3ATBEP/KEHO
Haxa3 MinicrepcTBa 0XopoHn
310pOB’s1 YKpaiHu
20.09.2017 Ne 1117
PeecTpaniiine mocBigueHHst
Ne UA/16310/01/01

3MIHU BHECEHO
Haxa3 MinicrepcTBa 0xopoHn
310pOB’sl YKpaiHu
10.09.2021 Ne 1922

IHCTPYKUIA
JJIS1 MEIUYHOI0 32CTOCYBAHHS JIIKAPCHKOI0 3aC00y

HNEPBAPUKC™
Bakuuna ais npo@ilakTHKN 3aXBOPIOBaHb, 10 BUKJIUKAIOTHCS BipycoMm nmamijioMu
Joanau taois 16 Ta 18

Cknao:

no03a BakuHU 0,5 MJT MICTHUTD:

Oiroui pevosunu: 20 MKT Bipycy naniiomu joaunu tun 16 L1 nporein; 20 MKr Bipycy namiJioMmu
moaunu tun 18 L1 npoteis;

Odonomigicni  pewosunu. 3-O-pe3ammin-4’-morodochopun  mimigy A, aTIOMIHIIO TiIPOKCHI
TiApaTOBaHMIA; HATPIIO XJIOPUMI; HATPito AUTiApodocdar IuriapaT; Boaa A iH €KIiH.

Jlikapcbka ¢gopma. CycrnieHsis s iH €KIii.

Ocnoeni  gisuxo-ximiuni  enacmusocmi: 1IEPBAPUKC™, BakuuHa i 0OpoQuUIaKTUKH
3aXBOPIOBaHb, IO BUKIMKAIOTbCA BipycoMm mamigoMu joauHu (BILJI), Burorommena 3
BUKOpHUCTaHHAM TexHouorii pekom6iHanTHoi JIHK, AS04 an’roBanTHA, ancopOoBaHa.

®dapmakoTepaneBTHYHAa rpymna. IlpoTuBipycHi BakuuHU. BakumHa 118 nOpoPUIAKTHKU
3aXBOPIOBaHb, 110 BUKJIMKAIOTHCS BIPYyCOM MAMiIOMH JTIOUHU (TUmu 16, 18).
Kox ATX JO7BMO2.

Imynonoziuni ma oionociuni énacmueocmi.

Mexanizm 0ii

Sk Oymo momemeHo, mepcUCTeHIliss OHKOTeHHHX THMIB BILJI € mpu4mHOIO NpakTHYHO BCIX
BUIA/IKIB IEPBIKAIBHOTO paKy MIMHKKA MaTKH y BCIX perioHax CBiTy.

[HEPBAPUKC™ — pekoMOiHaHTHa BaKIIMHA, BUTOTOBJICHA 3 BUCOKOOYHIIICHUX HEIH(EKIIHHIX
BipycononioHux dvactok (BITY) ocnoBHoro Oinka L1 o6Gomonkm BIII 16 1 18 Tumis.
BipycononiOHi yacTku He MicTaTh BipycHoi JIHK, ToMy BoHU HEe MOXKYTh iHPIKyBaTH KJIITHHH 200
OyTM TPUYMHOIO paKy JaHol JloKamizamii. Y  JOCHDKEHHAX Ha TBapHUHAX Oyio
MIPOJIEMOHCTPOBAHO, 1110 BIpyCcOMo/110H1 YaCTKM OCHOBHOTO Oisika L1 BakIuHY € BIAMOBIIaTbHUMUA
3a PO3BUTOK I'yMOPaJIbHOT IMyHHOI BIJMOBII Ta (OPMYBaHHS KIITUHHOI IMyHHOI TaM’ SITi.



LHEPBAPUKC™ wictuth ax’toBanT AS04, sikuii IpOJeMOHCTPYBAB y KIIHIYHUX JTOCIITKESHHSIIX
3IaTHICTh BUKJIMKATH BHUIIWNA Ta TPUBAIMKM PiBEHb IMYHHOI BIATOBI y TOPIBHSHHI 3 BaKIHHOIO,
10 MICTUTh Ti K CaMmi aHTUTEHH 3 TiApokcuaoM amoMiHito (Al(OH)3) y sKoCTi a’toBaHTYy.
[HBa3uBHUI pak MIMHKM MAaTKH BKIIOYAE TUIOCKOKIITHHHY LIEpBIKaIbHY KapuuHomy (84 %) Ta
ageHokapuuHoMmy (16 %, no 20 % B po3BHHYTHX KpaiHax 3a JaHMMM IPOrpaM MacOBUX
00CTEKEHB ).

BILJI-16 ta BI1JI-18 BignoBinarots npubim3Ho 3a 70 % paky muiiku matku, 90% paky anyca, 70
% mnoB’s3anux 3 BIIJI BumankiB iHTpaemiteniaabHoi Heoruiasii BynsBu (VIN 2/3) Ta
iHTpaenitenianbHol Heorwtasii mixsu (ValN 2/3) ta 78 % nos’s3anux 3 BILJI BunankiB ananpHO1
(AIN 2/3) inTpaeniTenianbHOl HeoIlIa3ii BHCOKOIO CTYNEHIO B yCiX perioHax cpiry. Inmri
onkorenHi turu BILJI (BITJI-31, -33, -35, -39, -45, -51, -52, -56, -58, -59, -66, -68) Takox MOXyTh
BUKIIMKATU aHOTeHiTanbHUH pak. BI1JI-16, -18, -45 ta -31 — e 4 Haii0i1b111 pO3MOBCIOHKCHI THITH,
BUSBIICH] Y TUIOCKOKJIITUHHIN LIepBiKaIbHIN KapuuHoMi (mpubauzHo 76 %) Ta ageHOKapLUUHOMI
(mpubmm3HO 91 %).

Jlani kniniunux 0ocniodicens

Jlokasu aHaMHECTHYHOI BiAMOBiAl (IMYHHOI ImaM’siTi)

[TpusnauenHs OycTepHOi 103U B cepeaHbOMYy dYepe3 6,8 pokiB micis mepiioi BaKIWHAIT
CIPUYMHUIIO aHAMHECTHYHY iIMyHHY Bianosias Ha BITJI-16 ta BI1JI-18 (mpu BU3HaYeHHI METOIOM
ELISA Ta Mmetomom HelTpasi3zallii rmcepaoBipiony) Ha 7-i AeHb. Uepes 1 MicsIb Mmicis BBEACHHS
IIPOBOKYIOUOI 103U, CEpEHI T€OMETPUYHHNA TUTP TIEPEBUIILYBaB TaKUH, IO CIIOCTEPIiraBcs yepes
MICSIIb TICIIS IEPBUHHOTO KYypPCY BaKIMHAILII.

AHaMHECTHYHA BIAMOBiAs Oyna oTpuMaHa Takoxk 1 Ha cymyTtHi tunu BIJI-31 Ta BILJI-45
(meromom ELISA).

Ipoginakmuuna eghexkmusnicmo

Kniniyna eekTHUBHICTD Y KiHOK Bij 15 10 25 pokiB

EdextuBnicts Bakunau LIEPBAPMKC™ Gyna omnineHa y 2 KOHTPOJIbOBAaHUX MOABIHHUX CIIMHIX
paH0Mi30BaHUX KiIiHIYHUX gociikeHHsax (HPV-001/007 Ta HPV-008) i3 3amydeHHsIM 3arajiom
19 778 ocib xiHo4oi craTi BikoM Bif 15 10 25 pokis.

Kniniyni pocmimxenass HPV-001/007 npoBonumnucs y IliBHiunil Ta JlatuHChbKilt Amepuni. Y
nocnimpkenHax HPV-023  cnoctepiranucs mnamieHTH 3 Opa3uibChbKOI KOTOPTH JOCIIIKEHb
001/007. Kpurepisimu BKJIIOYCHHs y AociimkenHs: Oymu: BincytHicts JJHK onkorennux BITJT
tunis (BIUI-16, -18, -31, -33, -35, -39, -45, -51, -52, -56, -58, -59, -66 ta -68) y nocmimkyBaHuX
3pa3kax IUHKH MaTKH, CEPOHETaTUBHICTh CTOCOBHO aHTUTLI A0 BipyciB BIIJI-16 Ta BITJI-18 i
LIUTOJIOTIYH] MOKa3HUKU B HOpMI. Taki XapakTepUCTUKU OyJIM y NMpPEACTaBHUKIB MOMYJIALIl, HE
iH(ikoBaHO1 oHkoreHHHMH TuTiamMu BITJI no BakimHarii.

Kniniuni nocnimxenns HPV-008 nposonunucs y IliBHiuniM Amepuii, JlatuHcbkiit Amepui,
€Bporii, Aziarchko-THUX00KeaHCHKOMY perioHi Ta ABcrpaiii. OTpuMaHi 0 BaKLMHAILI 3pa3Ku
tectyBanucs Ha HasBHICTh JJHK onkorennmx BILIT (BITJI-16, -18, -31, -33, -35, -39, -45, -51, -
52, -56, -58, -59, -66 Ta -68), MPOBOIMBCS TAKOXK CEPOJOTIYHHUI TECT HAa HASBHICTb AHTUTLI 10
BipyciB BIUJI-16 Ta BIIJI-18. Kinku npoxoauiu BaKIMHAIIK HE3aJIeKHO BIJT OCHOBHUX
muTonoriyHux nokasxukis, BI1JI Ta JIHK - cratycy. Taki XxapakrepucTuku Oy y IpeACTaBHUKIB
MOMYJISALII, 1110 BKJIIOYana IHOK 3 HiATBepAkeHuM iH(pikyBanHsM BIIJI B Munynomy ta/abo B
TEeNepilIHii Jac.

Ak 1y OyIp-sSKUX OCIIHPKEHHIX NPoQiIaKTHYHOT €PeKTUBHOCTI, 0COOM, MEPBUHHO 1H(IKOBaHI
BILJI neBHOTrO THIY, HE 3aTy4aics O OLIHKHA €(EeKTUBHOCTI LIbOTO THUITY.

LlepBikanpHa 1HTpaemitemianbHa Heornazis 2-ro (CIN) Tta 3-ro (CIN2+) cryneHis
BUKOPUCTOBYBAJIacsi y JOCHI/DKEHHAX K CYpPOTaTHUH Mapkep ILEpBIKaIbHOTO paKy.
[TepcuctenTHa iH(EKIlA, IO TpUBaJIa HE MEHIIE 6 MICAIIB, TaKOXX BBaKajlacs CyporaTHUM
MapKepoM IIepBIKaJIbHOIO paky. Xoda LepBikajlbHa iHTpaemitemiaabHa Heormaszis 1-ro (CIN)
CTYIIEHSI HE € CypOTaTHAM MapKepOM IIEPBIKaTBHOTO PaKy, e 3aXBOPIOBAHHS BUMAarae MeJIMIHOTO
CIIOCTEPEKEHHS.

Edexmusnicme saxyunu npomu BIL/I-16/18 y owcinok, He inghikosanux onkozcennumu BILI
munamu (docnidxcenns HPV-001/007/023)




PesynbTaTi €eKTUBHOCTI AJIs TICTOJIOTIYHUX KIHIIEBUX TOUYOK, OB’ s13aHi 3 BILJI-16 ta/a6o BI1JI-
18 (BILJI-16/18), mo criocrepiranucs y nocnimpkerai HPV-001/007 (y 3aranbHiit KoropTi, TOOTO
y JKIHOK, IKI OTpUMaJIK Xo4a O OJHY /103y BaKLIWHM), IpeacTaBieHi B Tabmumi 1.

Tabmnus 1

EdexTuBHicTh Bakiuuu y 3anobiranHi BunaakiB CIN2+ ta CIN1+ aconiiioBanux 3 BITJI 16 Ta 18
THITIB

KinrieBa Touka LIEPBAPUKC™  Korrrpons, Y
BIUT 16/18 N = 481 (ci1p aJEIOMlHIIO) EdextuBnicts %
N =470 (95 % A1)
KinekicTh BUIIAAKIB
CIN2+® 0 9 100 % (51,3; 100)
CIN1+@ 0 15 100 % (73,4; 100)
@) [lepBikanpHa iHTpacmiTe N aIbHA HEOIIa31s 2-T0 PiBHSI Ta BUIIIE.
@ LepBikanpHa iHTpaemiTeniaapbHa HEOIUIa3is 1-ro piBHS Ta BHIIE.

EdexTuBHICTS IPOTH IUTOJNIOTIYHHUX BiAXUIEHB, 10 BUKIHKaHi BI1JI-16/18 cknanama 96,7 % (95
% JI (mosipuuit intepBan): 87,3; 99,6). EdextuBHicTs nmpotu nepcucteHTHOI iHpekmii BILJI-
16/18 indexmnii cknamgana 98,2 % (95 % Al: 89,5; 100) Ta 96,9 % (95 % Al: 81,4; 99,9) nns 6- ta
12-MicsiYHOTrO BU3HAYEHHS BIIIIOBIIHO.

VY nocnimxenni HPV-023, ocobu (N = 437) ciocrepiranucs npotsirom 9,4 poxy (mpubmuzso 113
MICAIIIB) TMicAs mepmoi A03u. Y BakIMHOBaHIA Tpyni HOBUX BHUMNAAKIB iHdekHil abo
TiCTOIATOJIOTIYHUX 3aXBOPIOBaHb, acomiiioBanux 3 BI1JI-16/18, He Oymo. Y rpymi mianedo 0ymo
4 Bumagku 6-MicsYHOI MepCcUCTeHTHOI 1H(eKIii, 1 Bunagok 12-MicsuyHOT IEPCUCTEHTHOT 1H(EKIIiT
ta 1 Bunagok CIN1+, nos’s3ani 3 BIT1JI-16/18.

VY neckpuntuBHoMy (akTopHOMy aHami3i pociuimxenb HPV-001/007/023 edexTuBHICTH MPOTH
in¢ixyBannas BI1JI-16/18 Ta 6-micsruHoi mepcuctenTHOT iHekmii ckinanana 91,0 % (95 % l: 80,3;
96,5) Ta 96,8 % (95 % JI: 80,4; 99,9) BinnosinHo. He3Baxkaroun Ha O3HAKU TOTO, IO JKIHKH
npoJoBKyBanu mianaBatucs BmiauBy BILJI-iHdexuii, sik crioctepiranocst y KOHTPOJIbHIN TpyIl,
JIOKa31B 3HIKEHHS 3aXUCTY Y BaKI[MHOBAHMX >KIHOK HE OYJ10.

Edexmusnicme saxyunu y scinok 3 0osedenoio HasasHicmio ingexuyii BILI y munyromy ma/abo
menepiuHbomy yaci (docioxcenns HPV-008)

IIpodinaktuuda edexktusHicTh npotu BIIJI-16/18 vy xinok, He iHdixoBanux BIIJI-16 Ta/abo
BILJI-18

VY nocnimxkenni HPV-008 OyB mpoBeneHuil nepBUHHUN aHali3 €PEeKTUBHOCTI KOTOPTH, fKa Oyia
BakirHoBaHa 3rigqHo npotokony (K3II) (koropra K3II: Bkitouae kiHOK, sIKi OTpUMaIH 3 103U
BaKIMHHU 1 He Oyiu iH(ikoBaH1 BianoBiaHUM TunioM BILJI Ha 0-my Ta 6-My Mmicsii) Ta 3arajibHOT
Koroptu BakuuHoBaHuX -1 (3KB-1) (koropra 3KB-1: Biltouyae kiHOK, K1 OTpUMaIu Xxo4a 06 0JIHY
7103y BaKIMHM 1 He Oynu 1H(}ikoBaHi BiAnoBiIHUM TUrIoM BILJI Ha 0-my micsii). OOuaBi koroptu
BKJTIOYAJIH )KIHOK 3 ITOKa3HUKAaMHU B HOPMi 200 LIUTOJIOTTYHUMH IMMOKa3HUKaMU HU3bKOTO BUX1THOTO
PIBHS, BUKIIIOUATUCS TIJTBKH JKIHKH 3 TUTOJIOTTYHUME TokazHukamu (0,5 %) BUCOKOTO PiBHA.
Kpim Toro, OyB mpoBereHui aHaii3 epEeKTHMBHOCTI Ha OUIBII YHCIEHHIM 3arajibHiil KOropTi
BaknnHoBaHuX (3KB) Ta 3aranpHiit Koropti BakiHoBaHuX HeiHpikoBaHux (3KB-H).

VY BunpoOyBanusx HPV-008 6mu3pko 26 % >xiHoK Manu joeeHy iHdexuito BIIJI-16/18 B
MUHYJIOMY Ta/a0o0 y TenepiuHiid yac, a meHme 1 % xinok 6ynmu JIHK- BIIJI- no3utuBHUME Ha
BUX1HOMY piBHI BimHOocHO THmiB BI1JI-16 ta BITJI-18.

Ocrarouynuii anani3z BunpooyBanHs HPV-008 OyB iHiuiioBaHuil moji€ro, ToOOTO BUKOHYBaBCH,
konu B koropTi K3I1 nakonuuyBanocs He menme 36 BumankiB CIN2+, acouiiioBanux 3 BILJI-
16/18. Ilepioa mogaIbIIOro CIIOCTEPEKEHHS TPUBAB Y CEpeTHBOMY 39 MiCSIIiB MICIISI IEPIIOT TO3H.
Amnauti3 BUIIpoOyBaHHS 3/IHCHIOBABCS B KiHIII 4-piuHOrO MEpioay crocTepexeHHs (ToO0To uepes
48 MicsLiB Mmicis MepuIoi J03M) 1 BKJIF0YaB ycix 0ci0 13 3aranbHOi Koroptu BakuuHoBaHux (3KB).




VY BU3HAUEHOMY MPOTOKOJOM aHami3i edexTuBHicTh BakumHu npotd CINI+ ta CIN2+,
acoriioanux 3 BI1JI-16/18, 6yna craructiuano 3aaunmMoro B koroprax K3IT ta 3KB-1.
[Tonanpine qOCTiKEHHS BCTAHOBIIIO, 110 Kinbka BunaakiB CIN3+, CIN1+ ta CIN2+ manu pi3Hi
onkorenHi Tunu BILJI. o6 BigpizauTu tum (a6o turm) BIIJI, siki HailiMOBipHiIIe BiAMOBIAAIOTH
3a 3axBOpIOBaHHS, Bin Ty (a6o tumiB) BILJI, acormifioBaHMX THMYacoBO, 3aCTOCOBYBAJIOCS
BuniieHHs tany BIUI (mochigaunekuit anani3). Buginenns tuny BILJI — e BusiBieHHs TUIiB
BILJI 3a nomomororo moniMepasHoi Jianirorosoi peakilii (ILJIP) xoua 6 B oqHOMY 3 IBOX HaJaHUX
IIATOJIOTIYHUX 3Pa3KiB, KPIM THUITIB, BUSBJIICHUX y 3aXBOPIOBaHHI. Ha mifcTaBi BUSBICHHS THUITY
BILJI, anami3 BukiItodae BUNAAKH (B TPyl BaKIMHOBAHWUX Ta KOHTPOJBHIA Tpymi), SKi HE
BBA)XXAIOTHCS MIPUUMHHO acolliiioBanumu 3 iHdexmisimu BITJI-16 a6o BITJI-18, nabytumu iz yac
JOCIDKeHHs. Pe3ynbpraTu, mo crocrepiramucs B 000X aHamizax (TOOTO y BH3HAYECHOMY
MIPOTOKOJIOM aHami3i Ta BusiBneHH1 tumiB BI1JT), HaBeneni B Tabmuii 2.

Tabmns 2
Edexrusnicts Bakuuuu npotu CIN1+, CIN2+, CIN3+, acouiiioBanux 3 BI1JI-16/18
. OcTaToOYHMH aHaJII3 JOCIIHKEHHS Amnaii3 Ha KIHIEBIH cTamil JOCHI I KEHHS
Kinnesa Touka IHEPBAPUKC Konrponbna | EdexTuBHiCTh IIEPBAPUKC KonTponbHa E .
BILJI-16/18 ™ rpyna , % (II1 96,1 ™ rpyna $ez<;[1in;1;1c0;1),
N | n N [ n %) N | n N [ n |7 ’
Amnaunis 3a nporokosiom (K3IT ta 3KB-1)
K3M@ 731 80,0 % 730 91,7 %
CIN3 ) 7344 2 2 10 (0,3; 98,1) 7338 2 5 24 (66,6; 99,1)
+ 3KB- 808 90,9 % 810 95,0 %
10 | 8040 12 1y 1 22 | gngg9) | 8068 | 2 | "5 | 40| g57.99.4)
K3M¢ 731 92,9 % 730 94,9 %
CIN2 ) 7344 4 2 56 (79,9; 98,3) 7338 5 5 97 (87,7; 98,4)
+ 3KB- 808 94,5 % 810 | 13 95,6 %
10 | 8040 15 1y 1 9L | g0 ggay | 8068 | 6 | "5 | 5 | (90.1; 98.4)
K3M@ 731 91,7 % 730 | 16 92,8 %
CIN1 ) 7344 8 2 % (82,4; 96,7) 7338 12 5 5 (87,1; 96,4
+ 3KB- 808 | 13 91,8 % 810 | 21 92,9 %
10 | 8040 111 Tom s gasge0) | 8008 | 151 50 | g | (88,0;96.1)
Busnauenns tuny BITJI (anani3 mocmimkenns) (K311 ta 3KB-1)
K3I1¢ 731 100 % 730 100 %
cng | 0 | B O o | 8 sgaq00) | 3% | 0| 5 | 22| (818 100)
+ 3KB- 808 100 % 810 100 %
1@ 8040 0 0 20 (78,1; 100) 8068 0 3 38 (89,8; 100)
K3I1¢ 731 98,1 % 730 98,9 %
ez | 0 | BT |93 gganon) | P | 1| 5 | %2 | (938:100)
+ 3KB- 808 97,7 % 810 | 12 98,4 %
1@ 8040 2 0 a7 (91,0; 99,8) 8068 2 3 8 (94,3; 99,8)
K3I1¢ 731 97,8 % 730 | 15 98,1 %
Nt | 0 | B2 ) |90 914098 338 | 3| 5 | 4 | (04,3 996)
+ 3KB- 808 | 12 96,1 % 810 | 19 97,0 %
1@ 8040 5 0 8 (90,3; 98,8) 8068 6 3 6 (93,3; 98,9
N = KinBpKiCTh 0Ci0 B KOXKHIH rpymi
N = KiJIBKICTh BUMAAKIB
@ 3 nosu Bakiuuy, JJHK-weraTusHi Ta ceponerarusHi Ha 0 micsni Ta JJHK-HeraTuBHi Ha 6 micsii
BifHOCHO BiamosigHoro tumy BITJT (BITJI-16 a6o BITJI-18)
@ xoua 6 onna n03a Bakuuay, JJHK-HeratusHi Ta cepoHeratuBHi Ha 0 Micsi BiamosigHoro Tury BITJT
(BILJI-16 a6o BILJI-18)

Kpim Toro, mij 4ac 0cTaTOYHOTO aHaTi3y TOCHIIKEHHS B OKPEMUX BUIIAIKaX TPOJIEMOHCTPOBAHO
CTaTUCTHYHO 3HaUYUMYy e(eKTUBHICTh BakuHM npotu CIN2+, acouiitoBanoi 3 BI1JI-16 ta BILJI-
18, B 000X KOropTax Ta KOXXKHOMY aHaJi31.



Takox omiHIOBanacs eQeKTUBHICTh BaKIMHU NMPOTH NepcucTeHuii iHdekuii nporarom 6 ta 12
MICSIIIB Ta IUTOMATOJIOTI] (> HasABHICTh ATHIOBHUX IJIOCKUX KJIITHH HESICHOTO 3HAYeHHS (KIITHH
ASCUYS)), aconiiioBanux 3 BI1JI-16/18. EdexkTuBHICTh BaKIMHHU MPOTH KOXKHOI KiHIIEBOT TOUKU
OyJa CTaTUCTUYHO 3HAYMMOIO B 000X KOrOpTax.
OcTaTo4yHMii aHaI3 JOCIIHKEHHS:
- 6-micsuna nepcucteniisa iHdexuii: 94,3 % (91,5; 96,3) B koropti K3II Ta 90,2 % (87,3;
92,6) B xoropti 3KB-1,
- 12-micsuna nepcucrenuis iHdexii: 91,4 % (86,1; 95,0) B koropti K311 ta 85,3 % (79,9;
89,4) B xoropti 3KB-1,;
- [UTOJIOTiYHI BimxwieHHs (> HasBHicTh KiiThH ASCUS): 89,0 % (84,9; 92,1) B koropTi
K3II ta 86,7 % (82,8; 89,8) B koropti 3KB-1.
AHai3 Ha KIHIEBIN CTaail JOCITiKSHHS:
- 6-micsuna nepcucteniisa iHdexuii: 94,3 % (92,0; 96,1) B koropti K3II Ta 91,0 % (88,5;
93,0) B xoropti 3KB-1,
- 12-micsauna nepcuctenis iHdekii: 92,9 % (89.,4; 95,4) B xoropti K311 ta 88,2 % (84,5;
91,2) B xoropri 3KB-1,
- LUTOJIOTIYHI BinxwieHHs (> HasBHicTh kimiTuH ASCUS): 90,7 % (87,8; 93,1) B xoropri
K3IT Ta 88,6 % (85,6; 91,0) B xoropti 3KB-1.
[Tin dyac ocrtaroyHOro aHamizy B 000X KOropTrax crocrepirajacsi CTaTUCTUYHO 3HAYUMa
epexTuBHICTh BakiuHM npotd VINI+ (BynbBapHOiI iHTpaemiTenianbHOI Heorurasii meprioro
CTyleHsd Ta OUIbII BUCOKUX CTYIEHIB 3axBoproBaHHs) ab6o ValNI+ (BariHaibHOT
iHTpaenitenianpbHOi Heoriaszii 1-ro crymeHs Ta OLIbII BHUCOKHX CTYIEHIB 3aXBOPIOBAHHS),
acorifioanux 3 BIIJI-16/18: 80,0 % (96,1 % JII: 0,3; 98,1) B koropti K3II Ta 83,2 % (96,1 % JII:
20,2; 98,4) B koropti 3KB-1. B anaimi3i KiHIIEBOTO €TaIy JOCIHIKCHHS €(PEKTUBHICTh BaKIIMHU
npotu VIN1+ a6o ValN 1+, acomiiioBanux 3 BIIJI-16/18, cknagana 75,1 % (95 % Al: 22,9; 94,0)
B koropti K3IT ta 77,7 % (95 % II: 32,4; 94,5) B xoropti 3KB-1.
byno Bussneno 2 Bumagku VIN2+ a6o ValN2+, nos’szani 3 BIUI-16 a6o BIUJI-18 y rpymi
BaKLWHAII{, Ta 7 BUNAAKIB y KOHTposbHiH rpyni B koropti K3I1. im0 mocmimkeHHs He Oyna
JEMOHCTpAIIisl PI3HUII MK BAaKIIMHOIO Ta KOHTPOJIBHOIO TPYIO0 TS IIMX KIHIIEBUX TOYOK.
Hemae nokasiB 3axucTy Bij 3aXBOpIOBaHHs, BUKJIMKaHOro Tunamu BILJL, no sixkux ocobu Oynu
JHK - BIIJI no3UTUBHUMHM Ha MOMEHT BKJIIOYEHHS Yy JociikeHHs. OpHak ocolu, siKi 10
BaKIMHaLIl Bxke Oynu iH(pikoBaH1 onHUM 3 TumiB BIJI, siki MicTATbCA y BaklMH1, OyJIM 3aXUIIEHI
BiJl KJIIHIYHHMX 3aXBOPIOBaHb, 10 BUKIUKAIOThCS 1HIIUM THoM BITJL.
3araapbHUN BIUIMB BAKIIMHU HA TSDKKICTE 3aXBOPIOBAaHb, BUKJIMKanux BI1JI
3aranpHa e(EKTUBHICTh BakIMHHU, He3anexkHo Big tumy JIHK BIUI B ypaxenHax Tta
ctparudikoBana 3a BuxigHuM cratycoMm JJHK BILJT i cepocTarycom, oliHIOBanacs y A0CIIIKEHH]
HPV-008.
V¥ koroprax 3KB Tta 3KB-H, sxi Bkirogaiu ycix BakKIIMHOBAaHUX JKIHOK, OyJia MpOJeMOHCTPOBaHA
edpexTuBHicTh BakHU poTu CIN3+, CIN2+ Ta CIN1+ (Tabnuig 3). B nux koroprax Takox OyB
nponeMoHcTpoBaHui BIUIMB BakiuHU [[EPBAPUKC™ Ha 3MmeHIIEHHS KUTBKOCTI BHIAJKIB
3aCTOCYBAaHHS JIOKAJIBbHOI Teparii Ha Muiilll MaTku (Ipoleaypa MeTIhOBOI ENeKTPOESKCIU3ii,
KOHI3aIlisl HOKoBa a0o0 JiazepHa) (Tabmnuis 3).
Koropra 3KB-H — 11e miarpymna koroptu 3KB, 1110 BKTI09ana »iHOK 3 HOpMaJIbHUMU MTOKa3HUKAMHU
LUTOJIOT], iK1 Ha BuxigHomy piBH1 Oy JJHK- BIIJI- HeraTuBHuMU 32 14 OHKOr€HHUMU TUIIAMU
BILI (BILJI-16, -18, -31, -33, -35, -39, -45, -51, -52, -56, -58, -59, -66, -68) Ta cepoHeraTuBHUMU
oo BITJI-16 ta BITJI-18.

Tabmuus 3
EdextuBnicts Bakiau HezanexxHo Bij JJHK BILI tuny y 3axBoproBaHHi, HE3a1€KHO Bijl
IIEPBHUHHOIO CEPOCTATYCY
OcTaToYHui a”aIi3 JOCITIIKEHHS

AmHaji3 Ha KIHIEBIH cTamil JOCTi I KEeHHS

HEPBAPUKC KonrponbsHa | EgextuBnicT HEPBAPUKC KonrpomnbHa | EgextupnicT
™ rpyma b, % (1 96,1 ™ rpyma b, % (1195
N | n| N n %) N | n N [ n %)




3KB- 543 87,0 % 545 93,2 %
g | HY 5449 13 | g | 2 I sag:97,7)| 2400 | 3 | o | 4| (789:987)
3KB® 8667 77 868 | 11 33,4% 8694 | 86 870 | 15 45,6 %
) 2 6 | (9,1;515) 8 8 |(28,8;58,7)
3KB- 543 | 11 70,2 % 545 | 17 64,9 %
e |HO 5449 1 33 | "o | g | (547:80,09) | >0 | O1 | o7 | 0 | (527:742)
3KB® 868 | 32 30,4 % 870 | 42 33,1 %
)| 8667 1 224 1 0 o e 4 a0y | 8094 | BT | g | g | (22.2: 426)
3KB- 543 | 21 50,1 % 545 | 34 50,3 %
o |HO 5449 11106 | "o" | 1 | (35.9;61,4) | 20 | 14| o | 5 | (40.2:58,8)
3KB® 868 | 57 21,7 % 870 | 79 27,7%
) | 8667 14511 o g 107,314y | B89 | 79| g | 8 | (19,5 35.2)
3KB- 543 68,8 % 545 | 14 70,2 %
JlokanbH ) )
anepnr. | HO | 94491 26 | "o 1 83 1 500810y | 0400 | 43| 5T | 3 | (57,8,79,3)
xambHa | KB 868 | 24 24,7 % 870 | 34 332%
repanis | ) | 8667 1180 1 Ton |y | (7 559y | 8694 ) 2301 o |y | 90 8 437y
N = KUIBKICTB 0Ci0 B KOXKHIH TpyIi
N = KUIBKICTh BUIMA/IKIB
(1) 3KB-H: BKiII0YaE BCiX BAKIIMHOBAHUX OCi0 (XTO OTPUMAaB X0ua O OHy 7103y BaKIMHH), SKi
MaJii HOpMaJbH1 IUToj0r4HI mokasHuku 1 0ynu JIHK- BILI - neratuBnumu 3a 14
onkorennumu tunamu BITJI i ceponeraruBaumu 3a BILJI-16 ta BI1JI-18 Ha BuxigHoMy piBHI.
() 3KB: BKiIIOYAE BCiX BAKIMHOBAHMX OCi0 (XTO OTPHMAB X04a 6 OJIHY JI03y BAaKIIMHH)

[IpodinakTryHa eheKTUBHICTb TPOTH iHDIKYBAHHS OHKOTeHHUMU Trriamu BI1JI, BIAMIHHUMU Bijl

BILJI-16 Ta BITJI-18

Y nocnimxenni HPV-008 edextuBHICTh BakimHU npoTd 12 oHkoreHHux tumiB BILJI, mo He

MmicTaThes y BakiuHi (BITJI-31, -33, -35, -39, -45, -51, -52, -56, -58, -59, -66, -68), ouinroBaiacs

y koroprax K3II ra 3KB-1.

Y ocratoyHOMy aHami3i JOCHIDKeHHs Oyja NpPOJEMOHCTPOBaHA CTATHCTUYHO 3HAYMMa

edextuBHicTh BakuHU IpoTH CIN2+ nns ycix tunis BITJI pasom (BIDJI-31, -33, -35, -39, -45, -

51, -52, -56, -58, -59, -66, -68), 3a BunsTKOM THTIB BI1JI-16 Ta -18, sxa cranoBmna 54,0 % (/I

96,1 %: 34,0; 68,4) B xoropti K3II 46,0 % (I 96,1 %: 27,0; 60,3) B xoropti 3KB-1. V anamnisi

KIHIIEBOT CTafil qociikeHHs eexkTuBHICTh BakimHu npotu CIN2+ mst ycix tumiB BITI pazom,

3a BuHATKOM THiB BITJI 16 Ta 18, ckmagana 46,8 % (1 95 %: 30,7; 59.4) B xoropti K3IT i 40,8

% (195 %: 25,5; 53,1) B xoropti 3KB-1.

VY ocTtarouHOMy aHami3i JOCHIIKEHHsS] CTATUCTUYHO 3HauuMa €(EeKTHUBHICTh BAKIMHU MPOTH 6-

MicsiyHOI nepcuctenuii iHekuii Ta npotu CIN2+ crioctepiranacs 3a TaKUMU OKPEMUMHU TUTIAMHU

BILI:

- 6-micsuHa mepcucteHTHa iHekis: tunu 31, 33, 45 B xoropti K3IT; tTunm 31, 33, 45, 51 B
koropti 3KB-1.

- CIN2+: tunm 31, 51, 58 B koropti K3I1; Tunu 31, 33, 35, 51 B koropti 3KB-1.

VY aHami3i KiHIEBOi cTajil JOCTiIKEHHs crocTepiranacs Oilblia KiUTbKICTh BUMAJKIB Ta HIDKYA

mexa I 95 % Buie nyns ansg tunis 31, 33,45 1 51 BiiHOCHO 6-MicA4HOT TepcUCTeHLIT 1HPeKiT

ta CIN2+ B xoroprax K3II i 3KB-1. lna CIN2+ Hmxkua mexa Il 95 % Buie Hyns Takox

cnoctepiranacs s Tuiy BITJI-39 B koropti K3I1 i Tuny BITJI-66 B xoropti 3KB-1.

KiiniyHa edeKTUBHICTD V )KIHOK BIKOM Bix 26 pOKiB

Edextusnicte ILIEPBAPUKC™ omiHioBanacst y paHIOMI30BaHOMY MOJIBINHOMY CIIIIIOMY

KiiHigHOMY gociipkerHi ¢asu I (HPV-015) i3 3aimy4ennsm 3aramom 5778 kiHOK BikoM 26 -72

pokiB (B cepemnboMy 37 pokiB). Lle mocmimkenns mnpoBoausiocs y IliBHIUHIN Amepuiii,

Jlatuncbkilt Amepuili, A3zlaTcbko-TuXxooKkeaHChKOMY perioHi Ta €Bpormi. OcrtaTouHui aHami3

Oyo 3aifiCHEHO Micys 3aBEpIICHHS JOCTIJKEHHsI Yepe3 7 pOKIB MicCiis BBEICHHS MEpIIoi 103U

I[IEPBAPUKC™,

[TepBHHHOIO KiHIIEBOIO TOYKOIO Oys1a KOMOIHAI[is BIpYCOJIOTIYHOT Ta riCTONATONIOTTYHOI KIHIIEBUX

TOYOK: 6-micsuHa mepcuctyroya iHdekiis ta/ado CIN1+, mos’s3ani 3 BIIJI-16/18. TlepBunHi
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aHaii3u eexTuBHOCTI poBoamncs Ha koropTi K311 ais Bu3HauenHs epexruBHocti Ta 3KB, ski
BKJIIOUYAIH CyOmomyJsiito 10 15 % xiHok 3 iH(pekiiero abo 3aXBOpIOBaHHAM, OB’ sa3aHuM 3 BILJI,
B aHaMHe31. EQeKTUBHICTh BaKIIMHU TICIIs 3aBEPLICHHS JOCIIKSHHS, HaBeJIeHa y Tabmui 4.

Tabmuus 4
EdexTuBHICTS BaKIIUHY MiCHA 3aBepiieHHs qociipkenns HPV-015
KiHues K13® 3KB®@
aTouka | [[EPBAPUMKC | Konrpon % LIEPBAPUKC Korrpors %
™ b e(eKTHBHOC ™ e(eKTUBHO
T1 (96,2 % cTi (96,2
n/N n/N 1) n/N n/N % III)
BITJI-16/18
6M 111 7/1852 71/1818 90,5 % 93/2768 209/2778 56,8 %
Ta/abo (78,6; 96,5) (43,8;
CIN1+ 67,0)
oM 111 6/1815 67/1786 91,4 % 74/2762 180/2775 60,0 %
(79,4; 97,1) (46,4;
70,4)
ASC- 3/1852 47/1818 93,8 % 38/2727 114/2732 67,3 %
US+ (79,9; 98,9) (51,4;
78,5)
[TepexpecHa epeKTHBHICTD
BILJI- 10/2073 29/2090 65,8 % 51/2762 71/2775 29,0 %
31 (24,9; 85,8) (<0; 52,5)
oM 111
BILJI- 9/2106 30/2088 70,7 % 22/2762 60/2775 63,9 %
45 (34,2; 88,4) (38,6; 79,6)
6M 111
BILJI- 5/2117 23/2127 78,4 % 34/2727 55/2732 38,7 %
31 (39,1; 94,1) (2,0; 62,3)
ASC-
US+
BILJI- 5/2150 23/2125 78,7 % 13/2727 38/2732 66,1 %
45 (40,1; 94,1) (32,7; 84,1)
ASC-
US+
N = KUIbKICTB 010 Y KOXHIH rpymi
N = KUIBKICTb 0Ci0, y SIKMX BiIMI4aBcs MiHIMYM OJIMH BHIAJI0K, B KOXKHIHN rpymi
6M III = 6-micsyHa epcucTeHTHA THPEKIIIs
JI = noBipuuii iHTEpBaI
ASC-US = atumnoBi KJIITHHA 3 HEBU3HAUCHIMH O3HAKaMH (aHOMaJIbHA IIUTOJIOT15T)
@ 3 nosu Baxiuam, JJHK-HeraTueHi Ta ceponeratupHi Ha 0-My Micsmi ta JIHK-neratupHi Ha 6-
My Mics1i BiiHOCHO BianosinHoro tumy BITJT (BITJI-16 ta/a6o BITJI-18).
@ Xoua 6 oxHa 103a BakuMHHM, HezBaxkarour Ha BITJT, JIHK Ta ceponoriunmii craTyc Ha 0-My
Micsi. Bximroudae 15 % manieHTiB 3 3axBoproBaHHsAMU/iH(Dekismu, Bukinkanumu BITJL, B
aHaMHe3l.

KniniuHa eeKTHBHICTh IPOTH aHAIBHOI MpeBatO0U0i iH(peKIi y ®KIHOK BikoM 18-25 pokiB
JocnimxenHss epeKTUBHOCTI MPOTH aHAIbHOI MPEBAIOIOUO] 1H(EKUii 3 BI3UTOM Ha 4 poLl.
Edexrunicts Baknuaun nporu BIIJI-16/18 ta mporm HeBakumuuumx tuniB BI1JI-31/33/45




npezcTaBieHa y tabmuii 5. [Hdekuio MUK MaTKi y TUX CaMUX KIHOK OIIIHIOBAJIH 3 METOIO
MTOPIBHSHHS.
Tabnuns 5.

EdexTuBHICTS MPOTH aHANBHOI Ta LepBiKaTbHOI nMpeBatorouoi iHdekmii 3 BIIJI-16/18 Ta BILJI-
31/33/45 y nocaimxenni BITJI-009.

Kins- | Kinb- | Edexrus- Kinpkicte | Kinmbkicts | Edextus-
KICTh | KICTb | HICTh JKIHOK BILJI- HICTb
xinok | BITJI- | Bakuuuan 31/33/45 BaKI[MHA
16/18 | BILJI- ingekmin | BITJI-
iHpex | 16/18 (95 31/33/45
-II1H % JI) (95 % A
[ToBHa Anyc
Koropra* I'pymna | 2103 47 62,0% I'pyma | 2103 55 49,4%
BIJI (47,1 BI1JI (30,3;
Konr- | 2107 |[124 | 73.1) Konr- | 2107 109 63,6)
POJIb- POJIb-
Ha Ha
rpyna rpyna
IMwuiika MaTKu
I'pyna | 2103 40 76,4% I'pymna | 2103 76 45,2%
BIJI (67,0; BI1JI (21,7;
Komt- | 2107 | 170 | 83.5) Kowut- | 2107 139 58,7)
pOJIb- pOIIb-
Ha Ha
rpyna rpyna
O6mexeHa Anyc
Koropra** I'pyna | 1003 8 83,6% I'pymna | 1629 31 61,8%
BI1JT (66,7; BIIJI (42,8;
Kour- | 986 | 48 92,8) Kont- | 1684 84 75,0)
POJIbH pOJIb-
a Ha
rpyna rpyna
IImitka MaTKH
Tpyma | 1003 |10 87,9% Ipyna | 1629 49 51,3%
BILJI (774, BI1JI (3L,9;
Kowur- | 986 81 94,0) 1684 104 65,5)
Konr-
pOJIb-
pOIb-
Ha a
rpyna rpyna

I'pyna BIUI: rpyna npoBakiHOBaHa BAKLIMHOK LIEPBAPUKC™,

KontponbHa rpyna: rpyna npoBakiMHOBaHa MOAM(IKOBAHOIO BAKIIMHOK XaBPHKC (BaKLMHOKO MTPOTH
renaTury A).

*[1oBHa KoropTa BKJIIOYaJia BCIX KIHOK 3 HAsBHUMU PE3yJIbTaTaMH TiCTOJOTTYHOTO AOCTIIKEHHS
CJIIM30BOI1 aHyCy.

** ObmerxeHa Koropta 11 Bu3HaueHHs edektuBHOCTI npoTtu BITJI-16/18 iHdekmii BriItovana ocid
3 MOBHO1 KOTOPTH 3 BIJICYTHICTIO TOKa3iB npeBatoroyoi nepsikanbHoi BI1JI-16 Ta BITJI-18 indexuii
a6o BIIJI-16 ta BIIJI-18 anTuTin mepen BakIMHAIIIETO, K1 OTpuMaiu Tpu 1034 Bakiuau BILJI abo
BaKI[MHU KOHTpoJt0. OOMexeHa KoropTa Jiisi Bu3HaueHHs eektuBHOCTI npotu BITJ1-31/33/45
1H(eKii BKII0Yasa KIHOK 3 MOBHOI KOTOPTH 3 BIACYTHICTIO 1I0Ka31B MPEBATIOI0U0] IEpBIKAIbHOT
ingexuii BITUI-31, 33, 45 nepex BakuMHali€ro, ki oTpuMainy Tpu Jo3u BakuuHu BILJT abo
BaKIIMHU KOHTPOJIIO.




Imynocennicmo, iHOYKO8AHA 8AKYUHOIO

I'ymopanpHa imyHHa BignoBigs Ha BIIJI-16 Ta BIIJI-18 BuMmiproBamacs 3a J10mMOMOTOIO
tunocnenudiyHoro imynocopoentHoro ¢pepmenTHoro ananizy ELISA, nani ssikoro kopenatoBanu 3
TecTaMM HeWTpaiizaiii (BKIOUYaoUd TECT Ha OCHOBI HEUTpaJIi3ailii ceBA0BIPiOHY, pO3pOOJICHHIHA
HamionaneauMm iHcTHTYTOM paky CIHIA). B kIiHIYHUX JOCHTIIKEHHSIX OYJI0 MPOIEMOHCTPOBAHO
TPAHCY/IAIII0 AHTUTILI 3 CHPOBATKHU B LIEPBIKAIBHY CIM30BY OOOJIOHKY.

ImyHOTeHHICTh, iHAYKOBaHa TpboMa ao3amu BakuuHu LIEPBAPUKC™, ounintoBanacs y 5 000
JKIHOK BikoM Bix 9 1o 55 pokiB 1y monan 800 qosoBikiB BikoM Big 10 1o 18 pokis.

3a maHMMM KJIIHIYHUX JOCHDKeHh Y 99,9 % mepBUHHO CEpOHETraTUBHHX OCIO BimOysacs
cepokonBepcig 10 06ox TumiB BIIJI-16 Ta -18 yepe3 wmicsaup micns Tperboi no3u. Cepeaniid
reometpudHuid TUTP (GMT) mocTBakIMHAIIBHOTO IMYHOTJIOOY 1iHY OyB Habarato BUIITUH 3a TUTD,
II0 CIIOCTEpIraBcs y JKIHOK, K1 Oynu panime indikoBani, ane 3BinpHMIHCA Big BITJI - indexuii
(mpuponne iH(ikyBaHHs). [lomepenHbO CEPOMO3UTHBHI Ta CEPOHETAaTHBHI OCOOW JOCSTANIN
CXOXHX TUTPIB MiCIs BaKIIMHAII.

IMyHOTEHHICTB Y 0Ci0 »iHOY0]1 cTaTi BikoM Bil 15 10 25 pokiB

VY xiiniyaomy nociimkenni HPV 001/007 imynna BiamoBime nporu BIIJI-16 ta BILI-18
BHBYANACA MPOTITOM 76 MICSIIB Micis Mepiioi J03M BAaKLIMHU Yy OCi0 KIHOYOI CTaTi, SIKHM Ha
MOMEHT BaKI[MHYBaHHS BUIIOBHMIIOCS 15-25 pokiB. Y mociimkenni HPV-023 BuBueHHs iMyHHOT
BIJIMOBiAL y miArpymi nomyssiiii 3 qocaimkenus HPV-001/007 tpusano 1o 9,4 poxy micis nepiioi
JIO3H.

VY nocaimxenni HPV-023 100 % xiHok Oyau cepOnO3UTUBHUMH BiTHOCHO 000X Tuti, BITJI-16
ta BIUI-18, 3a ganumu anamizy ELISA aGo Tecty Ha OCHOBI HeWTpami3alii INCEBIOBIPIOHY
(PBNA), 1o 9,4 poky micis nepiioi BaKIWHAILi.

Cepenniit reomerpuunuii TuTp (GMT) moctBakunHanbHOTO iMyHOT00YMiHY TipoTH BITJI-16 Ta
BILJI-18 maB HaiiBUIIUi piBeHb HA 7-i MiCALb Ta 3MEHIIIYBABCs 0 PiBHS I1aTo 3 18-ro micsus i,
3 HECYTTEBHMH BIIXWJICHHSMH, N0 KiHI mepioxy cnocrepeskenHs (113 micsauiB). Ha 113-my
Micsli cepeani reomeTpuyHi TuTpu sk g BIUJI-16, tak 1 qia BI1JI-18 6ynu Bce mie B 10 pazis
BUIIIE, HIXK TUTPH, 1110 CTIOCTEPITaIHCs Y KIHOK, sIKi paHinie 0ynu iH(ikoBaHi, aje 3BUTBHUINCS Bill
BIUI (mpupoanae indikysanss), a 100 % xiHok Oyyiu cepOnO3UTUBHUMHU 110 000X aHTHUI€HAX.

VY nocnimxenni HPV-008 imyHorenHicth 10 48-ro Micsis Oyia moaioHa 10 iIMyHHOI BiAMOBIIL,
mo crnocrepiranacs y jgociipkeHHi HPV-001/007. AnanoriyHuii KiHETMYHHMM Tpodiiib
crocTepiraBcs 3 HEUTpalli3ylOuMMHU aHTUTLIAMHU.

[opiBusaas ganux edextuBHocTi BakumHu [[EPBAPUKC™, mponemMoHCTpoBaHOi y 0ci0
JKIHOYO1 cTaTi BIKOM BiJl 15 10 25 poKiB Ta iHIIKUX BIKOBUX TPYII

3a nanumu cykymnHoro anamizy (HPV-029, -030 Ta -048) y 99,7 % ta 100 % niBuaTok Bikom 9
POKIB miciisg TpeThoi A03u (Ha 7-i Micslp) BinOysacs cepokoHBepcis Ao tumiB BII-16 ta 18
BIJITIOBIJTHO, & CEpeHi TeoMeTpuyHi TUTpH Oynu B 1,4 Ta 2,4 pa3u BUILE MOPIBHAHO 3 BIKOBUMHU
rpynamu kiHodoi ctati Bix 10 1o 14 pokis ta Big 15 10 25 pokiB BiANOBIAHO.

VY aBox wimiHiunux gocmimkennsx (HPV-012; HPV-013), npoBeaeHnX 3a y4acTiO AiBYaTOK Ta
miUTITKIB BikoM Bif 10 mo 14 pokiB, y Bcix oci0 micist TpeThoi 103U (Ha 7-1 Micsib) BigOymacs
cepokonBepcig a0 o6ox tumiB BIIJI-16 ta BIJI-18, a cepenHi reomeTpudHi TUTpH Oynu
IIOHaMMEHIIIe y/IB14l BUIII MOPIBHSAHO 3 0c00aMu >KIHOYOI cTaTl BikoM Bif 15 10 25 pokiB.

V kniniyHomy pocnimpkenHi (HPV-070), npoBeneHoMy 3a y4acTio iBYaT BikoM Bijx 9 1014 pokis,
gkl gorpumyBaiucs rpadiky 2-i mosu (0, 6 micsauiB abo 0, 12 wmicamiB), yci ocodbu Oynu
cepono3uTUBHUMHU 710 060X TuniB BITJI-16 Ta 18 uepe3 oaun Micaip micns apyroi go3u. IMyHHa
BIJIMOB1/Ib MICJIST 2 103 B AiBYAT BIKOM BiJ 9 1m0 14 pokiB BHUsIBMIIAcS HE MEHIIOIO, HIXK IMyHHA
BIJIMOBiIb MicTs 3 7103 B JKiHOK BikOM Bifl 15 10 25 pokiB.

Ha mincraBi naHux 3 IMYHOT€HHOCTI OyB 3p0OJj€HHII BUCHOBOK IMPO €(PEKTUBHICTh BaKIUHHU
[HEPBAPUKC™ y nipuat BikoM Bif 9 10 14 pokiB.

TpuBasicTs IMYHHOI BIAIIOBII V KIHOK BIKOM BT 26 POKIB

VY nocaimxenni ¢aszu I (HPV-015) i3 3anydeHHsAM KiHOK BIKOM Bifl 26 POKIB CEpOKOHBEPCIs y
BCIX MAIIEHTOK B1I0yIacs 4epe3 MiCSIIb MICIs TPEThO1 103U. 3a MepioJ] CIIOCTEPEKESHHS 84 MicsIIl,
a caMe uyepe3 78 MicALiB MICI 3aBeplIeHHS MOBHOro Kypcy BakiuHauii, 99,3 % Ta 95,9 %
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MEPBUHHO CEPOHETaTHBHHUX JKIHOK 3aiumianucs ceporno3utuBHUMU 10 BILJI-16 ta BIITJI-18
BIIMOBITHO. TUTPU aHTUTII JOCSATIIN IMiKa Ha 7 MICAI, TOTIM MOCTYIOBO 3HMXKYBaIHCS 10 18
MICSIIS Ta CTa0LTI3yBaIKCS 10 84 MiCSIIS.

B inmomy xminiyHOMY nociimkenHi (HPV-014), nposenenomy cepen xiHOK BikoM Bif 15 1o 55
pokiB (229 - BikoM 15-25 pokiB, 226 - BikoM 26-45 pokiB Ta 211 - Bikom 46-55 pokiB), BCi KIHKH
Oynu ceporno3utuBHi 10 000X TumiB BI1JI-16 Ta BI1JI-18 micns tpetboi no3u (y Micsnsb 7). OgHak,
TUTPHU AHTHUTIN OyJIM HUKYl y TPYNHU MAIIEHTOK BIKOM BiJl 26 10 55 pOKiB MOPIBHSHO 3 KIHKaMU
BiKOM Bif 15 mo 25 pokiB. Ilamientku (142 - Bikom 15-25 pokiB, 172 - Bikom 26-45 pokiB Ta 156 -
BikOM 46-55 pokiB), ski 3akiHumiau jgociimpkerHs HPV-014 Tta orpumanu 3-103HY cXemy
BaKLMHAI{, TPOXOJMIN CHOCTEPEKEHHsI MpoTAroM 10 poKiB y MpPONOBKEHOMY JOCIHIHKEHHI
HPV-060. Yepes aecsath pokiB micis BBeAeHH: nepioi 1o3u 100 % marienTok y rpymi Big 15 10
25 pokiB, 99,2 % nanienToK y rpymi Bix 26 10 45 pokiB Ta 96,3 % narieHTok y rpymi Big 46 10 55
POKiB Bce mie Oynu cepornosutuBHuMU 10 BITJI-16, a 99,2 %, 93,7 % ta 83,8 % — no BI1JI-18
BIZIMOBIHO. Y BCIX BIKOBHX Ipynax TUTPH aHTUTLUI 3ainumanucs y 5-32 pasu sunumu i BI1JI-
16 Ta y 3-14 paziB Bumumu st BITJI-18, HiXk y XiHOK, ski 3BitbHMIKCS Bin BIIJI-indexii
(mpuponHe iH}iIKyBaHHS).

[TopiBHsHHS iMyHOTeHHOCTI Bakinar [IEPBAPUKC™ Ta BakiuHu 1 POQiTaKTUKH
3aXBOPIOBaHb, 1110 BUKIHUKAaOTECs BILI Tunis 6, 11, 16, 18

YV oisuam eixom 6io 9 oo 14 poxis.

[TopiBHsutbHE nociimkeHHs 3 BuKopuctanasM BakuuH [ITEPBAPUKC™ 3a 2-7103H0I0 CXEMOIO
Ha 0 Ta 6 MicA1ll BBEICHHS Ta BaKIIUHU IS TPO(DITIaKTUKU 3aXBOPIOBaHb, 1110 BUKINKaOThCs BILJT
6, 11, 16, 18 TumiB 3a 2-103HOKO cXeMOr0 BBeJieHH: Ha () Ta 6 MicsIIi Ta 3a CTAHAAPTHOO 3-03HOI0
cxemoro BBeAeHHs Ha 0, 2 Ta 6 Micsmi (nocaimkennas HPV-010) cepen sxiHok BikoM Big 9 mo 14
POKiB, TpojeMOHCTpyBajio 3a merogoM ELISA Oinbiry eexkTUBHICTH IMyHHOI BiIIOBII,
BukJIMKaHoi BakuuHo [IEPBAPUKC™ nns HeliTpanizyrounx aHTUTLI A0 o6ox tumiB BITJI-16
ta BITJI-18 (Tabmuis 6).

Taomuus 6

Ouinka OuIbmIol edeKkTUBHOCTI iMyHHOI BiAmosimi mpotu TumiB BIUJI-16 ta BIUI-18 3
BukopuctanHsM BakiuHN [[EPBAPUKC™ (2-no3Ha cxema BBefeHHS B 0 Ta 6 MicsIiB) y
HOPIBHSAHHI 3 BaKIIMHOIO JUIs PO 1IaKTUKY 3aXBOPIOBaHb, 1110 BUKIMKatoThes BIUI 6, 11, 16, 18
TUmiB (2-103Ha cxema BBeAieHHs B () Ta 6 micsiiB Ta 3-103Ha cxeMa BBeieHHs B ), 2 Ta 6 MicCsIIIB)
yepes | Ta 6 MicAIIiB Micis OCTAaHHBOI 103U (3arajbHa rpyrna BaKIIMHOBAaHUX).

AHTHUTLIIO N GMT N GMT Bignomenus GMT
(Cervarix /
KBaIpiBaJICHTHA BaKIIMHA)
95% M1 (HM; BM)
7-i1 MicsLb LHHEPBAPUKC™ KanpiBaneHTHa
0, 6 micaui Bakimua 0, 6 micawi
IMporu tumy | 357 8256 353 4886 1,7 (1,5, 1,9
BILJI-16
IMporu tumy | 357 5268 353 1166 45 (4,0;5,1)
BIIJI-18
HHEPBAPUKC™ KsanpiBanentHa
0, 6 mics paknuHa 0, 2, 6 micsami
IMporu tumy | 357 8256 351 4789 1,7 (1,5; 1,9)
BIIJI-16
[Ipotu Tumy | 357 5268 351 1636 3,2(2,8;3,7)
BILJI-18
12-i HHEPBAPUKC™ KsanpiBanentHa
MICSIIIb 0, 6 micsawi BaknuHa 0, 6 micari
[Ipotu Ty | 355 2217 347 1260 1,8 (1,5; 2,0
BILJI-16
Ipotu Trmry | 355 1296 347 261 5,0 (4,3;5,7)
BILJI-18
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HHEPBAPUKC™ KsanpiBanentHa
0,6 micsui BakuuHa 0, 2, 6 micsai
Ipotu Trrry | 355 2217 348 1567 1,4 (1,2; 1.6)
BILJI-16
IMporu tumy | 355 1296 348 469 2,8 (2,4;3,2)
BILJI-18

GMT = cepenniii reOMETpUYHHI TUTP aHTUTLI 3a MeTogoM ELISA

N = KUIBKICTh Cy0’€KTiB 3 HASSBHUMH IMOCTBAKIIHATLHUMH PE3yIbTaTaMU

95% JII = 95% nosipunii intepBan GMT BigHomeHHs (Moaenbs ANOVa — 3arajabHa JUCIIEp is1);
HM = HmxHs Mexa, BM = BepxHs mexa; p-senmmunna = 0,0001

3B’530K MK PIBHSIMU aHTUTLI Ta KITHIYHOIO €()EKTHBHICTIO 3aTUIIAETHCS OCTATOYHO

HE3’ sICOBaHUM.

YV arcinox sikom 6i0 18 do 45 poxis.

[TopiBHSAIBEHE JOCIIKEHHS HE MEHIIOT €()EKTUBHOCTI 3 BUKOPUCTAHHSAM KOMEPIIMHOI BaKIIUHU
JUTsE IPO(ITAaKTUKKA 3aXBOPIOBaHb, M0 BUKIWKaOTHCs BILI tumiB 6, 11, 16, 18 (mocnimkeHHs
HPV-010) cepen »xiHOK BikoM 18 - 45 pokiB IpOAEMOHCTPYBAJIO HE MEHITY €(peKTUBHICTh IMyHHOT
BiIOBi i, BUKJIMKaHOi BakimHOI [[EPBAPUKC™ 1t HEHTpalti3yrouuX aHTUTLT 10 000X TUTIIB
BIUJI-16 Ta BIIJI-18 y Bcix BIKOBHX Ipynax yHIpOJOBK MAaKCUMYM TPhOX POKIB IiCIs MEPIIOT
BaknuHAIii (Tabmurs 7).

Tabmuus 7

Orinka He MEHIIOT €PEeKTUBHOCTI™* 3 TOUKH 30py TUTPIB HEUTPATi3yIOUUX aHTUTLI MK BaKIIMHOIO
[IEPBAPUKC™ Ta BakIMHOIO JJIs1 TPO(UTAKTHKH 3aXBOPIOBAHb, 10 BUKIHKAOThCs BILJI Tumis
6,11, 16, 18, no BIIJI-16 ta BIIJI-18 y micsiue 7 Ta micsis 60 (K3ID) y gocaimkenni HPV-010

Bakuuna ns ..
npodinak Ky Koediniear GMT
3aXBOPIOBaHb LHEPBAPUKC™/pak1nHa
[IEPBAPUKCT™ 110 ’ JUTSL PO ITAKTHKA
BUKJIMKAIOTHCS 34XBOPIOBAHD, IO
BIUT tumie 6 BUKJIMKatOThCs BITJI
11 16. 18 ’ TimiB 6, 11, 16, 18
Bik N él\l:/l)T) N GMT 97,6 % Il 'y micsitp 7
(poKiB) >0 (EDso) 95 % Al y micss 60
BIe | 1826 | 104 | 36792 | 103 | 10053 37 (2,6:5,2)
27-35 90 23908 85 4958 4,8 (33,71
Micsipb 36-45 96 17301 83 7634 2,3(1,5; 34
T | Pt 1826 | 118 | 16487 | 131 | 2258 73 (5,1;10,4)
27-35 102 9502 101 1043 9,1(6,0; 13,9)
36-45 110 9845 91 1439 6,8 (4,6; 10,2)
BILJI- | 18-26 35 4118 40 530 7,8 (4,3; 14,0)
16
27-35 43 1925 29 346 5,6 (3,0; 10,2)
Micsiupb 36-45 46 1784 47 765 2,3(1,3;4,3)
60 BILJI- | 18-26 39 1523 52 126 12,1 (6,6; 22,1)
18
27-35 54 967 36 74 13,0 (7,6; 22,2)
36-45 55 817 51 105 7,8 (4,5; 13,3)
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EDso = ouikyBaHa 03a = pO3BEJCHHS CHUPOBATKH, 110 3a0e31euye 3MEHIIeHHs CUrHaily Ha 50
% TOPIBHSHO 3 KOHTPOJIEM 0e3 CUpOBaTKU

GMT = cepenHe reoMeTpUYHE TUTPY AHTUTLIA

N = KIJIBKICTh MAIli€HTIB 3 MOCTBAKIIMHATILHUMH PE3yJIbTaTaMHU

He Mena eexTHBHICTH OyJia MPOIEMOHCTPOBaHA, KOJU HIKHS Mexa 97,6 % /11 abo 95 % Al
Oyna Buie 0,5

* Binplna iMyHHa BiJNOBib, BUKIHKaHa BakunHoo [IEPBAPUKC™, Gymna Takox
MPOIEMOHCTPOBaHa 3a nepiona 10 60-ro micsus s HekTpanizyrounx antuTisn BITJI-16 ta
BILJI-18 y Bcix BiKOBHX rpymnax. 3B’s130K MIXK PIBHSMH aHTUTLUI Ta KITHIYHOIO €()eKTUBHICTIO
3aJIMILAETHCS OCTATOYHO HE 3’ SICOBAaHUM.

ImyHorenHicTs y BUI-iH(ikOBaHUX KIHOK

besnexka Ta imyHoreHHicTh BakuuHu [[EPBAPUKC™ omiHoBanWch y JBOX KIIHIYHUX
IOCIIKEHHAX

1. ¥V nocnimkenni HPV-020, nposenenomy B [liBnenniit Adpui, 22 nanientku HeindikoBani BLJI
ta 42 BlJI-indikoBani mamienTku (kminHigHa ctamisit BOO3 1; koropra K3II Ha iMyHOTE€HHICTB)
orpumysaiu [IEPBAPUKC™,

2. JHocmimkennss HPV-019, mnopiBusnbHe pociimkenHs Bakuuau [[EPBAPUKC™ Ta
qoTupHBaJeHTHOI Bakiuuu npotu BIIJI Oymno mnposeneno cepex 289 sxinok (K3IT = 157)
HeingikoBanux BUI Ta cepen 257 ( K3II= 166) BUI-indikoBaHuX XiHOK BikoM 15-25 pokiB y
bpaswuii, Ecronii, [naii ra Tainanai. Ha atami BxirtoueHss y gocmipkenns, BlIJI-ingikoBaHi )KiHKA
B 000X JOCTIDKCHHSAX MTOBHHHI OYJIH:

- OyTH OE3CMMIITOMHAMH HE3aJIeKHO BiJl IXHBOT MonepenHbo1 KiIiHigHOo1 ctaii BIJT;

- MaTU HEBH3HAYYyBaHE BIpyCHE HaBaHTa)KEHHS (TOOTO BipycHe HaBaHTaKeHHS <400 Korii/ M)
NpUHANMHI TPOTITOM IIECTH MICSIIB Yy pasi antuperpoBipycHoi Tepanii (APT) (y mociimxenHi
HPV-020) abo mpoTsroM mpuHaMHI OJHOTO POKY y pa3i BUCOKOAKTHBHOI aHTUPETPOBIPYCHOI
tepamii (BAAPT) (y nocaimxenni HPV-019);

- He MaTH JIlarHOCTOBaHMM akTUBHUM TyOepKkynbo3 (Th) ta He OyTu Ha Teparii TyOepKyJIbo3y;

- MaTH KinbKicTs Kiitua CD4> 350 xitun/mm? (Tinsku y mocmimkenni HPV-019).

B 0060x nocmikeHHSAX cepokoHBepcis Ha 7-my Micsami y BUI-iHpikoBaHMX Malli€HTOK, SKi
orpumyBasii [[EPBAPUKC™, ctanoBuna 100% mist o6ox antureniB y K3II. YV mocmimxeHH1
HPV-019 cepomno3utuBHicTh 4yepe3 24 micsaui micns BakiuHainii [IEPBAPUKC™  cranoBuia
100% nns antutin npotu BIUJI-16 ta> 96% st antutin npotu BILJI-18 13 piBHEM cepeaHboi
reometpuunoi kourentparii (CI'K) 6iibiie Hixk y 12 pa3is, HixK BiAMOBIIb Ha TPUPOAHY 1HDEKITIFO
BIUJI. B o60x pocnimkennax CI'T antutin y BlJI-iHdpikoBaHuX BUSBHUBCS HWXK4YMM, HIX y BIJI-
HEeraTUBHMX Cy0'eKTiB (HemepekpuBatounii 95% mosipuuii iHTepBan). Y nocuimkxendi HPV-019
BakuHa [[EPBAPUKC™ wmana mnepeBary II0oA0 IMYHHHX BIANOBIAEH (CHIBB1IHOIIEHHS
Heirpanizytounx aHtutint CI'T) mono antureniB BIDI-16 Tta BIDI-18 mnopiBHsHO 3
YOTHPHUBAIEHTHOIO BakuuHOi mpotd BILJI ma 7-my wmicaui y BUI-iHdikoBaHMX mNaIi€HTOK.
KniniyHa 3HaYUMICTh LIMX CIOCTEpPEXKEHb HeBigoMa. He icHye maHuX KIiHIYHOT €EeKTUBHOCTI
1010 3aXUCTY BiJl CTINKUX 1H(DEKII1H a0 nepenpakoBux ypaxeHb cepes BIJI-iHp1koBaHUX KIHOK.
CrnocrepexyBanuit npoins peaktoreHnocti Ta 6e3neku HIEPBAPUKC™ vy BlJI-iHdikoBanux
JKIHOK BIJMOBIAaB BigoMoMy Mpodimto Oe3neku y 3I0poBUX KIHOK (muB. posnin «Ilob6iuni
peaKIriin).

IMyHOTEHHICTh Y 4oJoBiKiB BikoMm Bij 10 g0 18 pokiB.

IMyHHOTE€HHICTh y YOJIOBIKIB OIIIHIOBAJIM 3a pe3yJbTaTaMH 2 KIiHIYHHX gociimpkeHs HPV-011
(N=173) ra HPV-040 (N=556). OrpuMaHi 1aHi rmoka3aiy MOpiBHIHHY IMyHOT€HHICTh Y YOJIOBIKIB
Ta *K1HOK. Y mocmimkenHi HPV-011 Bci wonoBiku Oyiu cepono3uTuBHUME 10 000x Tumis BITJI-
16 Ta BI1JI-18 Ta piBai GMT Oynu He HMXKYE THX, 110 CIIOCTEPIraay y *iHOK BikoM Bif 15 1o 25
pokiB y mociimkenni HPV-012.
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Kuiniuni XxapakTepucTuku

Iloxazannsa.

Bakmuna IIEPBAPUKC™  nmoka3zaHa s NOpoQUIaKTUKA  TEPCUCTEHTHOI  iH(pekmii,
NEePEANYXJIMHHNAX YPaKEHb aHOT€HITAIbHOT 30HU (IIUHKU MaTKH, BYJIbBH, ITIXBH Ta aHyCa) Ta PaKy
MIMAKA MaTKH 1 aHyca, 0 CIPUYUHSIOTHCS MEBHUMH OHKOT€HHHMH THUIIAMHU BipyCy MarijoMH
monuan (BIUT) (muB. pospin «Ocobausocmi 3acmocysaunnsy Ta «IMyHonociuni i 0iono2iuni
enacmueocmiy), y 0cid *iHOYOi Ta 4OJOBIYOi CTATTI 3 9-TUPIYHOTO BiKY.

Ilpomunokazanns.

[HEPBAPUKC™ He MoskHa MPU3HAYATH 0COOAM 3 BIJIOMOTO ITiIBUIICHOIO Y TJIMBICTIO JIO AIFOYHX
pevoBHH a00 10 OYIb-IKOTO KOMITOHEHTA BaKIIMHU (IUB. po3ii « Ckaaoy).

TsoKKi yCKIIaAHEHHS Bif moniepeaaboi qo3u Bakiuau [IEPBAPUKC™ y Burnsiai aHadimakTHIHOT
peaxirii.

B3aemooia 3 inwumu nikapcokumu 3acodamu i inwi gpopmu 83aemooii

VY BCiX KIIHIYHUX JOCTIPKEHHSAX HE MPUAMAIH Yy4acTi 0CoOH, SIKi OTpUMAIH iIMyHOTJIO0YIIiH a00
IpenapaTi KpoBi MPOTATOM 3 MICALIIB 10 BBEACHHS MEPIIO] 1031 BaKIIMHU.

3acmocyeanns 3 inuuMU 8AKYUHAMU

LHHEPBAPUKC™ mosxe 0JHOYACHO 3aCTOCOBYBATHCh 3 OYy/Ib-SIKOIO 3 HIDKUYECHABEICHUX BaKIWH:
BaKUMHOW U MPOQUIaKTHKH TUQTEpii, MpaBlsl Ta KaUTIOKY (aleTroIpHUA KOMIIOHEHT) 3i
3MEHIIICHHUM BMicToM aHTureHiB (dTpa), iHakTHBOBaHOIO MOMiOBipycHOI BaknuHorwo (IPV) Ta
koMmOiHoBaHoto BakimHor dTpa-IPV, kon’toroBanoro BakiuHowo npotu mpasis (MenACWY -
TT) meninrokokoBoi indekmii ceporumia A, C, W-135,Y, BakiuHow0 (iHAKTHBOBAHOI) IS
npodinaktuku rematuty A (HepA), BakumHO0O (peKOMOIHAHTHOIO) ISt TPO(IIAKTUKY TeTIaTUTY
B (HepB) Ta koMOiHOBaHOK BaKIMHOO I podinakTuku rematutis A ta B (HepA-HepB).
3acrocyBanHs BakiuHu [IEPBAPUKC™  omnodacHo i3 BakmmHoro TBIHPHUKC™
(kOMOIHOBAHOIO BaKIMHOI I TpOodUTaKTHKH renmatuTiB A Ta B) He BUSABMIO KIIIHIYHO
3HAYYIIOr0 B3a€MOBIUIUBY Ha BHPOOJICHHS aHTHTLI A0 aHTHIEHIB MAliJIOMaBipyCy JIIOJUHH Ta
rematuty A. CepenHiii TeOMETPHUYHUN TUTP AHTUTLA A0 renaTtuty B OyB HmxuuM mpu
0JIHOYACHOMY 3aCTOCYBaHHI, ajie KJI1HIYHA 3HAYUMICTh IIbOTO CTIOCTEPEKEHHS HEB1JOMA, OCKUITBKU
MOKA3HUKH CEPONPOTEKIIIT 3aIUIININCh He3MiHEHUMH. KilbKicHE BiTHOIIIEHHS BAKIIMHOBAHUX, Y
AKX PpIBEHb aHTUTLT 10 remaruty B > 10MMO/mi, cranoBuino 98,3 % mnpu onHodacHid
BaknuHanii, Ta 100 % mpu Baknunamii BakiuHoro TBIHPUKC™ oxpemo. [Toni6Hi pe3ynbTatu
crocTepiraiuck npH oJHoYacHoMy 3actocyBanHi LIEPBAPUKC™ 3 sakuunoro EHJIKEPUKC™-
B, xonu 97,9% BakuMHOBaHUX JOCATIIM PiBHS aHTHUTLI A0 renatuty B > 10 MMO/Mn, mopiBHSHO
3 100% npu BakuuHanii Bakiuao EHJIPKEPUKC™-B okpemo.

Slkmo LEPBAPUKC™ BBOgUTBECS OJHOYACHO 3 IHINMMHU BaKIUHAMH JUIS 1H €KIIHHOTO
BBEJICHHSI, MpernapaTu 000B’I3K0BO MOTPIOHO BBOAUTH B Pi3HI 1H €KIIIIHI JUITHKH.

3acmocysanns 3 20pMOHANLHUMU KOHMPAYENMUBAMU

[Tpubmuzno 60 % xiHOk, siki oTpumyBanu LIEPBAPUKC™ vy kiiHIYHMX JOCHIDKEHHSX,
3aCTOCOBYBAJIM TOPMOHAJIBHI KOHTpanenTuBu. CBIYEHb TOTO, 1[0 TOPMOHAJIbHI KOHTPAIICNTHBU
MOKYTh BIUTUBAaTU Ha eekTuBHICTh BakunHu [[EPBAPUKC™, Hemae.

3acmocysanns 3 cucmemMHuUMY IMyHOCYNPECUBHUMU NPENAPAMAMU

SIK 1 mpu 3aCTOCYBaHHI IHIIMX BaKIMH, MOXE OYIKYBAaTHCS, IO y XBOPHUX, SKI JIKYIOTbCA
IMYHOCYIIPECUBHIMH TIpenapaTamMH, aJIekBaTHa PEaKIlisi Ha BaKIIMHY MOXe OyTH HE OTpUMaHa.

Ocoobnueocmi 3acmocy8amnnsi.

BianoBigHO 10 CTaHAapTiB MEIWYHOI MPAKTHUKH, PEKOMEHJIOBAHO Iepe] IIeTUIEHHSIM 30upaTu
aHaMHe3 marfieHTa (0coOJMBO 010 HASIBHOCTI HACIIIJIKIB TTONIEPEIHHOTO MIETICHHS 1 MOKITUBOTO
BUHUKHEHHS MOOIYHUX peaKIliif) i MpOBOAUTH KJIiHIYHE 00CTEKEHHS.

Sk 1 mpu 3acTOCYBaHHI IHIMUX 1H €KIIHHUX BAKIIWH, MICIIS MPOBECHHS IICTUICHh MAalOTh OyTH
3a0e3meueHi MEIUYHUMHU 3aco0aMu Ta JIKAPCHKUMHU TperapaTaMu JUIsl HaJaHHS MEIUYHOL
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JIOTIOMOTH Yy pa3i BUHUKHEHHS PIAKICHUX IMpOsBIB aHapiIakTHYHUX peakuiil. Tomy namieHnTn
MOBWHHI OyTH i HarsA0M He MeHIe 30 XBUJIUH TiCis BaKIMHAITIT.

Cunkorie (HEMPUTOMHICT) MOK€ BUHUKATH Micis ab0 HaBiTH J0 BaKIMHAILII SK TCHXOTEHHA
BIJIMOBIIb HAa 1H’€KIII0 TOJIKOI. Ile MOke CyNnpoBOKYBAaTHCh KIJTbKOMa HEBPOJIOTIYHUMU
CHUMIITOMAaMH, TAKUMHU SIK Bi3yaJbHUN pO37aJ, mapectesii 1 TOHIKO-KIOHIUHI pyXd KiHLIBOK TiJ
yac BiIHOBJIEHHs. ToMy BaXXJIMBO 3a0€3MEUYUTH YMOBU JJIi YHUKHEHHS] MOKJIMBOTO TPAaBMaTU3MY
nalienTa npy BTPaTi CBIZJIOMOCTI.

Beenenns Baknumaum [IEPBAPHUKC™ cnig Bigkmactu uisi ocid 3 juxomaHkor. Ilporte
MPUCYTHICTh HE3HAYHUX 1H(EKI1H, TAKUX K 3aCTy/a, HE MOBUHHO MPU3BOJUTH A0 BIAKIAJCHHS
BakIMHanii.

HEPBAPUHKC™ ni 6 axkomy pa3i He MOMCHA 6600Uumu GHYMPIUHbOCYOUHHO ado
enympimwnvouwikipno. /lani cmocoeéno niouwikipnozo eeedenna eaxyunu I[EPBAPHKC™
eiocymHi.

SIK 1 U1 IHIIMX BaKIMH, IO 3aCTOCOBYIOTHCS BHYTPIIIHHOM s130B0, LIEPBAPUKC™ mnotpibHo
MIPU3HAYaTH 3 OOEPEKHICTIO MAIli€eHTaM 13 TPOMOOIMTOICHIEID a00 OyAb-SKHM IOPYIICHHSIM
3rOPTaHHA KPOBi, OCKUIBKH y X OCi0 MOXe BUHHUKHYTH KPOBOTEYA IMiCIsl BHYTPIIIHEOM SI30BOTO
BBEJICHHS.

Sk 1 g IHIOWX BakKIWH, 3aXWCHA IMyHHa BIINOBiAb MOXE OyTH OTpHMaHa HE y BCIX
BaKIIMHOBAaHUX.

LIEPBAPUKC™ ¢ mnpo¢imakTHuHOIO BakUuWHOW. BoHa He mnpu3HadeHa Juisi 3anoOiraHHs
NPOrpeCcyBaHHIO HAsBHMX Ha MOMEHT BaKIMHAIil 3axBOproBaHb, Bukiaukanux BILJL
[IEPBAPUKC™ He 3abe3mnedye 3aXHCT MPOTH BCix OHKOreHHuX TtumiB BIIJI (muB. po3min
«ImyHozoriuni 1 6ionoriuni BractuBocTi»). [IEPBAPUKC™ 3a0e3neuye 3aXUCT TUIBKH TPOTH
3axBopioBaHb BUKIMKaHuX BIIJI tumiB 16 ta 18 Ta B geskiii Mipi HmpoTH 3aXBOPIOBAaHb
BUKJIMKAHUX JCSIKUMH IHIIUMH OHKOreHHMMHU Tunamu BIIJI (muB. posnpin «ImyHOmoriuHi i
OiosioriuHi BiacTUBOCTI»). ToMy, cii IOTPUMYBaTHCh BIAMOBIIHMX 3aXOJiB OC3MEKH IS
3aro06iraHHs 3aXBOPIOBaHb, 10 MEPENAIOTHCS CTATEBUM LUISIXOM.

BakuuHarist € mepBHHHOIO MPO(DITAKTHKOIO 1 HE CKACOBYE PETYIISIPHUX MPO(ITAKTUIHUX OTJIISIIB
1 ckpuHiHTry Ha pak muiku MaTku (SVC) (BTOpuHHOI pOod1JaKTHKK), HE YCYBA€ 3arpo3u MO0
BBy BILJI Ta He 3axuiiae BiJl 3aXBOPIOBaHb, 10 NEPEJAIOTHCS CTATEBUM LLUISIXOM.

OxpiM HasiBHUX JaHUX 11070 3actocyBaHHs BakimHu [[EPBAPUKC™ mnarieHTKam 3 BipycoM
imyHoaediuuty moauau (BIJI), B skux He BIAMIYAIOTHCSI CUMIITOMHM (JIUB. po31ii «IMyHomoriuH1
i GioJIorivHi BIACTHBOCTI»), MaHi mo0 3actocyBanHs BakiuHu [[EPBAPUKC™ namieHtkam 3
MOPYIIEHOK IMYHHOIO PEAKI[I€l0, HANpUKIAA, MalleHTKaM, SIKI OTPUMYIOTh IMYHOCYNPECUBHE
JiKyBaHHA, BiACyTHI. Jlns wmiel rpynu XBOpPHX OUiKyBaHa IMYHOJIOTIYHA BIANOBIAb IiCIs
BaKIMHAaIlll MOXe OyTH HE OTpUMaHa.

TpuBanicTe 3aXMCHOI peakilii MOBHICTIO He BCTaHOBiIeHA. [lomoBkeHa 3axucHa €()eKTUBHICTh
criocTepirajgach mpoTsaroM 9,4 poky micias 3acTOoCyBaHHS Tmiepinoi Jo3u. JloBrorpusaii
JOCIIJKEHHS 3 BUBUEHHS TPUBAJIOCTI 3aXUCHOI €(EeKTUBHOCTI BAaKIUHH MPOJOBXKYIOThCS (IUB.
po3aut «IMyHoJOT14HI 1 010JI0T1YH1 BIaCTUBOCTI»).

Janux 3 Oe3mekd, IMYHOT€HHOCTI Ta €(QEeKTUBHOCTI IIOJ0 B3a€MO3aMIHHOCTI BaKIHUHU
HEPBAPUKC™ 3 inmumu BITJI-BakiinHaMu He OTpUMAaHO.

Lleit mikapcbkuii 3aci6 MicTUTh MeHIIe 1 Mmoub (23 Mr)/mo3y HaTpito, TOOTO MPAKTUYHO BUTBHUIN
B1J1 HATPiIO.

3acmocysanns y nepioo eazimuocmi abo 200y8aHHsL 2pyO0r0

BaritHicTb

CriemiansHUX JOCTIKEHb 3 BUBUCHHS 3aCTOCYBAHHS BAaKIIMHU Y BariTHUX HE MPOBOJIUAIIOCK.
JlaHi 111010 BariTHUX JKIHOK, OTPUMaH1 y paMKax KJIiHIYHUX BUPOOYBaHb, 3 pEECTPIB BariTHOCTEH
1 emiAeMIONIOTIYHHUX TOCHIKEeHb, CBITYATh MPO Te, 10 3actocyBaHHs BakiuHu [[EPBAPUKC™
HE 3MIHIOE PH3UK PO3BUTKY MATOJOTIi Y HOBOHAPO/KEHUX, BKIIOYAIOUM BPOJKEHI JTEPEKTH.
Jlanux HEIO0CTaTHBO, MO0 3pPOOMTH BHCHOBOK NIPO T€, UM BIUIMBAE 3aCTOCYBAHHS BaKIMHU
[HEPBAPUKC™ Ha pu3uK MUMOBIJIEHOTO ab0pTYy.
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[Ipote, B Xoami mporpamM KIIHIYHHX JOCIIKEHb, Oyjo 3apeectpoBaHo B mitomy 10,476
BariTHOCTEH, BKITtouatoun 5,387 BariTHocTel y kiHOK BaknuHoBaHUX [[EPBAPUKC™, 3aranom,
pe3yJbTaTH BariTHOCTEH (HANpHUKIAJd, HOBOHAPO/DKEHI O€3 MaToJorii, HOBOHAPOIKEHI 3
MaTOJIOTISIMHU, BKIIFOYAIOYH BPOKEHI Ne(EeKTH, MepeavyacHi Mojaord i MUMOBLUIBHI abopTH) Oynn
1ICHTUYHUMU MK IpylamMH BaKIIMHOBAHHUX Ta HEBAKIIMHOBAHUX JKIHOK.

Brume Bakiuaun [ITEPBAPUKC™ nHa emOpioHanbHe/peTaibHe, MeprUHATaIbHE 1 MiCIAN0I0TOBE
BIKMBAHHS 1 PO3BUTOK OIHIOBaIM y mIypiB. Lli ekcriepuMeHTanbHI AOCIIHKEHHS! HE BUSBUIN
npsMUX a00 HENPSMHUX HECTPHUATIUBUX €(EeKTiB Ha (PepTUIIbHICTH, BariTHICTh, EMOpIOHATBLHUN
PO3BHTOK, IOJIOTH a00 MICIIAONOTOBUIA PO3BUTOK.

JKinkawm, siki 3aBariTHUIM a00 HaMararThCsl 3aBariTHITH, PEKOMEHIYETHCS BiJKJIACTH BaKIIMHAI[IO
JIO 3aBEPIICHHS BariTHOCTI.

JlakTaris

VY xiiHiYHEX AocnipkeHHsaX BIumB BakuuHu LIEPBAPUKC™ na giteid y pasi ii 3acrocyBaHHS
MaTepsM, SIKi FTOlyBaJld JITeH rpyJHUM MOJIOKOM, HE BUBUABCA.

LIEPBAPUKC™ cnijg npu3HavyaTtd y MepioJ TOAYyBaHHS TPYAIIO JIMIIE TOJi, KOJH MOJJIHBA
KOPHCTD BiJl BaKIIMHALlIT Oy/ie MepeBUIIYBATH MOKIIMBUIN PU3HK.

3a JaHUMH CEepOJIOTIYHMX JIOCHIKCHb HA IIypax MOYKHA MPUITYCTUTH NIEPEHECEHHS aHTUTILI JI0
BILJI 16 Ta BIIJI 18 uepe3 rpyaHe MoJIOKO Tif yac JiakTarii. OfHaK HEBIIOMO, UM €KCKPETYOThCS
1HYKOBaHI BaKI[MHOIO aHTUTIIA B TPYAHE MOJIOKO JIFOTUHHU.

30amuicms enaugamu Ha WUOKICMb peakyii npu Kepy8aHHi A8MOMpPaHcnopmom abo iHuumu
MeXaHizMamu.

Hocnimxenns mono BrummBy BakiuHu [[EPBAPUKC™ Ha 3paTHICTH KepyBaTH aBTOMOO1IEM 1
IPaIOBaTH 3 MEXaHi3MaMH He MPOBOAWIHCE. [IpoTe nesiki mobiuHi peakiii MOKyTh THMYacOBO
BIUIMBATH Ha MIBUJAKICTH PEaKIlii MpH KepyBaHHI aBTOTPAHCIOPTOM ab0 IHIIUMHU MEXaHi3MaMHU
(muB. po3nin «IloGiuni peakiii).

Cnoci6 3acmocyeanns i 0o3u.

Baknuna [IEPBAPUKC™ nmnoka3aHa i BHYTpPIIIHBOM SI30BOi  1H’€KWIl y  AUISHKY
JeNbTOMOIOHOTO M’si3a (IuB. po3aiu «OcoOIMBOCTI 3aCTOCYBaHH» Ta «B3aemois 3 1HIIUMH
JIKapChbKUMU 3aCO0aMH Ta 1HII BUJIU B3aEMOJIN» ).

Pa3zoBa no3a BakuuHM cTaHOBUTH 0,5 MII 1 € OJIHAKOBOIO /IS IITEH Ta JOPOCIHUX.

I'padik BakuHawii 3a71€KUTh BiJl BIKy OCOOH.

[Tounnatoun 3 9-piuHoro Biky Ta 10 14 pokiB Ha MomeHT nepiuoi iH’eknii, [IEPBAPUKC™
MOYKHa 3aCTOCOBYBATH BIANOBIAHO 10 IBOJI0O30BOTO 200 TPUA030BOTrO rpadika.

[TounHarouu 3 15-piyHOrO BiKy PEKOMEHAYETHCS JUIIE TPUI030BUI rpadik BaKIIMHALI].

I'myuxicts rpagika

[Tepma BakmHaris I'padix BakmHaii BAKIMHALT 32 HEOBXHOCT]
Bin 9 no 14 pokis Bxitouno | JBi no3u 1o 0,5 mur.: Jlpyea 003a BBOOUTHCSA B
0, 5 - 13 micsmiB (TUBITHCS nepiog Mixk 5 Ta 13 micsasamu
po3ain «ImyHoJor1uHI Ta TiCIIs TIEPIIOi TO03H.
010JIOTiIYHI BIIACTHBOCTIY).
Bix 15 pokis Tpu no3u o 0,5 mi.: Jlpyea 003a BBOTUTHCSA B
0, 1, 6 micsiB. nepiog mix 1 ta 2,5
MICSIIIIMU TTICIIS TIEPIIOL
JI03H.

Tpems 0o3a BBOIUTHCS B
nepioq Mix 5 ta 12 micsasamu
MICJIsl MepUIOi JO3H
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HesanexHo Big BiKy 0coOu y pa3i BBeIEHHs APYroi 03 y MepioA 10 5 MICSIIB Micisl MepIoi
JI03H, 3aBXK/I1 TPU3HAYAETHCS TPETS 1034.

Xoua HEOOXITHICTh BBEACHHS OyCTEpHOI 103U HE BCTAHOBJICHA, IMICISI 3aCTOCYBAaHHS TaKOi A03U
criocTepirajach aHaMHECTUYHA BiAMoOBiAb (auB. po3ain  «IMyHosoriuHi Ta  Ol0J0TivHI
BJIACTUBOCTI).

Ocobawm, siki otpumaiu niepiry 103y Bakiinau [IEPBAPUKC™, pekoMeH10BaHO 3aBEPIITUTH KypC
meruieHHs BakuuHowo [IEPBAPUKC™ (nuB. po3nin « OcoOIuBOCTI 3aCTOCYBaHHS).

Ilennenna na mepumopii Ykpainu 30ilicnHioEmbca 32i0H0 3 eumozamu OilOUUX HAKA3i6
Minicmepcmea Oxoponu 300poé’a Ykpainu y 2any3i éakyunonpoginakmuxu.

Limu.

Bakuuna LIEPBAPUKC™ He pekOMEHIY€ThCS Ul 3aCTOCYBAaHHS JITAM BIKOM 710 9 POKiB y
3B 3Ky 3 OOMEKHHHMH JaHUMH IIOJ0 O€3MMeKH Ta IMyHOT€HHOCTI y Il BIiKOBid rpyrmi (IuB.
po3nin «Croci6 3acTOCyBaHHS 1 JJO3W»).

Ilepeoosysanns.
[ToBigomiieHb PO BUMIAJIKHU TIEPE03yBaHHS HE OyJI0.

Hobiuni peakuii.

Jani kainiynux 00caioicens

VY kiiHivHUX AociimkeHHsx npubmusHo 45 000 no3 BakiuHu [{EPBAPHUKC™ Gyno BBeneHO
npubar3Ho 16 000 kiHOK BikoM Bijx 9 10 72 pokiB Ta 6mu3sko 7 800 103 OyIio BBECHO MPUOIA3HO
2 600 vonoBikam BikoM BiJ 10 1o 18 pokis. Lli cy0’e€kTu 3HAXOAUIUCH i/l CIOCTEPEKEHHSAM IS
OIIIHKY OE3MEeKU 3aCTOCYBaHHS BaKI[MHHU.

HalinomupeHinor peakili€to, 10 croctepiraiacs micis BBEACHHs BaKUKHU, OyB OUb y MicIl
1H €K1, AKWIT BUHUKAB TiCIs BBeAeHHS 78 % ycixX 103. BUIBIIICTh X peakiii Majau MOMipHUI
a00 HU3BKHI CTYMiHb MPOSIBY 1 MIBUAKO 3HUKAJIU.

[To6iuHi peakiii, M0 MOXYTh OyTH ITOB’s13aHi 3 BaKI[MHAIIIE€I0, PO3IMOJLICH] 32 YaCTOTOIO Ha TakKi
rpymu:

Hyxe gacto (>1/10)

Yacto (> 1/100 - < 1/10)
Heuacro (>1/1000 - < 1/100)
Pinxo (> 1/10 000 - < I/1 000)

Iadekyi Ta 1gBasii

Heuacro: iHdekii BepXHiX AUXATbHHUX ILIAXIB.

IlopyImieHHs HEPBOBOI CUCTEMH

Jyxe 9acTo: roJoBHUH OLb.

Heuacro: 3armaMmopoueHHs.

LLTYHKOBO-KHIIIKOBI MIOPYIIICHHS

YacTo: HUTYHKOBO-KHMILIKOBI MOPYLIEHHS, BKJIIOYAlOYM HYJOTYy, OJIOBaHHA, Jiapero 1 Oulb y
JKUBOTI.

[TopyiieHHs 3 00Ky IIKIpH Ta MAMKIPHOT TKAHWHU

YacTo: 3yn/cBepOixk, BUCUIIAHHS, KPOIIMB SHKA.

ITopylIeHHS CKEJIETHO-M I30BO1 CHCTEMH 1 CIIOJYYHOI TKAHUHH

Jyxe gacto: Mianris.

Yacro: apTpanris.

3aranabHi IOPYIIIEHHS Ta PEAKIIii B MICIi BBEICHHS

Jy>ke gacTo: peakilii B MiCIll BBEJIEHHS, BKJIIFOYat0YH O1J1b, TOYEPBOHIHHS, HAOPSK, BTOMA.
Yacro: nuxomanka (> 38 °C).

HeuwacTo: iH1I1 peakiiii B MicIii BBEACHHS, TaKi K YIIIJIFHEHHS, MICIIEBa MapecTes3isl.

Lani nocmmapxemune06020 3aCmoCy8amiis

[TopyieHHs 3 00Ky KPOBOHOCHOI Ta JTiM()aTUIHOI CUCTEMH

Heuacro: nimdanenonaris.

16



[MopyiieHHs 3 00Ky IMyHHOI CHCTEMH

Pinko: amepriuni peakmii (BkiIrodaroudm aHadiaKTHYHI Ta aHApUIAKTOIAHI  peakirii),
aHT10HEBPOTUYHUHN HAOPAK (HaOpsk KBiHke).

[TopymieHHs 3 60Ky HEPBOBOi CUCTEMHU

Pigxo: HempuroMHiCTh a00 BazoBarajbHa peakilis Ha 1H €KIiifHE BBEICHHS, IO I1HKOJH
CYIIPOBOJIKYETHCS TOHIKO-KJIIOHIYHUMH pyxamu (IuB. po3aia « OcoOIMBOCTI 3aCTOCYBAHHSY).
3eimysannsa npo nodiuni peaxyii.

3BITyBaHHS IMPO MOOIYHI PeaKIii Mmcis peecTpallii JJIKapchbKOro 3aco0y Ma€e BEJIMKE 3HAYCHHS.

Ile mo3Bojisie 3xaiiicHIOBaTH Oe€3MEepPEePBHUN MOHITOPUHI CITIBBIIHOIIECHHS MK KOPHCTIO Ta
PU3UKOM TIOB’S3aHUM 13 3aCTOCYBaHHSM JIIKapChbKOro 3aco0y. MeauuHUM MpaimiBHUKaM
HEOOX1THO MOBIAOMIIATH PO OyAb-5AKi MOOIYHI peaKIlii.

Tepmin npuoamnocmi. 5 pokiB. JlaTta 3aKiHUCHHS TEpMiHY 30epiraHHs BaKIIMHM 3a3Ha4Y€Ha Ha
€THKETIII Ta YIaKOBIIi.

Pexomenaauii moa0 3acrocyBanusi/Bukopuctants. [Ipu 30epiransi y mmpuiii/hpaakori Moxe
YTBOPHUTHUCS OLIHiA 0caj 3 MPo30puM O0e30apBHUM cyniepHaTaHTOM. Lle He € 03HaKO NICyBaHHS.
[lepen 3acTocyBaHHSM BaKIMHM BMICT IIIpHIa/(IakoHa, K Tepe CTPYUIyBaHHIM, TaK i MiCIs
HBOT'0, HEOOX1THO OTJISHYTH Bi3yaJIbHO, MIEPEBIPUTH HA HASIBHICTH OYJIb-SIKUX CTOPOHHIX YaCTOK
1/ab0 03HaK MOPYIICHHS (I3UYHUX BIIACTUBOCTEH.

V pa3i BusBIEHHS Oy1b-IKUX Je(DEeKTiB HEOOX1THO 3HHMINUTHU JaHy YIIAaKOBKY 3 BaKI[MHOIO.

[lepen BUKOpHUCTaHHSIM BaKIIMHY HEOOXITHO J0OpE CTPYCHTH.

TexHika 3 BUKOPUCTAHHS BaKIIMHU Y HOIIEPEAHH0 HANOBHEHOMY LIIIPUILL

3axucHMIT KOBIAYOK

T'oaka

Hnpung

Ilopmens mmpuua

HInpuna Kpumeuka mnpuna

1. Tpumaroun IWIIHAP IIPULIA B OJHIHN pyli (YHUKATH TPUMAHHS 32 MOPILIEHb) BIAKPYTUTH
KPUIIIEUKY IIIPHIIA, TOBEPTAIOYH 11 IPOTH FOJJMHHUKOBOI CTPUIKH.
2. Ilpueanartu rojiky 10 HINPHIA, OBEPTarOUN ii 32 TOJMHHUKOBOIO CTPLIKOIO, JOKH TOJIKA
He Oyzie MOBHICTIO 3a(pikcoBaHa (AUB. MAJIOHOK).
3. 3HATH 3aXMCHHI KOBIAYOK 3 TOJIKH (1HKOJH BiH MO 3HIMATHCh 13 3yCHIUISIM).
4. BBecTu BaklMHY IIJISXOM BHYTPIIIHHOM S30BO1 1H  €KIIii.
HeBukopucranuii npenapar i Marepiajiy BiIX0oay HEOOXiTHO YTHIII3yBaTH BIAMOBIAHO IO BUMOT
YHHHOTO 3aKOHO/IaBCTBA.

YmoBu 30epiranus.

30epiratu mpu Temmeparypi Bix 2 g0 8 °C (B XONOAWIbHUKY). 30epiraT B OpHUTiHAIbHII
YIAKOBIIi, B 3aXUIIICHOMY BiJl CBITJIa Ta HEJOCTYITHOMY JUTIS TITEH MICIIi.

He 3amopoxyBatu. He BUKOpHUCTOBYBATH, SKIIO BaKI[MHA OyJia 3aMOpPOKEHA.

[TEPBAPUKC™ cunin 3actocyBatu ojipa3y Mmicisi BUHMaHHS 3 XOJIOAMIbHUKA.
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Opnak, y BHIAJIKy TUMYACOBOTO 30€piraHHs BAaKIIMHU 032 XOJIOAMIEHUKOM, €KCIIEPUMEHTATbHI
JaHl TIOKa3ajiy, M0 MOHOJ03a BaKIMHU 3aJIMIIAETHCA CTAaOUIBHOI, KOJMH 30epiraeThCcs MpH
temmneparypi Big 8 1o 25 °C no 3-x ni6, npu temneparypi Big 25 g0 37 °C — g0 1 nobwu.

Baknuny IHEPBAPUKC™ HeoOXigHO TpaHCHOPTYBAaTH 3TiIHO 3 IpaBUJIAMHU XOJIOJIOBOTO
JIAHITIOTA.

Hecymicnicmeo.
Yepes BiJICYTHICTh JTOCHIIKEHb CYMICHOCTI, 1€ JIIKApChKUM Tperapar He CIiJ 3MIITyBaTH 3
IHITMMH JIIKApCHKUMU TIperapaTaMu.

YnakoBka.

I[To 0,5 ma (1 no3a) cycnensii i iH’ €Kil y MonepeIHbo HAIOBHEHOMY IMPUI (CKJI0 TUMy 1) 3
MOPIITHEM 1 KOBIMauykoM (OyTHIJIOBA TyMa) y KOMILJIEKTI 3 TOJIKOIO a00 y ¢urakoHi (ckio Tumy 1) i3
poOKoro (OyTrIIOBa TyMa).

ITo 1 momepeHbO HAIIOBHEHOMY IIIPHILY 3 TOJKOI (B Oictepi) ado mo 1 ¢urakoHy B KapTOHHIN
KOpOOIIi.

Kareropis Binmycky. 3a peuenrom.

Bupo6uuk. ['makcoCmitKustitn bionomkikans C.A., bensris / GlaxoSmithKline Biologicals
S.A., Belgium.

Micue3Haxo/:KeHHsI BUPOOHUKA Ta ajJpeca Micls MPOBAJAKeHHS HOro JAislJIbHOCTI.
Pro e mw’Iucritio, 89 1330 M. Pikcencapr, benbrist / Rue de I’Institut, 89 1330 Rixensart,
Belgium.

JlaTa 0CTAHHBOIO MeperJsAay.

18



