHIL ypakeHHs Oyso
BUSBJIEHO iHmMH onkorennui tvn BIIJI, omsouacno 3 BIIJI-16 a6o BILJI-18. Ili Bumaaku
BHKJIFOUEHO 3 aHaJli3y Bu3HadyeHHs TumiB BITJI (nuB. TabuIro)

@ cepe/IHil Mepio MOAAIBIIOrO CIIOCTEPEXEHHST cTaHOBUB 40 MicAILB ITicis BBeAEHH 3-1 103K

B moiliHo-BuKIMKaHOMY aHai3i epekTuBHICTE cTaHoBmiIa 92,9 % (96,1 % JI: 79,9;98,3) npotu
CIN2+ Ta 80 % (96,1 % II: 0,3;98,1) mpotu CIN3+. Kpim 1p0ro, Oyo npoaeMOHCTPOBAHO
CTaTHCTHYHO 3HAYyINy epekTuBHicTh Bakiuau mpotd CIN2+, mos's3anoi 3 koxauM 3 BITJI-16 Ta
BIJI-18 oxpemo.

[Ipu noaIbIIOMy IOCITiKEHH] BUNIAIKIB 3 MHOXUHHAMY THamu BITJI BpaxoByBamu Tamu BILJI,
BHSIBJIEH] 32 JIOTIOMOT'OXO ToJiiMepasHoi anirorosoi peakuii (ITJIP) npunaiiMai B 0{HOMY 3 ABOX
HONEPENHIX IMTONOTIYHMX 3pasKiB, Ha JOJATOK JO THUINB, BUABICHHX B YPaXKeHHi, 00
pospizauTy T (i) BITII, sxuii(i), HaltiMoBipHiIIe, CIPUYIAHAB(-JIH) YpakeHHs (BU3HAYECHHS THILY
BITJI). Lleit peTpoCieKTUBHUIA aHaNli3 BUKIIOYAB BHIAJKU (B IPYyI 3aCTOCYBaHHS BAKIUHH Ta
KOHTPOJIBHIM Tpymi), M sKuX He OyJo BCTAHOBIEHO NPHYMHHP ROT0 3B'SI3KY 3
in¢ikyBauasM BITJI-16 a6o BIIJI-18 mix yac KocimiKeHHsL. o s \

Ha mipcraBi peTpoCHeKTHBHOTO aHaNi3y Bu3HaueHHs THITy BIIH

CIN2+ y rpymi 3aCTOCYBaHHs BAKIMHA IPOTH 92 BUNAJKIB Y KH{R[E
\Y3ro/pkeHo 3 matepianam:
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98,9 % (95 % MI: 93,8;100)) Ta >xoxuoro Bumanky CIN3+ y rpymi 3acTocyBaHHSI BAKIIHHH IPOTH
22 BUIIAJIKIB Yy KOHTpOJBHIH rpymi (edextuBHicts 100 % (95 % JI: 81,8;100)) B aHamisi
HaNPHUKIHIT JTOCTiUKEHHS.

B nopiitHo-BHKIMKaHOMY aHAawTi3i eexTuHicTs Bakiuau mpotu CIN1, mos's3anoi 3 BITJI 16/18,
y koropti ATP cranosmia 94,1 % (96,1 % JII: 83,4;98.,5). Ebexrusnicts Bakiman npota CINI1+,
nos'sizanoro 3 BIUT 16/18, y xoropri ATP cranosuma 91,7 % (96,1 % JI: 82,4;96,7). B anainisi
HaIPUKIHII Jocimipkendst edekrusricTs Baknuau mnpota CINI, mos'szamoi 3 BITI 16/18, y
xoropti ATP cranoBmia 92,8 % (95 % JII: 87,1;96,4).

B amani3i Hampukinmi gociimpkenHs Oyno BussieHo 2 Bumankd VIN2+ a6o ValN2+ y rpymi
BAKIIMHK Ta 7 BUNAJIKIB Y KOHTPOJIBHIH rpyri B koropti ATP, nos'szanux 3 BI1JI-16 a6o BITJI-18.
JlociikeHHs He MaJio JOCTATHBOI MOTY KHOCTI, 00 TPOJIEMOHCTPYBATH PI3HUIIO MK I'PYIIOIO
BaKIMHU ¥ KOHTPOJILHOIO TPYIIOO JUUIS ITUX KiHIIEBHX TOYOK.

EdexTHBHICTP BakIMHH IMOAO BipyCOJIOTIYHMX KiHIIEBUX TOYOK (6-micsuHa Ta 12-micsdHa
nepcucryroda iHdekitis), mos'szammx 3 BIIJI-16/18, ski cmocrepiramicss B xoropti ATP
HaIPUKIHI JOCIIDKSHHS, TIPEACTABICHO B TaOJIHII 2.

Tabnuya 2. E¢pexmugnicme 6axyuHu npomu eipyconozivHux KiHyeeux mo4ok, nog a3anux 3
BIl/I-16/18 (kozopma ATP)

KinneBa Ttouka Koropra ATP®
HPV-16/18 Anajiz Hanpukiani nocaipxennn®
IHEPBAPUKC KonTpoan EdexrunBnicrs, % (95 % AI)
(m=7338) (m=7305)
n/N n/N
6-micsiuHa 35/7 182 588/7 137 94,3 %
NepcUucTyrya v (92,0; 96,1)
indexis S
12-micsryHa 26/7 082 354/7 038 92.9%
NepCcUcTy4a (89,4; 95.4)
indexuis o
N = kinbkicTb 0ci6, BKIIOYEHHX Y KOXKHY TPYITy
N = KUIBKICTh BHIIAJIKiB
o ATP: oxommoe >XiHOK, ski oTpumand 3 pmo3m BakuuHy, Oymu JIHK-meratusnuMu Ta
cepoHeratiBHUMH Ha 0-My Micsmi Ta JIHK-HeraTuBHEMHU Ha 6-My MicCsILli 0 BiIIOBIHOTO THILY
BITJI (BITJI-16 a6o BITJI-18)
@ cepeHii MepioJ| MOAAIBIIOr0 CIIOCTEePEeKEHHs CTaHOBUB 40 MicsLiB micis BBeAEHH: 3-i 103K

[Toxasuuku eheKTHBHOCTI B IOAIMHO-BHKIMKAHOMY aHaii3i cranosmwmm 94,3 % (96,1 % [l
91,5;96,3) mpotu 6-micsraroi mepcuctyiodoi indexmii Ta 91,4 % (96,1 % JI: 89,4; 95,4) mpotu
12-MicsryHOT TIEpCHCTYROUO1 iH( ek,

Edextupricts nmporr BITJI-16/18 vy xiHok 3 o3nakamu iHdikyBanus BITJI-16 a6o BIIJI-18 Ha
MOMEHT BKJIFOYEHHS B JIOCIIIJDKEHHSI. '

He 6yy0 oTpuMaHO JI0Ka3iB 3aXHCTy BiJl 3aXBOPIOBaHb, CIPHIMHEHHX THITaMpBFiriia
ocobu Oymu mosutuBHEMHU Ha JIHK BITJI Ha MOMEHT BKJIFOUEHHS B JIOCTIi]T / oL SR,
SIKi 10 BaknuHALii Bxe Oy iHdiKoBaHi (3 IO3UTHBHAM PEe3yNbTATOM Ha gk '
tuniB BIDJI, moB’s3aHuxX 3 BakIHHOIO, OyJM 3axHINeHi Bif KITiHIYH
CIpHYHUHEHOTO iHIMM THIoM BITJI, IIOB»’AHL’taHI/IM_ 3 BaKIIHHOIO.

[}
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Edexrusnicts nporu BITJI tumis 16 1 18 y siHOK, siKi Manu ab0 He MaJIM IOIEPEAHIO 1H(EKIIT0
ab0 3aXBOPIOBAHHSI.

Koropra nosuicrtio BakmmuaoBauux (TVC) Bkirouana BCix oci6, ki OTpEMaX MpUHAKMHI OJTHY
J103y BaKI[MHHU, He3aJIeXKHO BiJT ixHboro crarycy JIHK BILJI, murosorii Ta ceponoriqyHoro crarycy
Ha BUXITHOMY piBHi. [0 Ii€l KOropTH BXOIMIIHM XKIHKH, sIKi Maau abo He Mald IOTOYHY Ta/abo
nonepenuio indexrmiro BITL [Tinpaxyrnox Bumaakis CIN2+ mist koropte TVC 6yio po3modaro Ha
1-1 ieHsp micyst BBEIEHHST TIEPIIOT J03H.

Ioxasznuxu edexruBHOCTI B Koropti TVC Oyiu HIDKYMMH, OCKIIBKH 0 Ii€] KOTOPTH HaJleKallH
XKIHKM 3 TIONepeAHIMH iH(EKIisIMIT/ypaXKeHHSIMH, 110, K OYiKyeThCs, He 3a3HaJli BIUIUBY BiJ
3acrocyBanHs Baknuau [[EPBAPUKC.

Pesynpratin xoropru TVC MoxkHA BBaXaTH HAOJMIKEHHM JI0 3arajbHOI TIOIYJIIi JKIHOK Y
BiKOBOMY aiamna3oni 15-25 pokis.

EdexTuBHICT, BaknWHH TPOTH YpaKeHbh INMHKA MATKH BHCOKOTO CTYIEHS 3JI0SIKICHOCTI,
noB’si3anux 3 BI1JI-16/18, mo crioctepiranucs B TVC HampuKiHI JOCTIIPKEHHS, IIPEACTaBIEHO B
Tabmmi 3.

Tabnuuya 3. Egexmuenicmy eakyunu npomu ypaxcerv
3no0aKicnocmi, noe'asanux 3 BIIVI-16/18 (TVC)

MUKW MAMKU 6UCOKO20 CHIYnEeHA

Kinnesa TVC®H

Ig;’;;a HPV- [Ayanis HAnpHKiEmi pocximKxenns®
HEPBAPUKC KonTpoas EdexTuBnicrs, % (95 % A1)
(n =8 694) (n =8 708)
n n

CIN2+ 90 228 60,7 % (49,6;69,5)

CIN3+ 51 94 45.7% (22,9:62,2)

N = KUJIBKiCTh BUIIAAKIB

N = kinekicts 0cif, BKIIFOUEHHX Y KOXKHY IPYITY

o TVC: oXOmWmoe BCiX BakKIMHOBaHUX ocCi0 (ki OTpUMaind NpUHAMMHI OFHY [HO3Y BaKIMHH),
He3anexHo Bix crarycy JIHK BILI, muTosiorii Ta ceposIoriyHoro cTaTycy Ha BHXigHOMY piBHi. g
KOrOpTa OXOIUTIOE XKiHOK 3 ONIePEeqHIMH iH(EKLiIMU/YparKeHHIMU

@ cepeHil epiof] MOJAJIBIIOrO CIIOCTEPEIKEHHsI CTAHOBHUTH 44 Micsi micist BBeeHHs 1-1 1031

EdexTHBHICT, BakIHHU IMOAO BipyCOJNOTIYHMX KiHIIEBHX TOYOK (6-MicsyHa Ta 12-MicsdHa
nepcucTyroua indexiist), mos’s3anux 3 BIIJI-16/18, sxi cmocrepiramucs B TVC HanmpukiHIi

JIOCJIiIDKEHHSI, IPEJICTABIIEHO B TabwIli 4.

Tabnuya 4. Epexmuenicmo 6akyunu ujo0o 6ipyconozitHux KiHyesux mo4oK, noe'a3anux 3
BIII-16/18 (TVC)

Kinnesa TVCOD
;g;’;;a HPV- A yanis HANPHUKIHDI Jocmimkenns?
HEPBAPUKC Konrpossna | Egextusnicrs, % (95,
rpyna Z

{Y3romxeHo 3 matepiarnamii:
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n/N n/N
6-micsiana 504/8 863 1227/8 870 60,9 % (56,6;64,8)
NePCHCTYIYa
iH(p exIis
12-micsiana 335/8 648 767/8 671 57,5 % (51,7;62,8)
NEepPCHCTYI0YA
indexmis

N = KinpKicTh 0Ci0, BKIIOUEHHX Y KOXKHY IPyITy
N = KUIBKICTh BUITA/IKiB

o TVC: oxommoe BCiX BaKUHMHOBAaHMX OCi0 (SKi OTPUMAaIM NpPHHAWMHI ONHY J03y BaKIMHH),
He3anexHo Bij ctatycy JIHK BILJL, nutosorii Ta ceposiorivHOro cTaTycy Ha BUXiZIHOMY piBHI
@ cepe/IHiH Mepio/ MOMANIBLIOro CIOCTEPEKEHHS CTAHOBUTE 44 Micsiii mmicist BBeaeHHs 1-1 1031

3arajgbHUH BIJIMB BaKITMHU HA 3aXBoproBadicTs BITJI

V' npocmimpxenni HPV-008 Gymo mpoBeleHO MOpPIBHSHHS YacTOTH YpaXKEHb IMMAKH MaTK{
BHCOKOT'O CTYIICHSI 3JIOSIKICHOCTI MiXX FPYIIOIO IIarebo Ta rpyIior0 BaKI[MHE, HE3aJIE)KHO BiJ| TUILY
JIHK BIIJI B ypaxenni. ¥ xoroprax TVC i TVC-naive 6yJia mpoieMOHCTpOBaHa e(eKTHBHICT
BaKIMHH IIPOTH YP)XKEHb INMHMKA MATKd BHCOKOTO CTYIEHS 3JIOSKICHOCTI HAIPHKIiHII
JocIimKeHHs (Tabmuis 5).

TVC-naive — me migrpyna TVC, ska ckiamaeTbCs 3 JKIHOK 3 HOPMAJIBHHM pe3yJHTaTOM
IMTOJIONIYHOIO JOCHi/UKEHHS, KOTPi Ha BHXimHOMY piBHi Oyiu neratmBHuMmu Ha JIHK 14
onkorennux tumiB BITJI i ceponerarusaumu ua BITJI-16 i BITJI-18.

Tabnuuya 5. Epexmugenicme 6aKyUHU NPOMU YPANHCEHb WIUIKU MAMKU 6UCOKO20 CHIYNEHA
Hesanescno 6i0 muny /{THK BIII ¢ ypascenni

Ananiz manpukinmi qocrimxenna®
HOEPBAPUKC Konrtpoasna rpyna | Epextusnicrs, % (95 % A1)
N Bumagxu |N Bunagxu
CIN2+
TVC- 546661 5452 |172 64,9 % (52,7,74,2)
naive®
TVC® |8 694 (287 8708 |428 33,1 % (22,2;42,6)
CIN3+
TVC- 54663 5452 |44 93,2 % (78,9;98,7)
naive(") ‘
TVC® 8694 |86 8708 |[158 45,6 % (28,8;58,7)
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N = KiNbKiCTh 0Ci0, BIUTIOYEHHUX Y KOXKHY TpYILy

o TVC-naive: 0XOIUIIOE BCiX BAKIIMHOBAHMX OCI6 (SIKi OTpUMAIIH TIPUHANMHI O/IHY /103y BaKLIMHH), SKi
MaJId HOPMaJIBHUH pe3yJIbTaT HUTOJIOTIYHOr0 AOCHipKeH s, Oynu HeratuBHuME 3a JJHK BILJI 14
onkorenHux tumiB BITJI ta ceponeratusuumu 3a BITJI-16 i BITJI-18 Ha BuXigHOMY piBHI.

@ TVC: oxormumoe BCiX BakIMHOBaHHX OCi0 (ki OTpUMalM TpPUHAMMHI OfHY M03y BaKLWHH),
HezanexHo Bix cratycy JIHK BITJI, uurosiorii Ta ceposIoriyHoro cratycy Ha BUXiJHOMY piBHI.

@ cepeHIN MepioJt MOANIBIIOTO CIIOCTEPEKEHHS CTAHOBHTH 44 Micsili micis BBeJeHHs 1-i 1031

3a pesyipTaTaMd aHali3y HANPHKIHIN JJOCHIPKEHHS OyJI0 BCTAHOBJIEHO, IO 3aCTOCYBaHHS
Bakiuad [[EPBAPUKC 3MeHIMIO KiIbKiCTh MPONEAYp PajMKalbHOTO JIKYBaHHS IaTOJOTi
AWK MaTKd  (BKIIFOYHO 3  elNeKTpoXipypriuHoro IeripoBoo — exciusiero  [LEEP],
KOHYCOTIOZIIGHOKO eJIEKTPOEKCIU3ier0 Ta Jiazepuumu mporenypamu) Ha 70,2 % (95 % /L
57,8;79,3) B rpyni TVC-naive i Ha 33,2 % (95 % JII: 20,8;43,7) y rpyni TVC.

IlepexpecHa e eKTHBHICTD

I[Tepexpechy edextuBHicTs Bakuuaua IIEPBAPUKC o0 ricTonaTtoioriqyHux i BipycoIoriqaux
KiHIIEBHX TOYOK (mepcucryiova in(ekmis) 6yno ominerno B mociipkenHi HPV-008 mma 12
HEBAKIIMHHUX OHKOTeHHHX THUIriB BITJL

JlocnipkenHs He OyJI0 CIIpsIMOBaHe Ha OMIHKY e()eKTHBHOCTI MPOTH 3aXBOPIOBAHB, CIIPUYMHEHUX
oxpemumu tuniamu BITJI. Anani3 mepBHHHOI KiHIIEBOI TOYKH OyB YCKJIAJHEHHNA MHOXUHHUMHI
koindekiismu B ypaxennsx CIN2+. Ha BigMiHy Bijf IicTOMATOJNOTIYHHX KIHIEBHX TOYOK,
BipyCOJIOTiYHI KiHI[eBi TOYKH MEHIIE ITi/JIal0ThCS BIUIUBY MHOXXUHHHX 1H(EKIIIH.

Baxiwau nporer BITJI-31, 33 i 45 mpomeMOHCTpYBaid CTIHKHIA TIEPEeXpecHHil 3aXUCT o0 6-
MicstyHOI neperctyrouol iH(ekii Ta kKinneBux Touok CIN2+ B ycix TocnipKyBaHHX KOTOpTax.
EdexTHBHICTS BAKIIMHK HAPUKIHIN JOCIIIDKEHHS 100 6-MicsgrHOol mepeucTyiodol indexuii Ta
CIN2+, noB’s13aH01 3 OKpeMUMH OHKOTeHHUMH THamu BITJL, 1m0 He BXOISATH 10 CKIIaay BaKIHHA
IEPBAPUKC, npencraBineno B Tabmuri 6 (koropra ATP).

Tabnuya 6. Epexmuenicme eaxyunu npomu ouxozennux munie BII/I, wjo ne 6xooamo 00
cxnady eaxkyunu IIEPBAPUKC

ATP®
Tun 6-micsiyHa mepcucTyroua iHdexuis CIN2+
BILI
IEPBAPHKC K“':Tp‘:r’"a Edexrnsnicts,| IIEPBAPUKC K""r""l’:;""" Edexrupnicts, %
24 % (95 % JIT) 24 (95 % JI)
n n n n
Tunu, nos'asani 3 BIII-16 (Buau A9)
BIDI-31 58 247 76,8 % 5 40 87,5%
(69,0; 82,9) (68.3; 96,1)
BIDI-33 65 117 44.8% 13 41 68,3 %
(24,6; 59,9) (39,7; 84,4)
BIUI-35 67 56 -19.8% 3 8 _ 62,5%
(<0,0;17,2) ‘ (<0,0:93,6)
HPV-52 346 374 83 % 24
(<0,0;21,0)
HPV-58 144 122 183 % 15
(<0,0;7,7)
i ) TR
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Tunu, nos'sizani 3 BIIJI-18 (Buau A7)
HPV-39 175 184 4,8 % 4 16 74,9 %
(<0,0;23,1) (22,3; 93.,9)
BITJI-45 24 90 73,6 % 2 11 81,9 %
(58,1; 83,9) (17,0; 98,1)
BIDI-59 73 68 -1,5 % 1 5 80,0 %
(<0,0;23,8) (<0,0,99,6)
BITJI-68 165 169 2,6 % 11 15 26,8 %
(<0,0;21,9) (<0,0;69,6)
IHmri THoH
BIII-51 349 416 16,6 % 21 46 54,4 %
(3,6; 27,9) (22,0; 74,2)
BIIJI-56 226 215 -5,3 % 7 13 46,1 %
(<0,0;13,1) (<0,0;81,8)
BIIJI-66 211 215 2,3% 7 16 56,4 %
(<0,0;19,6) (<0,0;84,8)
n = KiIpKiCTh BUNIAJKIB
® ATP: 0XOILTOE KiHOK, fIKi OTpuMaiH 3 1034 Bakuuay, Oy JIHK-HeraruBHAMH 210 BijtnoBigHoro Trmy BILUI
Ha 0-My Ta 6-My MicALAX.
Byio po3paxoBaHo Mexxi OBIpYOro iHTEpBaILy MIOAO0 e()eKTHBHOCTI BaKIMHH. SIKIIO BKIXOYEHO 3HAYCHHS HYJIb,
T06TO KOIH HIKHS Mexa JII cranoBuTh <0, e)eKTUBHICTh HE BBAXKAETHCA CTATHCTUYHO 3HATYIIOKO.
Edexrupnicts mpotu CIN3 6yJ10 mpomemoHcTposaro jivte st BIIJI-31, i e Gyio oTpuMaHO I0Ka3iB 3aXUCTY
npotu AIS mis xxomHOTO 3 THIIB BITJL.

Kutiniyna eeKTHBHICTE y JKiHOK BiKOM BiJl 26 POKIB i cTapiie

Edextupnicts Bakmunau IIEPBAPUKC 6yi10 oLiHEHO B OABIHOMY CIIIIOMY, paHIOMi30BAaHOMY
KiiHiuHOMY JocimkenHi ¢asu III (HPV-015), B sskoMy B3suma ydacTs 5 778 xiHOK BikoM 26—72
poxu (Megiana: 37,0 poky). Ile mociimkerns 6yio nposezneno B [liBuiuniit Amepuri, JlaTuHCHKIHA
Awmepurti, Asilicbko-TuxookeancbkoMy perioni ta €sporri. OcraToyHui aHal3 OyJ0 IPOBEIEHO
HANPUKIHIN JOCIiIKEHHS, Yyepe3 7 poKiB micis 1-1 BakIpHaIii.

I[IepBHHHOIO KiHIIEBOIO TOUKOIO OyJIa KOMOIHAIS BipyCOJIOTIYHOI Ta [iCTONATONOTiYHOI KiHIIEBUX
TOYOK: 6-MicsuHa Iepcucryroda indekiis i/ao CIN1+, mop's3ani 3 BIII-16/18. Ilepunmuit
aHayi3 eekTHBHOCTI 6yI0 poBeeHo Ha koropti ATP st oninky eeKTHBHOCTI Ta Ha KOTOPTi
TVC, sxa oxommoBana marpymy mo 15% ximok 3 BIIJI-moB’s3anoro iHQexiiero a6o
3aXBOPIOBAaHHAM B aHaMHe3i (IO BH3HaYajocs sK jaBa abo OiIpIme HOCIHiIOBHI [aTOJIOT uHi
pe3yIBTATH Ma3KiB, IATOJIOTIYHUM pe3yIbTaT KOJIbIIOCKOIil, 6iomncii abo JliKyBaHHS IMMAKH MaTKH
miclas [ATOJOTiYHOrO pe3yibTaTy Maska a0o0 KOJBIOCKomii). BximodeHHs Ii€l mimrpymu
JI03BOJIMIIO OIiHUTH IPOQiTakTHIHy epEeKTUBHICTS Y MOILYJISIii, 110, SIK BBAXAETHCS, BioOpaxae
YMOBH peajbHOI KIiHIYHOI IPaKTHUKH, OCKIIBKH JOPOCHi XIHKA — Ie BikOoBa KaTeropid, 1o €
MEPEBAXKHOIO IITEOBOIO TPYIIO0 JUISl CKPUHIHTY IMMHAKA MaTKH.

26 poxkiB i crapire. e
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Tabnuys 7 - Epexmuenicmo 6aKkuyuHu HA MOMEHM 3A6ePUIEHHA 00CLIONCEHHA 6 00CNI0NHCEHHT
HPV-015

Kinuesa ATP® TVC®
TO4YKA
LEPBAPUKC Kourpontna EpextupHicts, | IEPBAPHKC Kontpoubn EdexTHBHICTSD,
rpyna % arpyna %
N N (96,2 % JIT) N N (96,2 % JIT)
HPV-16/18
6M TII | 7/1 852 71/1 818 90,5 % 93/2 768 209/2 778 56,8 %
Ta/abo
CIN1+ (78,65 96,5) (43,8, 67,0)
6MIII | 6/1815 67/1 786 91,4 % 74/2 762 180/2 775 60 %
(79,4;97,1) (46,4; 70,4)
CIN2+ 1/1 852 6/1 818 83,7 % 33/2 733 51/2 735 35,8 %
(<0,0; 99,7) (<0,0; 61,0)
ASC- 3/1 852 47/1 818 93,8 % 38/2 727 114/2 732 67,3 %
US+
(79,9; 98.,9) (51,4;78,5)
6M III | 3/851 13/837 78 % 42/1 211 65/1 192 38,7 %
TiNBKH B
ocio, (15,0; 96,4) (6,3; 60,4)
ceporios3
HUTHBHHUX
Ha
BHXiJIHO
My piBHi
IlepexpecHa epeKTHBHICTH
BIDI-31 | 10/2 073 29/2 090 65,8 % 51/2 762 7172775 29 %
6M III
(24,9; 85,8) (<0,0; 52,5)
BIII-45 | 9/2 106 30/2 088 70,7 % 22/2 762 60/2 775 63,9 %
6M I1I
(34,2; 88,4) (38,65 79,6)
BIIUI-31 | 5/2 117 23/2 127 78,4 % 34/2 727 55/2 732 38,7 %
ASC-
US+ (39,1;94,1) (2,0; 62,3)
BIII-45 | 5/2 150 23/2 125 78,7 % 13/2 727 38/2732 66,1 %
ASC-
US+ (40,1; 94,1) (32,7; 84,1)
N = KinbKicTb 0cib y K0oXHiit rpymi
N = KilbKicTh 0¢i6, y SIKUX BiqMidaBcst MiHIMyM OJIHH BUIIIOK, y KOXHii rpyi
6M I1I = 6-micsuHa mepcucTyroda iHpeKIisa
JI = noBipuwuii iHTepBaN
ASC-US — KJIiTHHH IUTOCKOI'0 EIIITENII0 3 aTHIIEI0 HEBIOMOI0O ITOX0HKEHHS
® 3 103M BaKIHHK, 0COOH, ski Gyin JITHK-HeratusHi Ta cepoHeratusHi Ha 0-My Micsui Ta JJHK-HeraTusHi Ha 6-
My Micsii mopmo BigmosinHoro Tamy BITI (BITJI-16 Ta/a6o BITJI-18) i
@ npuHaiiMHiI ofiHa M03a BakuMHH, HesanexHo Bin JIHK BILJI Ta cepocrarycy (Kpda@igpiikony 1e
3a3HadeHo) Ha 0-My micsui. Bxmouae 15 % nanienTis 3 3aXBoproBaHHAMN/IHOEKLIis L0 FNORS
aHaMHe3i /

T - =
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EdexruBnicts nporu >ASC-US (aHOManbHA IUTOJIOTIS), IIOB’S3aHOI0 3 OHKOI€HHUMH THIIAMU
BILJI, mo e BxomaTh no ckiuany Bakiuau [IEPBAPUKC, cranosmia 37,2 % (96,2 % JI [21,3;
50,17) (ATP).

Edexrusnicts nmporu CIN1+ meszanexuo Bijg tumy BIIJI, BHsBIEHOr0 y BOTHHII ypPaXeHHS,
cranosuna 22,9 % (96,2 % /1 [4,8; 37,7]) (TVC).

He 6y110 0TpEMaHO J0Ka3iB 3aXMUCTy IIPOTH 3aXBOPIOBaHb, cripuunHerux BI1JI, y manieHToK Bikom
Bij 25 pokiB, sixi Oy JIHK-no3uTuBHEMH Ta/ab0 3 aHOMAJIBHUM Pe3yJIbTaTOM IUTOJIOTIYHOTO
JOCIIIDKEHHS Ha MOMEHT BKJIIOUEHHSI B TOCHI DKEHHSL.

IMyHOTeHHICTh

Imynna Bizmosins #a [TEPBAPWKC micns HepBUHHOTO KYPCY BaKITMHALT

Jins Bakuus mpotu BILI He 6yno BU3HAYeHO MiHIMAIBLHOTO PiBHS aHTHTLN, IIOB'A3aHOTO i3
zaxucToM npotd CIN 2-ro a6o 3-ro crymeHs abo MpOTH HEePCHCTyIoUol iH(EKIIi, MoB'sI3anoi 3
BakIuHHUMH Tunamu BI1JL.

[I'ymopaneay BigmoBime Ha BIIJI-16 i1 BIIJI-18 6ymo Bu3HaueHO 3a JIOIOMOIOIO
tunocnenuiunoro npamoro asamizy merogom ELISA (Bepcist 2, meromuka MedImmune,
MojudikoBana kommaniero «I'makcoCmitKisitay (GSK)), mo, sk Oyno moKa3aHO, KOPEToE 3
TECTOM Ha OCHOBI He#Tpatizaii mcesopipiony (PBNA).

IMyHOreHHICTh, IHAyKOBaHy TphoMa J03aMM Bakiuuu LlepBapukc, Oyio omiHeHO y 5465 KiHOK
BikoM 9-55 pokiB i monax 800 gosoBikiB Bikom 10—18 poxkis.

3a JaHMMHU KIHHIYHEX DOCIIZKEHb, ¥ 99 % NEPBHHHO CEPOHETaTUBHHX INAIi€HTOK BimOynacs
cepokonBepcis 10 obuasox Tumis BIUI 16 Ta 18 gepes micsus micist Tperhoi mosu. Cepennii
reomerpuynuil TuTp (GMT) mocTBaKIMHAIFHOTO iMyHOTTI00Y 1iHY 6yB HabaraTo BHIIKKA 32 TUTP,
IO CIOCTEpiraBcs y JKiHOK, siki 6ynm pamime iHdikoBami, ane Buiikysamwcs Bix BITJI indexrii
(upuposne iH(ikyBanus). IlomepeHBO CEPOIO3UTHBHI Ta CEPOHETaTUBHI 0COOM JIOCSIaiu
CXOYKHX THUTPIB ITiCJIS BaKITHHAIT1.

Criikicts iMmyHHO1 BisimoBizi Ha [ITEPBAPUKC

V nocnimxerni 001/007, y sSiIkoMy B3sUIM y4acTh XKiHKK BikoM 15-25 pokiB Ha MOMEHT BaKIIHHAII,
Oy0 oniHeHOo iMyHHY BiaoBins mpot BITI-16 i BITJI-18 1o 76 MicsIiiB mmicis BBEAEHHS IEPUIOL
no3u BakiuHH. Y jgocmimxensi 023 (migrpyma mocmimxenns 001/007) iMyHHY BiAmoBims
IPOJIOBXKYBaIK omiHoBaTy 0 113 micsmis. [ 92 oci6 y rpymi 3acTocyBaHHS BaKIUHE Oyii
OTpUMaHi JaHi 1po iMyHoreHHicTs B inTepBami [M107-M113] micns BBeZieHHs IEpIIO]l MO3H
BAKIIMHA 3 MEiaHOI0 MOJANBIIOro crocrepexenHs 8,9 poky. 3 mux oci6 100 % (95 % L
96,1;100) 3anumanucs ceporno3uTuBHEME moo BITJI-16 i BITJI-18 3a pe3yipraTaMu aHamisy 3a
metozioM ELISA. GMT nocTBaknuHAIBHOro iMyHoro6yiny sk mist BITJI-16, Tak i mys BITJI-18
JocSATaNy IiKa Ha 7-My MicsIli, a MOTIM 3HIKYBAJIMCs IO IUIato 3 18-ro micsms o iHTepBaiy
[M107-M113], npu msomy GMT BIIJI-16 i BIIJI-18 3a pesymsratamu aHanisy 3a MmeTonom ELISA
npunaiiMui B 10 pasiB mepesuinysamum GMT 3a pesyibraTramu aHaiisy 3a MerogoM ELISA, mo
CIIOCTEPITAIUCs Y XKIHOK, sIKi BUITIKyBasmcs Bix mpupoanoi BITI-indexmii.

V nocnimxerni HPV-008 iMmyHorenHicTs 70 48-ro Micsms Gyia moznibHa o iMyHHOI BifIOBi/i,
mo crocrepiranacs y gociimkenni HPV-001. IToxiGuuit kineTuuanuit npodins cnocrepirases 3
HEHTpai3ylOulMHI aHTHATLIAMH.

B inmomy kniniunOMY mociimkensi (mocmimkenas 014), mpoBeIeHOMY 3a ydJacTIO JKiHOK BiKOM
15-55 pokiB, micis BBENEHHS TPEThOi M03W (Ha 7-My Micsni) y Beix mamieHTOK BifOynacs
cepoxonsepcig BITJI 16 i 18 tumis. Oxuaax GMT Gynu HEKYMMHE B XKIHOK BikoM ITOHaJ 25 POKiB.
470 ygacuump (142 Bikom 15-25 pokis, 172 Bikom 2645 pokiB i 156 BikoM 40=58poKiB), SKi

HPV-060. 3a necsath pokiB mmicis BBemeHHs mepinoi 1o3u 100 % ygacHu
poxkiB, 99,2 % y Bikoiit rpymi 26-45 poxis Ta 96,3 % y BiKoBii rpymi 4%
\YaropkeHo 3 marepianamy.’
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ceponosuTEBEAME 1010 BI1JI-16, a Takox 99,2 %, 93,7 % Ta 83,8 % moxo BITJI-18, BIJITOBIJTHO.
V¥ Beix BikoBuX rpynax GMT Gy Bumumy monaiivenie B 5—32 pasu ms BI1JI-16 18 3-14 pasiB
st BITJI-18, Hix y J&iHOK, sIKi BUIKYBaJIMCS BiJi IPUPOJHOI iH(EKITii 00H1BOMA BipyCaMH.

Jlani 1po aHAMHECTHYHY Bi/UTOBi/Ib (IMyHHY I1aM’sITh)

V  pocmimxenni 024 (migrpyma mocmimxenns 001/007) 65  yyacHHISIM OyJi0 BBEIEHO
nposokaniiiny no3y Baxuuaa [IEPBAPUKC i3 cepennim inTepsanom y 6,8 poxy I1iCJIs BBEJICHHS
TIepIoi 103K BaKIMHK. AHaMHECTHYHA iMyHHA BinoBins Ha BITJI-16 i BIIJI-18 (Bu3HaueHa 3a
JOTIOMOTOI0 aHani3y 3a MeromoM ELISA) croctepiranacs depe3 OMH THOKAEHD i OJMH MICSIb
micisi BBENEHHSI IIPOBOKamiifHoi jos3u, npudomy GMT depes MicsAlb IMICI BBEJCHHS
TIPOBOKAIIMHOI JI03M MEpPEeBMITYBAIM Ti, IO CIOCTEPIraucs Yepe3 Micsib IiCis IEPBUHHOL

BakipHalii 3-mMa 103aMU BaKITUHU.
Excrpanosiis ebexrusuocti Bakiau [IIEPBAPUKC 3 MoJIOAMX JOPOCIUX XKiHOK Ha MiUTITKIB

B 06'equanomy anamisi (HPV-029,-30 i -48), y 99,7 % ta 100 % niBuaTox BikoM 9 POKIB IiCILT
TpeThoi 103 (Ha 7-My Micsi) Bifymacs cepoxorBepcis BIII Tumis 16 i 18, BimosizHo, 3 GMT
monaiMenme B 1,4 pasa Ta 2,4 pa3a BUIIUMH B TOpiBHSHHI 3 XiHkaMu BikoM 10-14 poxis il5-
25 pOKiB, BiAMOBIIHO.

V nBox kiinigamux nociimkennsx (HPV-012 Ta -013), mpoBeaeHux 3a y4acTio AiB4aTok Bikom 10—
14 pokiB, y BCiX y4acHWIb ICIs BBEHCHHS TPeThoi Jo3d (Ha 7-My wMicsii) BinOymacs
cepoxonnepcis BIUI tumis 16 i 18, npu npomy GMT Oynm monakimeHine y 2 pasy BUIMME B
HOPIBHSHHI 3 XiHKaMH BikoM Bix 15 1o 25 pokiB.

V xiinigamnx BunpoGysannax (HPV-070 i HPV-048), mpoBeieHHX 32 y9acTio JAiBIaTOK BikKOM 9—
14 poxis, sixi oTpuMysami 2 jo3u (0, 6 micsiis a6o 0, 12 MicsiB), i MOTOIEX KIHOK BikoM 15—
25 pokis, sxi orpumyBanu [IEPBAPUKC 3a cranmapTHOIO CXEMOIO 0, 1, 6 micamiB, y Bcix
HamieHToK crocrepiranacs cepoxonsepcis BIUI 16 i 18 Tumis 3a oiuH MicsIb Iicist APyroi T03H.
IMyHHA Bi/OBiZp Ticis 2 7103 Y JiBYATOK BikoM 9—14 pOKiB He IIOCTymanacs BiZmoBizl micist 3
JI03 ¥ JKiHOK BikoM 1525 poKiB.

Ha mipcrasi nux JaHAX PO iMyHOTEHHICTh MOYKHA JifTH BHCHOBKY IIPO e(peKTUBHICTH BaKIIHMHHU
I[IEPBAPUKC y piBuyatox BikoM 9—14 pokis.

TpuBamicTs iMyHHOT BiTOBiJIi y MiHOK BikOM 26 POKIB i cTapiie

V mociimpxeni dasu III (HPV-015) 3a yaacTro xiHOK BikoM 26 POKiB i cTapiie y BCiX yIacHHIb
BiI0y1acs CepoOKOHBEPCist uepe3 MiCsI(h MiCIIsI BBEJICHHS TPETHOI 03U BaKIIUHU. Yepes 84 micsii,
T06TO depe3 78 MicAIiB ICIsA 3aBepIIeHHs MOBHOIO Kypey Bakmmmarii, 99,3 % ta 95,9 %
[109aTKOBO CEPOHETrATHBHUX JKiHOK 3aHIIAIMCS CEPOO3UTHBHIMY Ha anTuTiNA 10 BILI-16 Ta
BIIJI-18, BimmoBizHO. Yc¢i MOYATKOBO CEPOIIO3UTHBHI JKIHKH 3aJIMIIATUCS CEPOIIO3UTHBHUMA SIK
Ha auTuTIA 10 BIUI-16, Tak i Ha anTuTina mo BIIJI-18. TuTpy aHTHTIN TOCATIIM MKy Ha 7 micsri,
II0TiM ITOCTYIIOBO 3HIDKYBAJHCs 10 18 Micsist Ta crabinisyBanucs 10 84-ro Micsus.
IMyHOreHHicTh y 9os0BikiB Bikom 10—18 pokis

IMyHOTeHHICTh y YOJNOBIKiB 6yi10 omiHeno y 2 kiiHidaux Bunpobysanmsx HPV-011 (N=173) i
HPV-040 (N=556). Jlani moKa3anu NOpIiBHAHHY IMyHOICHHICTH y WYOJOBIiKiB 1 XIiHOK. V¥
nociipkenni HPV-011 y Beix yuacHmKiB croctepiranacs cepokonnepcis BITI-16 i BIUI-18, a
piBai GMT He HOCTYIANMCS THM, IO CIOCTEPIraucs y KiHOK Bikom 15-25 pokiB y JIOCITi IDKEHH]
HPV-012.

Excrpanoiianis KiiHiuHoi e)eKTHBHOCTI Ha YPa)KEHHS Ta paK aHAIIBHOIO KaHaIy

He 6y110 MpoBEIEHO HOCIiKEHb e()eKTHBHOCT] BAKIMHM HEPBAPHKC mozo nepeany X IMHHIX
YPaXeHb aHANBHOTO KaHay. Opnnak I[OCJIII[)KeHHH IPOBEEHI 32 yHactio ,zquaTOK BikoM 9-14

IIPOJIEMOHCTPYBaJIK CTa61JII>HO BUIIy IMyHHy BiIOBib IIPH /
LIEPBAPUKC, Hix Ipd 3acTOCYBaHHI IIpenapaTy HOPiBHSIHHS, 4
e(eKTHBHOCTI IPOTH IEPEITyXIHHHUX ypaxceHL aHaJIFHOTO KaHay

CBi/T4aTh PO 3aXHUCT. — —
\YaropkeHo 3 matepianamii:

5EECTPALIHOrG [,0Chbe




ImyHorennicts y BIJI-iH(}iKOBaHHX JKIHOK
VY BOX KIHIYHHX JIOCHTIJDKEHHsX OyJio orineHo Oe3nexky Ta iMyHOTEHHICTh BaKIMHH
LIEPBAPUKC:

1. Y mocmipkenni HPV-020, nposemenomy B IliBmenHo-Adpukancekiit Pecry6urini,
[IEPBAPUKC 6yno Beeneno 22 BlJI-ueindikoBanum i 42 BlJI-iHpixoBaHMM yJaCHUIISIM
(xminiyna crazmis 1 BOO3; koropra ATP jyist orfiHK# iMyHOT€HHOCTI).

2. Jlocmimxennss HPV-019, mnopisusuiene mocmimkenns Bakiuan [[EPBAPUKC i
qoTHpUBaJIeHTHOI BakiuHu mpoti BILJI, 6yio mpoBeneHo 3a yuactio 289 (koropra ATP =
157) BlJI-meindikoBanux ta 257 (koropra ATP = 166) BIJI-iH(ikoBaHUX XKiHOK BIKOM
15-25 poxiB y Bpazunii, Ectonii, [uaii, Ta Taimamui.

1106 BimmoBigaTH KpUTEPiAM ydacTi B 00HABOX Hociimkennsx, BIJI-indikoBani ocobu IOBHHHI
OyJi: HE MaTH CHMIITOMIB 3aXBOPIOBAHHS, HE3AJIEKHO Bijl IONEPEIHBOI KITIHIYHOI cTafii; MaTH
HEBH3HAUyBaHe BipyCHe HaBaHTaXeHHs (ToOTO, BipycHe HaBaHTaxeHHS < 400 Komii/mi)
HPOTATOM IOHAWMEHIIE IECTH MICAIIB, SKIIO BOHM NPUMMAIOTh AHTHPETPOBIPYCHY TEpamiio
(APT) (HPV-020) a6o BHCOKOAKTHBHY aHTHpeTpoBipycHy Ttepamito (BAAPT) mpotsrom
moHaiiMenine oxuoro poxky (HPV-019); ne matu aktusHOi (opmu Tybepkynso3y (Th) abo me
nepeOyBaTH Ha MPOTHTYOEpKYJIbO3HiM Teparmii, Timeku B gocmimkenni HPV-019 — wmaru
Kinmekicrs CD4 xmitun > 350 kimiTaa/Mve,

B 00uIBOX HOCIiKEHHAX CEpOKOHBepCis Ha 7-My Micsri y BIJI-iHdikoBaHUX TNali€HTIB, SKi
orpumyBaimn [[EPBAPUKC, cranoBmiaa 100 % i o6ox anmtureniB y koropri ATP. V¥V
nociimkerai HPV-019 cepomnosutuBHicTs Ha 24-My wMicsri micis Baxnusarii ITEPBAPUKC
cranoBmia 100 % st antutin go BITJI-16 ta >96 % mus antutin go BITJI-18 3 piBHEM cepeiHbOL
reomerprunoi konrentparii (GMC), mo 6inpnr HiXk y 12 pa3iB mepeBHINyBajoO BiIIIOBiNb Ha
npupore inpixysanus BITJL. B o6unsox nocmimkennsx GMC antutin y BIJI-in¢ikoBanux oci6
Oymu HIKunME, HiX y BIJI-HeratuBrux oci6 (95 % joBipumii iHTEpBaJI, M0 HE TEPEKPUBAETHCS).
VY nocmipkenni HPV-019 wa 7-my wicsani y BlJI-iHpikoBaHuX 0ci6 Oyi0 IpoJeMOHCTPOBAHO
Kpaly iMyHHy BimoBins (CIiBBiJHOINEHHs HeHTpamisyrounx anTHTiI g0 antureHiB BIIJI-16 i
BI1JI-18) mpu 3actocyBanHi Bakiuuu [IEPBAPUKC B OpiBHSHHI 3 YOTHPHBAICHTHOIO BAKIIHHOIO
nporu BITIL Kiiniune 3HAYSHHS X CIIOCTEPEIKEHB 3aJIMINAETHCS HEeBiToMUM. BincyTHi ani mpo
KITHIYHY e(eKTHBHICTh IMOZO 3aXHCTy BiJ IepcHcTyiodol iHdexmii abo mepemryXJIHHHUX
ypaxkens y BlJI-iH(ikoBaHUX JKIHOK.

Peakrorennicts i mpodine 6esmexu Bakmuau [[EPBAPUKC y BII-iH}pikoBaHHX >KiHOK
Bi/lITOBifaK BijoMoMy IpoGio Ge3mexu y 310poBHX XKiHOK (JuB. po3zin «IIobidHi peakiii»).
JloxmiHivyHi faHi 3 6e3neKu

JIoxJtiHiYHI JIOCHIDKEHHS HE BUSBWIA OCOOJHMBY HeOe3IleKy Juisi JIEOJeH TI'pyHTYIOUMCH Ha
3BUYAMHMX JOCIIDKEHHAX 3 (apMaxoorii 6e3neKd, ToCTpoi TOKCHYHOCTI Ta TOKCHYHOCTI 3a
IOBTOPHHUX BBEJCHb, BHUBUCHHS MiCI[EBOI IEPEHOCHMOCTI, IOCIIIDKEHHS PEeIpOoyKTHBHOL
TOKCHYHOCTI, eMOPIOTOKCHYHO] il Ta IIOCTHATAILHOI TOKCHYHOCTI (/10 3aBEPIICHHS JTaKTallii).
Jlani cepoyorivHUX JOCHIDKEHb Ha IIypax CBiquaTh Ipo mepeHeceHHS aHTHTIN g0 BIIJI-16 ta
BIIJI-18 wepe3 rpyane MoJoKo y mepiox jaxrarii. IIpore, HEBiZOMO Wi BaKI[MHO-iHJ{yKOBaHi
aHTUTINIAa EKCKPETYIOTHCS B TPY/IHE MOJIOKO JIIOIHHH.

Kninigni XapakTepucTHKH

Iloka3anna.

Baxnuna IIEPBAPHKC nokazana 1yist mpodilakTHKA IIEPCHCTEHTHOT iH(EeKIil, epeAny X IMHHIX
ypaXkeHb aHOTEHITATbHOI 30HM (IIMMKA MATKW, BYJIbBH, IIIXBH Ta aHyca) Ta paKy IMHHKH MaTKH i
aHyca, IO CIIPHYAHSIOTHCS IEBHIMH OHKOTCHHHMH THIIAMH BipycCy nanijemigpomuan (BILT)

KIHOYO{ Ta YONIOBIUOi CTATTi 3 9-THPIYHOrO BiKY.

IlIpomunoxasanua.

\YarofKeHo 3 mareplanamii:

peecTpaLiiiHoro L,ocbe



[HEPBAPUKC He mMoxkHa npu3HaYaTH 0c00aM 3 BiZOMOIO ITiBHIIEHOIO Yy TIHBICTIO JIO JIIOUMX
pedoBHH ab0 J10 Oyb-IKOr0 KOMIOHEHTA BaKITHHU (JIUB. pO3Iil « CKnaoy).

B3aemooia 3 inmumu nikapcokumu 3acobamu i inwi popmu 63aemooii

YV BeiX KIIHIYHUX MOCIIDKEHHSIX He IPUAMANH y9acTi 0coOH, sfKi OTpUMaNd iMyHOTII00yJIiH abo
IperapaTd KpoBi IPOTATOM 3 MiCAIiB JI0 BBEACHHS IEPIIO] 103K BAKIIMHH.

3acmocysanns 3 iHUUMU BAKYUHAMU

[MEPBAPUKC moxHa OJHOYACHO 3aCTOCOBYBATH 3 KOMOIHOBaHOIO OyCTEpHOIO BaKI[MHOIO IS
npodinakruku quprepii (d), mpass (T) Ta xanumoky (anerospHuil KOMITOHEHT) (pa) 3 abo 6e3
inaxtuBoBanoro nomiemienity (IPV), (dTpa, dTpa-IPV Bakimuu), 6e3 KIiHIYHO 3HAYYIIOIO
BIUIMBY Ha BIINIOBiIb @HTHTII 10 OYAb-SIKOr0 KOMIIOHEHTY BakKIMHH. [locimioBHE BBEJCHHS
xombinoBanoi dTpa-IPV Bakuuuu 3 mopansimum BBenenusM Bakiuau [[EPBAPUKC uepes onun
MiCSIIIb, SIK IIPABUJIO 3HIDKYE CEPEIHBO TEOMETPHYHI IMOKa3HuKH THTPY aHTHTil mo BIIJI-16 Ta
BIIJI-18 nopiBusHO 3 BBeneHHsaM Bakuuau [[EPBAPUKC oxpemo. Kiiniune 3Ha4eHHs IHOTO
CIIOCTEPEKEHHS HE BiZOME.

Taxox Baknmaa [[EPBAPUKC wmoxe OyTm 3acTocoBaHa OJHOYACHO 3 MEHIHIOKOKOBOIO
BakIMHOIO mpotH cepotumiB A, C, W-135,Y KoH’IOroBaHOI0 Ha MPABIEBOMY aHATOKCHHI
(MenACWY-TT); 3 koM6iHOBaHO0 BaKIIMHOIO (1HAKTHBOBAHOIO) U IIPOQLIAKTHKH FeIaTHTy A
ta renatuty B (tDNA) TBIHPUKC a6o 3 Bakuuuoo it mpoditaktiku remaruty B (rDNA)
EHJDKEPUKC-B.

3acrocyBanHs BakuuHu I[EPBAPUKC opmouacHo i3 Baximuoro TBIHPUKC ne BusABHIO
KJIIHIYHO 3HAYYNIOTO B3AEMOBIUIMBY Ha BUPOOJIEHHS aHTHTLI N0 aHTUTEHIB IaIiJIoMaBipycy
JmoAuHY Ta renatuty A. CepeHiil TeOMETPUIHUN TUTP aHTHTLI 0 renaTtuTy B OyB HYKYKMM IIPpH
OJTHOYACHOMY 3aCTOCYBaHHi, aJie KJTiHiYHa 3HAYMMICTh I[HOT'0 CIIOCTEPEIKEHHSI HEB1IOMa, OCKIIBKI
ITOKA3HUKU CEPOINPOTEKITil 3aJIUIIMINCh He3MiHeHUMHU. KiTbKicHe BiIHOINEHHS BAKIMHOBAHUX, Y
SKHX DPIBEHb aHTUTLN J0 rematuty B > 10MMO/mu, cranoBwio 98,3 % mpm omHOuacHid
BakiuHanii, Ta 100 % npu Bakiuaanii Baxuuroro TBIHPUKC oxpemo. IoxibHi pe3ynbTaTé
criocTepiraimch npu oxHovacHomy 3actocyBanHi [IIEPBAPUKC 3 Baknunoio EHJ/DKEPUKC-B,
ko 97,9% BakIMHOBaHUX JOCSTIIM PiBHS aHTHTLI 10 rematuty B > 10 MMO/mi1, OpiBHSHO 3
100% npu Bakuuuanii Bakipaor0o EH/DKEPHUKC-B okpemo.

SIxkmo IIEPBAPHKC BBOIUTHECS OQHOYACHO 3 IHIMAMHM BaKIIMHAME JUIS 1H €KI[IHHOTO BBEACHHS,
mpernapary 000B’sI3K0BO ITOTPiOHO BBOAUTH B Pi3Hi iH’ €KI[IHHI TUISTHKY.

3acmocy6ants 3 20pMOHANLHUMU KOHIMPAYENMUBAMY

ITpubmuzno 60 % xinok, siki orpumyBamu I[[EPBAPUKC y KIiHIYHHX HOCII/DKEHHSX,
3aCTOCOBYBAJIM TOPMOHAIBHI KOHTpanenTuBy. CBiT4eHb TOTO, [0 TOPMOHAJIbHI KOHTPAENTUBA
MO>KyTh BILTUBAaTH Ha edekTuBHicTh BakuHu [[EPBAPUKC, Hemae.

3acmocyeanns 3 cucmemMHuMY iMYHOCYRPeCUSHUMU NPeNnapamamy

JuB. pozain «OcoOIMBOCTI 3aCTOCYBaHHSY.

Ocobnueocmi 3acmocysanns.

Sk i mpm 3acTOCyBaHHI IHIMKMX iH’€KI[IHHUX BaKIMH, MICIIS IIPOBEICHHS IEIUICHb MalOTh OyTH
3abe3neueHi MeJUYHMMH 3aco0aMM Ta JIIKapCHKUMH IperapaTaMy JUIsl HaJlaHHS MeIU4YHOl
IOTIOMOTH y pa3i BUHUKHEHHsI PiZKICHUX MpOsBiB aHadinakTudHux peakiii. Tomy mamienTn
IOBMHHI OyTH iyt HarIIOM He MeHIe 30 XBUIKH IIiCIIs BaKIIMHAITIT.

Cunkorie (HENPUTOMHICTH) MOXKE BHHHKATH Iicisi a00 HaBiTh O BaKIUHAMNIi SK ICHXOIE€HHA
BINMOBiF Ha iH’ekiifo rojkoro. Ile Moxe CYNPOBOJKYBATHCE KiJIbKOMa HCBpOJIOI‘i‘JHI/IMI/I
CHMITOMAMH, TAKUMH 5K Bi3yaJIbHHI pO3JIaJ], mapecTesii i TOHIKO- I(JIOHI‘IHI pyxn KiHIIIBOK ITi/T

TaIieHTa MpH B’I‘paTl CBiZTOMOCTI. ,
Brenenns Baknuau [IEPBAPUKC ciip BigkmacTa 1y ocib 3 X
HE3HAYHUX iH(]EKITiH, TAKKX SK 3aCTy/1a, HE TOBHHHO HpPIBBO,ZIHTI/I‘

YaropkeHo a mateplanami:
| peecTpauliiHore £,oche



IHEPBAPHKC Hi 6 saKkomy pasi He MOJXNCHA 6600UMN  GHYMPIUWIHbOCYOUHHO A00
eHympiuinbouikipno. /lani cmocoeno niowikipnozo e6eedennn eaxyunu I[EPBAPUKC
Gi0CymHi.

Sk 1 Juis iHOIMX BaKIWH, IO 3aCTOCOBYIOTHCS BHYTpimmHbOM’ 513080, [IEPBAPUKC motpibno
IpU3HAYaTH 3 OOEPEXHICTIO MAIlieHTaM i3 TPOMOOIMTONEHier abo Oyib-IKHM HOpYIIEHHIM
3ropTaHHs KPOBi, OCKUIBKH Y IIHX 0Ci6 MOJKEe BUHHKHYTH KPOBOTEYA ITiCJIsl BHY TPIITHEOM SI30BOI'0
BBEJICHHSL.

SIk 1 Juid iHIEX BaKIWH, 3axXKMCHA iMyHHAa BiANOBiJBF MoOXe OyTH OTpEMaHa HE Yy BCIiX
BaKI[MHOBaHHUX.

ITEPBAPUKC 3abe3neuye 3aXUCT TLIBKH MPOTH 3aXBOproBab Bukimkanux BILJI tumis 16 Ta 18
Ta B JIESIKiH Mipi IPOTH 3aXBOPIOBaHb, BUKIMKAHUX JESKUMH iHITNMH OHKOTCHHHMH THIIAMU
BIII (muB. po3min «ImyHosoriuni i 6iojoriyni BmacTHBOCTIY). Tomy, CIifi JOTpHMYBAaTHCh
BIJITIOBI/IHUX 3aXOMiB Oe3meKu I 3armobiraHHs 3aXBOPIOBAHHSM, IO ITEPEAIOThCS CTATEBHM
IUTSIXOM.

Baxnuna [TEPBAPUKC npusnavena jmmie juist npodiiakTuky i He BIUMBae Ha HassHi BILJI
inpexiii abo wimimiyni 3axBoproBanus. [[EPBAPUKC mHe 3a0e3rnedye 3aXHCT IIPOTH BCIX
onkoreHHux TumiB BIUI (muB. po3min «IMymosmoriumi i Giomoriuxi BiacTHBOCTI»). Baxuuma
IMEPBAPUKC e mae TepameBtuunoro edexry. Tomy Bakimaa [IEPBAPUKC we npusHayeHa
JULSL TIKYyBaHHS paKy muiiku MaTku abo nepsikainbHoi inTpaemniteniansaoi Heomasii (CIN). Taxox
BaknuHa [[TEPBAPUKC e npu3HaveHa aist 3amo0iraHHst MporpecyBaHHIO iHITNX BCTAHOBIEHUX
ypaxeHb, ski moB’s3ami 3 BIIJI abo Bke HasBHHX Ha MOMEHT BaKIIMHAIlil 3aXBOPIOBAHb,
Bukimkanux BITJI (muB. po3min «IMyHoJoT YHi Ta 6i0JIOTIYHI BIACTHBOCTI )

BaxnuHarist He 3amiHsi€ PeryJsspHOro cKpuHinry Ha pak muiiku Matke (SVC). OCKiIbKH JKOIHA
BaknuHa He € 100% edexTuBHoOrO, a Baknuna [[EPBAPUKC He Hajae 3aXUCT IPOTH BCIiX THIIIB
BIIJI Ta ne 3axumae Bix HasBHux BIDI-iH}exmii, ciij qoTpuMyBaTHCh PEKOMEHAIH 1010
PETYJLIPHOTO CKPHHIHTY Ha paK IMUHKH MaTKH.

TpuBanicte 3axucry, skuii Hamae BakiHa [[EPBAPUKC, e moBHiCTIO BcTaHOBJIEHA. Yac Ta
HEeOOXITHICTh BBE/IEHHS OyCTEPHOI JI03M HE BCTAHOBJICHI.

OxpiM HasBHMX JaHHX IMoa0 3actocyBanHs Bakiuau [[EPBAPUKC ocobam 3 BipycoM
imyronedinury oxuau (BIJT), B IKUX He BiIMIYalOTHCsS CUMITOMHE (B, po3in «IMyHOIOTIYHI
i Giomoriuni BiIacTuBOCTI»), gami moxo 3acrocyBanHs Bakmuau [[EPBAPUKC ocobam 3
HOPYIIEHOIO IMYHHOIO pEakIli€lo, HalpHKiaa, ocobam, sKi OTPUMYIOTH IMYHOCYIIPECHBHE
NiKyBaHHS, BiACyTHI. SIK i 3 IHIIMMM BKIMHAMM, JUISL Ii€T TPYIIM XBOPHX OYiKyBaHa iMyHOJIOTiYHA
BI/ITIOBIJTH ITiCIISI BAKIIMHAIIT MOJXKe OyTH He OTprMaHa.

Jauux 3 Oe3meku, IMyHOr€HHOCTI Ta €()EKTHBHOCTI IMOJO0 B3a€EMO3aMiHHOCTI BaKIMHHU
MEPBAPHUKC 3 inmmumu BI1JI-BakiuHaMu He OTpUMAaHO.

Ile#t ikapcpkuit 3aci6 MicTUTh MeHIe 1 MMoItb (23 Mr)/mo3y HaTpito, TOOTO IMPAKTHIHO BiILHMHA
BiJI HATPIiIo.

BincrexyBaHicTh

3 MeTO IIOKpaleHHs BiJCTEXYBAHOCTI MEIMYHHMX iMYHOOIOJOTiYHMX TIpenapariB, Yy
BiOBiIHUX opMax MEAUIHOI OBITIKOBOT JIOKYMEHTAIIIT 010 IIETUIEHHS MEAWYHUH IIPaIliBHUK
Ma€ 9iTKO 3a3HAYaTH TOPrOBENILHY Ha3By Ta HOMEP Cepii MeJUdIHOro iMyHO0i0JIOTi4HOrO
Ipenapary, sikuii 0yJio 3aCTOCOBaHO.

3acmocysanns y nepioo eazimnocmi abo 200y8ans 2pyooio
BaritHicTh

CrenianbHUX DOCIIDKEHD 3 BABYEHHS 3aCTOCYBaHHS BAaKI[UHH Y BariTHUX HE IIPOBOJUIIOCE.

JlaHi 1070 BAriTHUX KIHOK, SKi OTpUMaHi y paMKax KIHIYHHX JOCHi/KEHb, 3 PEECTpiB
BariTHOCTEH 1 emieMioNOriYHMX JIOCIHIPKEHb, HE € JIOCTATHIMH, 100 3paestssy
3acrocyBanHs BakiuHu [[EPBAPUKC BrumnBae Ha pU3UK HECIIPUSATIABIONY, Tt
BKJIFOYAIOYH MUMOBITEHHUHE a00PT.
IIpore, B xoii mporpaMu KJIiHIYHHX JOCIi/DKEHb, OyJI0 3apeec ;

BariTHOCTeH, BKuIoyarouu 5,387 BariTHOCTEH y JKiHOK BaKI[HOBA

\Y3romkeHo 3 mMatepianamt::
peecTpaLiiiHoro rocke
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pe3ynpTaTd BariTHOCTEH (HAlpHKIaJ, HOBOHAPOJDKEHI 6e3 maToJori, HOBOHAPOIKEHI 3
IIaTOJIOTISIMH, BKIIIOYAIOYH BPOJUKEH] Me(eKTH, nmepeayacHi moJIoTH i MUMOBLIBHI abopTH) Oyin
IIEHTUYHUMHE MiX IPyHaM# BaKIIMHOBAHHX T4 HEBAKIIHHOBAHUX JKIHOK.

Jlocmi/pKkeHHsT Ha TBapUHAX HE ITOKa3ald IPSIMOro abo HEempsIMOro HECIPUSTINBOTO BIUIUBY HA
(GepTHIIBHICTD, BaTiTHICTh, EMOPIOHANILHUIN PO3BUTOK, TIOJIOTH ab0 IMiCIISIONIOrOBA PO3BUTOK.
SIk 3amo6KHUHN 3axiJ, peKOMEH/IyeThesl YHUKaTH 3acTocyBanns Bakiuau [[EPBAPUKC mix vac
BariTHOCTI. JKiHKkam, siki 3aBariTHiIM a00 HAMArarOThCs 3aBATiTHITH, PEKOMEHIYETECS BIIKIACTH
abo mepepBaTH BaKIMHAIIIIO JI0 3aBEPIICHHSI BAriTHOCTI.

JlakTaris
VY xiiHigEEX focnipkennsx BiumB Bakuuau [IEPBAPUKC ma jmiteit y pasi i 3acTocyBaHHS

MaTepsM, SAKi TO/ly By JiTel TpyIHEM MOJIOKOM, HE BUBYABCS.

DepTHITBHICTD
JlaHi momo BIIMBY Ha (hepPTHUIIBLHICTE BifCy THI

30ammuicme énnusamu Ha WEUOKICIb pearyii npu Kepyeanui agmompancnopmom abo iHuuUmMu

MexXanismamu.
Hocnimpkenns mono BBy Bakiwau [[EPBAPUKC ma 3marHiCTh KepyBaTH aBTOMOOiNEM i

IIPaIfOBATH 3 MEXaHi3MaM{ HE MPOBOJIIKCH. [IpoTe neski mobiuni peaxiii MOXKyTh THMYIACOBO
BIUIMBATH Ha IIBUJKICTH PEakIlii MpH KepyBaHHI aBTOTPAHCIIOPTOM abo0 IHITUMH MeXaHi3MaMH

(muB. posnin «IlobiuHi peakiiin).

Choci6 3acmocyeanns i 0o3u.

I'padix BakImHAI1 3a7I€KHUTD BijT
BiKy 0COOH. I'padix imynizamii
Bik Ha yac nmepmoi BaknmuHamii
Bin 9 mo 14 pokiB BKimouHO* JIBi mo3u 1o 0,5 mut. JIpyra /103a BBOJUTHCS B IIEPioJT MiXK
5 ta 13 MiCSIIMHU IiCJIsI TIePIIoi JO3H.
Bix 15 poxkiB Tpu no3u mo 0,5 mir. 0, 1, 6 micsi**
*'V pasi BBeeHHS JIpyrol I03H Y Mepiof 10 5 MiCAIiB IicyIst TepIol JO3H, 3aBK A1 IPU3HAYACTHCA

TPETS J03a.
**fxmo HeoOXiiHa THYUKICTh y rpadiky BakIMHAIIL, Jpyra jo3a Moxe OyTH BBe/ieHa B II€pio
Mix 1 Ta 2,5 MicsmsMu ITicis mepInoi K034, a TPETS A03a - y mepios Mix 5 Ta 12 micarsamu micist
IepIIoi J03H.

Heo6xinuicTh BBemeHHsI OycTepHOi 103M He BCcTaHoBieHa (muB. po3fin «IMmyHonoriymi Tta
6i0JTOTiUHi BIACTHBOCTIY)

Ocobam, sxi orpumanu nepiry o3y Bakiuau [[EPBAPUKC, pekoMEHIOBaHO 3aBEPIIMTH KypC
mereHHs BakiuHoo [[EPBAPUKC (muB. po3ain « OcoOIHBOCTI 3aCTOCYBaHHY ).

Ilennenna na mepumopii Ykpainu 30ilicHIOEMbCA 32i0HO 3 6UMOzamu OilOYUX HAKA316
Minicmepcmea oxoponu 300po6’a YKpainu y 2any3i 6axkyuHonpoQinakmuKu.

Croci6 BBeJIEHHS

Baxnuna [TEPBAPUKC moka3ana ijist BHY TPIIIHEOM SI30BO1 iH’ €Ki y JISTHKY JEIbTOI0Ai6HOr0
M’s3a (muB. posminu «OcoOmuBOCTI 3acToCyBaHHM» Ta «B3aemomiss 3 iHIMMMHU JiKapChKUMHU
3aco0aMu Ta iHIMI BHM B3aEMOJIii)

ITEPBAPHUKC Hi B sikoMy pa3i He MOKHA BBOAUTH BHY TPIIHBOCYAUHHO a00 BHY TPIITHEOIIKIPHO.
Hani crocoBHO migmkipHoro BBeaeHHs Baknuau IIEPBAPUKC BiI[C}’THi

SIKImo BakIMHA L[EPBAPI/IKC BBOI[I/ITBCSI B TOH caMui qac mo 1 1HL£[&a lH eKmHHa BaKI[MHA,

3aco0aMu Ta 1HII BUAM B3aEMOJIII ) 3
Pexomenganii momo 3acrocyBanHs/BuKkopucranas. [Ipu 36#’

iise &7
YTBOPHUTHCS Oimuii ocaj| 3 Mpo30puM 0e30apBHEM CyTIepHATaH i METTR

. e k )
Y3ropkeHo 3 Matepiariamii: \
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Ilepes 3acTOCyBaHHsIM BaKIIMHHA BMICT IIITpHIa/(rakona, sIK Iepejl CTPyIly BAHHIM, TaK i micns
HBOTO, HEOOXI/[HO OTJISHYTH Bi3yalbHO, IEPEBIPUTH HA HASBHICTH Oy b-SIKHX CTOPOHHIX YaCTOK
i/a60 o3HaK NOpymeHHs (PI3UYHUX BIaCTUBOCTEM.

V pasi BusiBJIeHHs Oy 1b-sIKUX NedeKTiB He0OXiMHO 3HUIUTH TaKy YIIaKOBKY 3 BAKIIHMHOIO.

Ilepes BUKOPUCTAHHSIM BaKI[HHY HEOOXIIHO M0Ope CTPYCHTH.

Texnika BUKOPHCTAHHS NONEPEIHBO HAIIOBHEHOI'0 MIIIPUIIA!

Ananrep

Toep-ox Tpumaiite mmpuil 3a MATIHAP, HE 3@ MOPIIEHE.

BinkpyTiTh KpuWINEUKy INIpUI@, IOBEPTAIOTH i IpoTH
TOAMHHUKOBOI CTPUIKH.

Iopmenn

mnpHna i A
. Iupniaap ’

mnpuna - Kpnmeaka
mnpHna

{06 mpremHaTH TONKY, 3’ €IHANTE BTYJIKY 3 aJanTepoM JIroep-
JIOK i OBEepHITH Ha YBEPTH 0GEPTY 33 FOMMHHUKOBOIO CTPLIKOIO,
JIOKH ToJIKa He Oy/1e OBHICTIO 3a(iKcoBaHa.

He BuTsTaliTe HOPIIEHH 3 IAHAPY MIIpPHIA. SIKIIO 1€ CTaloCh,
- HE BBOJIbTE BaKLUHY.

Byjb-sIKMii HEBEKOPUCTAHMH Ipemapar a0o MaTepiamm BifXOMy HEOOXiJ[HO YTHIi3yBaTH
BIJIIIOBI/IHO JI0 BUMOT YHHHOI'O 3aKOHO/IaBCTBA.

Mimu.
Bakiuna IIEPBAPYIKC He peKOMEH/Ty€ThCs 1St 3aCTOCYBaHHS JIITSIM BIKOM J10 9 POKiB Yy 3B’SI3Ky
3 OOMEXMHHME JAHEME [IO/0 GE3leKH Ta iMyHOTeHHOCTI y Ifiif BikoBif rpymi (muB. pO3aLI

«Croci6 3acTocyBaHHS 1 IO3W»).

Ilepeoosyeanna. _
IToBiOMIIEHB IO BUIIAJKH [IEPER03yBaHHA He OyJI0.

ITo6iuni peaxuyii.

Hani kniniunux 00cniolcens
Y KIHIYHAX TOCITiHKEHESX, IIPOBEICHAX 32 YUacTIo AiBYaT Ta XKiHok BikoM Bix 10 1o 72 poxiB
(79,2% 3 sixux Oymu BikoM Bim 10 g0 25 pOKiB Ha Yac 3aJly4eHHs B JOCIIDKEHHS), BaKIMHA
IITEPBAPUKC 6yna BBemena 16 142 xinkam, a 13 811 3Haxomumuce MiJ] CIOCTEPEKEHHSAM. 32
IMH Cy6’€KTAMH CIIOCTEpirajii Ha HAsBHICTH CEpHO3HUX MOOIYHHIX peaxiiiif IpOTAroM BCHOTO
nepiojty JocipKeHnst. Y OMepeHbO BU3HAYEHOI Mirpyma cy6’exTiB (rpyma IIEPBAPUKC =8
130 mpoTH rpymH KOHTpoiro =5 786) mo6idni peakitii criocTepiranyics IpoTsIroM 30 mHiB micns
KOXHOT iH’ €Ki, B 1BOX KIHHIYHUX HOCTIIKEHHSX 3 3alyIeHHIM 0Ci0 4OJIOBIYOT cTaTi BIKOM BiJ
10 o 18 pokis, 2 617 ocobam OyJ10 3aCTOCBAHO BaKIIUHY ITEPBAPHKC 3 nojansIniuM aKTHBHEM
CIIOCTEPEIKECHHSIM 100 OE3NEKH.

Haif[IoImHIpeHiIo0 peakIliero, o CIocTepiranacs Mmicisi BBEICHHS BaKIMHU, 6yB 6imb y Micri
iH’ €Ki, sSIKUi BUHMKAB TIicns BBeieHHs 78 % ycix J103. BiBIIicTh MUX PeaKi(iii MaJd IOMipHHUHA
a60 HU3BKHH CTYITHB MIPOSBY 1 INBHKO 3HUKAJIH.
[To6iuni peakmii, Mo MOXyTh GyTH IIOB’s3aHi 3 BAKITMHALLIEIO, pO3MIOiNeH]

rpymu:
Iyxe gacto (> 1/10)
Yacto (>1/100 - <1/10)

Heuwacro 111000 - <1/100) ——————
YaropKeHo 3 marepiarnami::

peecTpaLiiiHoro Focke



Orpanu Ta cucremMu | YacroTa l Ilo6iuni peakuii
JaHi oTpuMani B paMKax KJIIHIYHIX 0 CTIPKEHD

[adexii Ta iHBa3ii Heuacto [rdexnii BepXHiX JUXAIBHUX HUIIXIB
ITopymenns 3 6oky HepBoBoi | Jlyxxe wacto | ['onoBHuMIM 6116

CUCTEMH Heuacto 3anaMmOpOo4eHHs

[Ty HKOBO-KHIITKOBI Yacto 11Ty HKOBO-KHIIIKOB] ITOPYIIEHHS], BKIIIOYaIOYH
OpYIIEHHS HYJIOTY, OJIFOBaHHSI, Jiapero i 611k y JKHUBOTI
[Topymenns 3 6oxy mxipu ta | Hacto CaepbinHs/cBepOIK, BUCHIIAHHS, KPOIIMB IHKA

i IIKIPHOT TKAHUHH
ITopymenns 3 6oky ckenetro- | Jlyxe yacto | Mianris

M’s130BO1 CHCTEMU i | Yacro Aprpainris
CIOJIYYHO1 TKAHHHH
3aranpHi  mopymreHHss  Ta | J{y»e yacto | Peakuii B MicCiii BBEJCHHS, BKIFOYAlOUH Oilib,

peaxiiii B MiCIli BBEJICHHS IIOYEPBOHIHHSI, HAOPSIK, BTOMA
Yacto Jluxomanka (> 38 °C)
Heuwacto [nmi peakmii B Miciii BBeIEHHs, Taki K

VIIUJIBHEHHSI, MiCIIeBa MTAPECTE3isI

HaHi INOCTMAPKETHHIOBOI'0 3ACTOCYBAHHSA

[Topymenus 3 6oky | HeBimomo* | Jlimdanenonaris

KpPOBOHOCHOT Ta JiM(paTuIHOT

CHCTEMH

ITopymrenns 3 Goky imynnoi | HeBimomo* | Asepriuni peakiii (Bkirodaroun aHadiTakTHIHI

CHCTEMH Ta aHa(iaKTOIMHI peakilii), aHriOHEeBPOTUYHHM
HaOpsK (Habpsik KBiHKE)

[Mopymenns 3 60xy HepBoBoi | HeBimomo* | HempuroMuicTs ab0 BazoBarajibHa peakilisi Ha

CHCTEMH 10’ eKIiiine BBEJIEHHSI, 110 1HKOJIH

CYIPOBOJDKY€ETHCS TOHIKO-KJIOHIYHAMH pPyXaMu
(muB. posist «OcoOGIMBOCTI 3aCTOCYBAHHSN)
*Ockinpku 11i Ho6iuHi peakiii 6yi paropToBaHi CIOHTAHHO, HEMOYKIIUBO JIOCTOBIPHO OIIHUTH iX
9acToTy.

V KIiHIYHEX BIOCIIHKEHHSIX OO pod ik Ge3nexu crocTepiraBest y ¢y6’eKTiB, sIKi Mald B
MUHYJIOMy a60 MaroTh 3apa3 BIIJI B mopiBHsHHI /10 cy0’ekTiB HeraTHBHUX J10 oHKOreHHHX BIIJI
JIHK a6o ceponeraruBuux mo BI1JI-16 ta BITJI-18 anTuTin. '

3BiTyBaHHS Npo Mixo3proBaHi mo0igHi peaxirii.

IloBimominenHs mpo moOiuHi peakiii micist peecTparii JKapchKoro 3aco0y Mae BaXKIMBE
3HaueHHs. lle [ae 3MOry IpPOBOIAMTH MOHITOPHHI CITiBBiHOIIEHHS KOPHCTH/PH3HK IIPH
3aCTOCYBaHHI IIHOTO JIIKApCHKOTo 3aco0y. MeauaauM Ta (papMarieBTHIHUM IIpalliBHUKAM, a TAKOXK
marienTaM abo IXHIM 3aKOHHMM IpEJCTaBHHKAM CJJ{ IMOBIIOMJISATH PO yCi BHUIAAKH
IIiI03PIOBAaHUX TMOOIYHUX peakifiifi Ta BiICYTHOCTI e()EeKTHBHOCTI JIKapChKOro 3acoly uepes
ABpromMaTH3oBaHy  iH(opMmaniiHy cucreMy 3 (apMakoHarusuAy 32 IIOCHJIAHHSIM:
https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 5 pokiB. Jlata 3akiHUeHHS TepMiHy 30epiraHHs BaKI[MHM 3a3HadeHa Ha
€THUKETI Ta YIIaKOBIIi.

YmoBu 36epiranns. =~

36epiratu npu Temmeparypi Bif 2 1o 8 °C (B xomopuwibHUKY).: 30
YIIaKOBIl, B 3aXMIEHOMY BiJ{ CBiTJIa Ta HEJOCTYITHOMY JUIS JTiTel Mi
He 3amopoxyBartu. He BUKOPHCTOBYBATH, KO BaKIuHa Oyia 3aMdy
HMEPBAPUKC citin 3acTocyBaty 0Jjpa3y Hiciisg BUMMaHHS 3 XOJI0/1HY

BpUTiHAIBHIN

YaropKkeHo 3 marepianami:

! peecipallliHoro LOCLe
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OpnHax, y BUIAIKy THMYACOBOTO 30epiranHs BaKIIMHK 11038 XOJIOJHIFHIKOM, €KCIIEPHMEHTAIbHI
JlaHl TIOKa3aJd, IO MOHOJI03a BaKIMHH 3aJIMIIAETHCS CTAOILHOI0, KOJH 30epiracThCsl IpU
Temrepatypi Bix 8 mo 25 °C mo 3-x mib, nmpu temuepatypi Bix 25 no 37 °C — no 1 nobu. Sxmo
BaKIIMHA HE BUKOPUCTAHA JIO KIHIS IIbOTO NEPiofy, i1 He0OX1THO 3HUIIUTH.

Baximuny [TEPBAPUKC Heo6XigHO TpaHCIIOPTYBATH 3TiHO 3 IIPaBHIIAMHU XOJI0I0BOT0 JIAHI[IOTA.,

Hecymicuicmep.
Yepes BiZICyTHICTH HOCIIPKEHb CyMICHOCTI, 1€l JIKApChKHiA Ipemapar He CIIiJ 3MiIlyBaTH 3

IHIIMMY JIIKAPCHKUMHE ITperiapaTaMH.

Ynakoska.

ITo 0,5 mi (1 mo3a) cycneH3ii JuIst iH’ €Kil y TonepeIHhO HATOBHEHOMY IIIIPHIL (cKiIo THITy 1)y
KOMIIJIEKTI 3 TOJIKOIO a60 y irakoHi (ckiio Tumy 1).

ITo 1 momepenHbO HAIOBHEHOMY INIIPHUILY 3 I'OJIKOO (B OiicTepi) abo 1o 1 ¢uiakoHy B KapTOHHIN
KOpoOIIi.

Kpumeuka Ta rymoa mpo6ka MOpIIHS HOTEPeHBO HAIOBHEHOTO LIIpHIa Ta Ipobka (iakona
BUTOTOBJIEH] 3 CHHTETHYHOI I'YMH.

Kareropis Bignycky. 3a perienrom.

Bupoouuk. I'makcoCmitKistiin Bionomxikans C.A., Bensris / GlaxoSmithKline Biologicals
S.A., Belgium.

Micue3Haxo/keHHsI BUPOOHHKA Ta ajpeca MicIsi POBa)KeHHs HOro Aisl/IbHOCTI.
Pro ne m’Iucritio, 89 1330 M. Pikcencapr, bensrist / Rue de I’Institut, 89 1330 Rixensart,

Belgium.

3asBHUK Ta/a00 NpeACTABHUK 3asIBHUKA.
TOB «I'nmakcoCwmitKisiitn @apmacerorikanc Ykpainay.

MicuesHaxomKeHHs 3asiBHHKA Ta/a00 NpeICTABHUKA 3asiBHHKA.
02152, m. KuiB, npocrexr ITasna Tuunnu, 6yn. 1-B, Tem: (044) 585-51-85, daxc: (044) 585-51-

92.
IIpo yci BUIaAKU miO3prOBaHUX MOOIYHUX peakifiii Ta BiICyTHOCTI e(eKTHBHOCTI IIKapCEKOTO

3aco0y wMoxxaa moigomisitTt TOB  «I'makcoCwmitKinsitn ®apmackroTikainc YkpaiHa» 3a
nioto60BuM teneponom (044) 585-51-85 abo Ha email 0ax70065@gsk.com.

JlaTa ocTAHHBOTO MeperJisiay. OZ@ﬂ p f/» ()(/[?7{)/

Y3ropKeHo 3 Ma’repiar::;.-//ffff%

L;n‘:éux;_‘,ml_il,”m;:ln_; [OCLE %0 P g™,
TG00 RS 10



