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THCTPYKIIIS
AJISA MEAHYHOI0 3aCTOCYBAHHS JIiKapCl:KOFO 33C06y

Tapaacua® 9
Baku#Ha NPOTH Bipycy NManiJioMH JIOAAHHA 9-BajIeHTHa (pexomMOinaHTHA, ancop6oBaHa)

Cknao:
1 nosa (0,5 m) MicTUTh NpUOIU3HO:
Oftoui pevosunu:

Bipyc narminomu HlD,ElHHH L1 6inok Tumy 6> 30 Mkr
Bipyc naninomu JI}OJIHHPI L1 6inox Tumy 11% 40 Mxr
Bipyc namninomu J'[IO,[[I-!HH L1 Ginok tuny 16> 60 Mkr
Bipyc naninomu JTIOJJ.HHH L1 Ginok Tumy 18> 40 mMxr
Bipyc nanijomu moauau' L1 Ginok tumy 3133 20 MKT
Bipyc naninomu moaunu’ L1 Ginok tuiy 33> 20 Mxr
Bipyc naniiomu mouHHm‘ L1 6inox Tumy 45> 20 mMxr
Bipyc naniszomu momauu L1 Ginok Tumy 52 20 MKT
Bipyc naninomu mozunu’ L1 Ginok Tumy 5823 20 MKr

! Bipyc naninomu nomusu = BITJL

2.1 6inok y BUrasdi BipycomoAiOHHMX YacTOK, IO NPOAYKYIOTECS B KIITUHAX APDKIDKIB
(Saccharomyces cerevisiae CANADE 3C-5 (mtam 1895)) 3a TexHomnori€r0 pexom6inantHol IHK.

3 AncopGoBaHmuii Ha an’r0BaHTi aMopdHOro amoMmiHito rinpokcudocdar cynsdary (0,5 mr Al).
Jlonomisicri pewogunu. HATPilo XOpyA, L-rictuaun, nosicop6ar 80, 6ypa, Boaa /uis iH’ eKwii.

Jlikapceka gopma. CycneHsis A in’exuii.
Ocrosni Qizuxo-ximiuni enacmugocmi.: po3opa piauna 3 6i1MM ocaaoM.

®dapmakoTepanesTHuHa rpyna. Baxipnu. ITaninomasipychi Bakuunu. Kog ATX: J 07BMO03.

Imynonoziuni ma 6ionoziuni enacmugocmi.

DapmaroOunamixa.

MexaHi3m Ait

Tapmacun® 9 sBnse cofOr0 ai’IOBaHTHY HeiHdexuifiHy pekOMOIHaHTHY 9-BaleHTHY BaKIMHY,
BHUTOTOBJIEHY 3 BUCOKOOYMINEHUX BipyconoaibHux 4actox (BITH) ocHOBHOro KancuaHoro 6inka L1
gotupbox tunie BILI (6, 11, 16, 18) 1o i y xBaapuBalieHTHiH BakuuHi (QHPV) ta 5 mopaTkoBux
tumis BIUI (31, 33, 45, 52, 58). B Hiit BUKOPHCTOBYETHCS Toi camuii aMmopHU#M a1’ IOBAHT aJTIOMiHIH
r111pox<cm1)oc¢>aTy cynbdar, mo i y Bakuuni qHPV. BITY He MOXyTh iHOiKyBaTH KIITUHY, HE 3/aTHI
IO peMpOIYKL{i T2 He MOXYTb BUKJIMKATH 3aXBOPIOBAHHS. BBaXaeThCA, 10 eEKTUBHICTb BAKLMH 3
L1 BITU onocepeaKoByEThCS PO3BUTKOM IyMOpasibHOT iMyHHOT Bianosizi. '€HOTHIN A BaKLUHH,
mo cknanatotees 3 BITJI tumis 6, 11, 16, 18, 31, 33, 45, 52, 58, 6yayTh HasuBaTHUCS BAKLUIMHHUMHA
tunamu BILJL.

3rigHO enifeMioNOriYHMX JOCi/PKEHb OYiKy€EThCA, 1110 Fapnacpm® 9 3abe3neyye 3axXKCT POTH THITIB
BILL, sixi CipUauHAIOTE Npubiu3Ho: 90 % BUNajKiB paKy UMHKA MaTKu; Gkl HiX 95 % BUNazKis
ajicHOKapLUMHOMH in situ (AIS); 75-85 % BumajKiB BHYTPILIHBOEMITENIATBHO HEOMasli IHAKY
Matku Bucokoro ctynens rpagaiii (CIN 2/3), 85-90 % Bunajkis paky ByJbBH, 0B’ s13aHoro 3 BILI;
90-95 % BHMaAKiB BHYTpPIIUHBOEIITENiaNbHOI HEOIIa3il BYJbBH BHCOKOIO CTYNEHA rpajallil,
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noB’sizanoi 3 BIUI (VIN 2/3); 8085 % Bumankis paky mixsu, nos’ssanoro 3 BIIJI; 75-85 %
BHMIAKiB BHYTPILIHbOCIITENianbHOI HeOMTa3il [1iXBU BUCOKOrO CTYINEH rpajailii, mos’a3anoi 3 BILJI
(VaIN 2/3); 90-95 % punaixiB aHajgpHOro paxy, nos’ssanoro 3 BIIL; 85-90 % sunankis
BHYTpillIHBOEMITENiaIbHOT Heomnasii aHaIbHOTo KaHally BUCOKOTO CTYINEHs Ipajiallii, noB’s3aHoi 3
BITJI (AIN 2/3), Ta 90 % BUNaAKiB FeHITAIBHUX KOHAUIIOM.

[Mokazauust s 3acTocyBanus Bakiuuy Lapaacun® 9 GasyroTses Ha:

e jemoHcTpanii edexruBHoCTi Bakiuan qHPV mist npodinakTrky nepcuctyrodoi indexuii ta
3aXBOPIOBaHb, OB’ s3anux 3 BIIJI tumis 6, 11, 16 Ta 18 y xinok BikoM Bix 16 10 45 pokis Ta
4oJ10BiKiB BikoM Bix 16 10 26 pokiB;

e JIEMOHCTpaLil BiICY THOCTi MEHIIOT IMyHOT€HHOCTI MiX BaKLMHOKO Tapaacun® 9 Ta BaKIIMHOKO
gqHPV moxo BIUI tunis 6, 11, 16 Ta 18 y nisuar Bikom Bia 9 10 15 pokiB, JiHOK Ta YOJIOBIKiB
BikoM Big 16 1o 26 pokie; edexTBHiCTH Bakuuuu [appacun® 9 mpoTH MEpCHCTYIOHOT
indexuii Ta 3axsoptoBaHp, nop’a3anux 3 BIUI tumi 6, 11, 16 a6o 18, moxHa BBaXaru
HOPIBHAHHOIO 3 epexTHBHICTIO Bakuuuu qHPV;

e JeMoHCTpalii epeKTUBHOCTI MPOTH MEPCUCTYIOHOI iHGEKLIT Ta 3aXBOPIOBaHb, MOB’I3aHUX 3
BITJI tunis 31, 33, 45, 52 Ta 58 y miByar Ta XkiHOK BikoM Bif 16 10 26 pokiB, a Takox

e JIeMOHCTpAIlil BiICyTHOCTI MEHIIOT iMyHOT€HHOCTi BaKIIMHH TCapnacun® 9 npotu Tumie BITI
y XJIONMYMKIB Ta JiByat BikoM Bifg 9 1o 15 pokis, 40/10BiKiB BikoM Bift 16 10 26 pokiB Ta xKiHOK
BiKOM Biz 27 110 45 pokiB, NOPIBHAHO 3 AiBYaTaMM Ta XiHKaMH BiKOM Bifl 16 10 26 poKiB.

@apmaxoxinemuxa.
He 3acTocoBaHo.

KniniuHi xapakTepHCTHKH.
IlTokazanns.
Baknuna Fapnacpm® 9 mokazaHa JJ19 aKTUBHOI iMyHi3alii 0ci0 BikoM BiZl 9 poKiB AjIs NoNepeKEHHA
HACTYITHMX 3aXBOPIOBaHb, clipuunHeHnx BILJI:
o IlepenpakoBi CTaHM Ta paK IMHKK MaTKH, ByJIbBH, ITiXBM Ta AHANEHOTO KaHATY, CTIPUYMHEH]
tunamy BITJI, ski BXOJATE 10 CKNaay BaKLMHM.
e TenitaneHi xopmunomu (Condyloma acuminata), cnpuuuHeni neBHuMuU Tunamu BILJL

JIusuch BaxuMBy iHQoOpMarilo 3 MAaHMMH, WO MiATBEP/KYIOTH LI MOKasaHHs, Yy po3jinax
«Ocobnueocmi 3acmocysannsay Ta « PapmaxoOuHamika».

3acrocyBaHHs BakuMHM Iapmacun® 9 NoBHHHO 3piiicHIOBaTHCA BiANOBIAHO 10 odimiHHMX
peKOMeHJaLii.

IIpomunokazanns,

inepuyT/IMBiCT 10 AiIOYMX PedOBHH abo 10 Gymb-AKoi 3 JONOMDKHMX PEYOBHH, NEPENIYCHHUX Y
po3aini «Cxnaoy.

Ocof¥ 3 TrinepuyTJIMBICTIO MiCNA MNONEPENHHOrO 3aCTOCYBaHHsS BaKLHWHU I'apnacun® 9 a6o
TCapnacun/Cinrapa He OBMHHI OTPUMYBATH Tapnacun® 9.

B3aemodia 3 inuumu 1iKapcoKumu 3acobamu ma inwi euou 63aemooii.

Besneka Ta iMyHOre€HHICTb Y 0cib, sIKi OTpUMYyBali iMyHOr100yJliH a00 npenapary KpoBi NPOTIroM
3 MicAriB 10 BaKUMHALIY, B KIIIHIYHUX DOCHIPKEHHIX HE BUBYAJIHCH.

3acTocyBaHHs 3 {HINMMH BaKIIMHAMH

[apnacun® 9 MOXHa BBOAUTH OJJHOYACHO 3 KOMGIHOBaHOIO 6YCTEPHOKO BAKUMHOIO NPOTH AU Tepii
(d) i npasus (T) 3 KAUUIOKOBHM [alleNIONAPHUMH KOMMOHEHT] (ap) Ta/abo MOiOMIENITHUM
[inaxTrBOBaHMM] (IPV) KoMmnoHeHTOM (Bakimuy dTap, dT-IPV, dTap-IPV) Ge3 3xa4yiworo BILIUBY
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pe3yJIbTaTax KAiHIYHOrO HOCIIIKEHHS, B SIKOMY OJHOYAacHO 3acTocoByBanu BakuuHy dTap-IPV i
neputy fo3y sakuuxu lapracun® 9 (aus. posain «/Tobiuni peaxyii»).

3acTocyBaHHs 3 TOPMOHATLHUMH KOHTPALIENTHBAMK

Ilinx yac kMiHIYEUX HocimkeHs 60,2 % XiHOK BikoM Bif 16 10 26 pokiB, AKi oTpuManu I'apmacun®
9, 3aCTOCOBYBAIM FOpPMOHAJIbHI KOHTpALENTHBH MPOTArOM BaKIMHAJILHOTO NEPIOAY KIIHIYHOTO
JOCHIPKEHHS. 3aCTOCYBaHHS TOPMOHAJBHMX KOHTPALENTHBIB HE BILIMBAJIO HA THIOCTELMGiYHY
iMyHHYy BiqUOBiAb NpH 3aCTOCYBaHHI BAKLMHU TI"apnacun® 9.

Ocobnugocmi 3acCMocy8anH .

BiacrexxyBaHHsl

{715 TIOKpAILEHHs BiICTeXyBaHHs GioMOriYHMX TiKapChKUX 3aC06iB, HEOOXIIHO HITKO PEECTpyBaTH
Ha3By Ta HOMep cepil NiKapchKoro 3acofy, 110 3aCTOCOBYETHCSL.

PilreHHs Npo BaKIMHALLIIO CIIiJ IPUAHSATH 3 ypaxyBaHHAM pU3NKy NonepenHboro indikysanus BILI
Ta MOTEHIIHHOT KOPUCTI Bii BaKLMHALLT.

Sk i y pasi 3acTocyBaHHs BCiX iH’€KUIHHHX BaKIMH, cNii 3abesnednTd HaGip BiANOBIAHMX
JKapchKMX 3aCOGiB Ta Hariisj Ha BHMAJOK PO3BHTKY PiAKiCHUX aHadinaKTHYHMX peakuid micis
BBEICHHS BaKLIUHH.

CuHKONE (HENPHTOMHICTB), 1O {HOAI CYNPOBOKYETHCS MAAiHHAM, MOXE BMHHMKATH Micis abo
HaBiTH mnepel Oy/b-SKOK BaKLMHALi€, 0co6IMBO y MiUNTKIB, K NCUXOreHHA BigrnoBigr Ha
in’exuito ronkoro. Takuii CTaH MOXe CYIPOBOKYBAaTHCS KiJlbkOMa HEBPOJIOTIYHUMH O3HAKaMH,
HATIPUK/IaJl TAMYACOBUM MOPYIUCHHAM 30Dy, IapecTe3i€lo Ta TOHIKO-KIOHIYHUMHM pyXamy KiHIIBOK
B IEpPiOA BiJHOBJICHHS cTaHy. TakuM YMHOM, 32 BaKLMHOBaHHMH ocobaMu ciifi crocrepiratu
TIpOTAroM npuGiIu3HO 15 XBUIIMH Mic/ia BaKLUMHAIii. BayIMBO MPOBOAMTH NPOLIEAYPY B yMOBaX, 110
JAI0Th 3MOTY YHMKHYTH TPaBMU IPH HENPUTOMHOCTI.

SIKIo y manieHTa Bi3HaYaeThes TSHKKE rocTpe GedpuiibHe 3aXBOPIOBAHH:, TO BBEICHH: BaKIMHU
citi Bimkimactd. Pa3oM 3 THM, HagBHICTH Jierkoi iHdexuil, Hanpukiaj Jierkoi iHekuii BepxHix
JUXaNbHUX IUIAXiB a00 HE3HAYHOro MiJBUIEHHS TEMIEpaTypu Tijla HE € NpPOTHIIOKa3aHHAM /IO
iMyHizartii.

Sk i 6ymp-aKa iHIIa BaKLMHA, BAKLMHALliA BaKIMHOIO I'apnacun® 9 3aGesnedye 3aXUCT HE Y BCiX
BaKI[MHOBaHHMX.

BakuuHa 3a0esrneyye 3axMCT JIMIIE IIPOTH 3aXBOPIOBaHb, BUKIMKAaHUX THUIIAMHU BIIJI, na sxi
CIIpsIMOBaHa BaKUMHA ({MB. po3fin «Papmaxoounamixa»). ToMy, Ciifi IPOXOBKYBATH BXMUBATH
BiMOBiAHMX 3an00KHUX 3aXOMiB MPOTH 3aXBOPIOBaHb, 110 MIEPEHAIOTHCSA CTATEBUM LIJLIXOM.
BakuMHa 3aCTOCOBYETHCA JIMIIE 3 PO INIaKTHIHOIO METOO i He BIUIMBaE Ha akTUBHI BIUI-indekuii
ab0 BCTaHOBJIEHE KIIIHIYHE 3aXBOpIOBaHHA. BakuuHa HE INPOJEMOHCTpYBajia TEpParneBTHYHOIO
edexTy i ToMy BakuMHa He [TOKa3aHa JUIA JTiKyBaHHS paKy LIMHKY MaTKH, By/IbBH, I1iXBH T4 aHAILHOTO
KaHaJy, AUCIUIACTHYHMX 3aXBOPIOBAaHb BUCOKOTO CTYNEHs Ipajallil IIMHKK MaTKH, BYJIbBH, [IIXBU Ta
aHAJIBHOrO KaHATy 260 reHiTalbHUX KOHIMIOM. BOHa TakoX He NMpH3HaYeHa [y NpodinaKTHKU
TIpOrpecyBaHHs iHIIMX ypaXkeHb, Buknukanux BILUL

Tappacun® 9 He npusHaueHuii /Ui PO LIAKTUKY HOBOYTBOPEHE BHACIIIOK BaKUMHALLT IPOTH THITIB
BIJ1 y manienTis, indixosanux Taxumu turmamy BILJL, mo icHyBanyu Ha 4ac BakUMHAUI.
BakiMHalis He € 3aMiHOI0 PYTMHHOrO CKPMHIHIY 3aXBOPIOBaHb IMMHKK MaTkM. OCKUIBKH KOJHA
BaxLKHa He 3abe3neuye 100 % edeKTHBHICTB, a Iapnacun® 9 e sabesneuye 3aXUCT NPOTH KOXKHOTO
tuny BITJI a6o npotu icHytoumx indekuii BITJI, pyTUHHMEA CKPHHIHT 3aXBOPIOBaHb IIMAKH MATKH
3ATMIIAETHCS HAM3BUYAMHO BAXUIMBMM Ta MA€ NPOBOJUTHCS BiZIMOBIIHO [0 MiCLIEBHX PEKOMEHTALIiM.
HeMae JaHuX IOZO 3acCTOCYBaHHs BakuuuK I'apaacun® 9 ocofam 3 NOPYIIEHOIO iMyHOJOTiUHOO
peakTuBHicTIO. Besneka ta imyHorenHicTh Bakuuau qHPV ouinroBanucs y naijieHTiB BikoM Bij 7 70
12 poxis, indikoBaHux BipycoM imyHomediuuty monunu (BLI).

V o0ci6 3 mnoOpylIeHHAM iMyHOJOri4HOI PEaKTHMBHOCTI BHACHIJOK 3aCTOCYBaHHS MOTYXKHOI
iMyHOCYIIpecHBHOT Tepanii, FeHETHYHOro JedeKTy, iHdiKkyBanHs BipyCOM iMyHOREILMTY JIHOANHH
(BIJT) uM 3 iHIUMX NPUYAH, PEaKLlis Ha BAKIIMHY MOXeE OyTH Bi/ICYyTHBOIO.




BakuuHy ciif 3 OOepexHICTIO BBOAWTH MallieHTaM 3 TpoMmOGouuToneHiero abo Oyab-iKUMH
TNOpYLIEHHAMH 3TOPTaHHS KPOBi 4epe3 PU3MK PO3BMTKY KPOBOTEUi IiC/s BHYTpPILIHBOM’S30BOTO
BBEJEHHS Y TaKHX Malli€HTiB.

Hapazi TpuBalOTh NOBIOCTPOKOBI MONATBIII TOCHIIKEHHS [/ BU3HAYEHHsS TPUBAIOCTI 3aXMUCHOI
peakii.

Bincytni nmami npo Gesmeky, IMyHOreHHiCTh Ta eQEKTHBHiICTb, fKi 6 mMiATBEp/KYBaIH
B3aeMo3aMinHicTh BakiuMHK I'apaacun® 9 3 GiBaneHTHUMM a60 KBAaAPMBAICHTHHMH BaKIMHAMM
npotu BILL

Harpiii

Lleit mikapchbKuit 3aci6 MicTUTh MeHIue Hix 1 MMontb (23 Mr)/n03y HaTpilo, TOGTO NPAKTUYHO BibHUH

BiJl HATPIlO.

3acmocysanns y nepiod eazimnocmi abo 200y6anHA 2pY00I0

BaritHicTb

ITocTMAapKETHHTOBI JaHi WIOJ0 BariTHUX >KiHOK BKa3ylIOTh Ha Bi/ICYTHICTb ManbpopmaruBHOI abo
deTo/HeoHaTanbHOI TOKCUYHOCTI I'apnacun® 9 npu 3acTOCYBaHHI MiJ| 4ac BariTHOCT.

JTocnipKeHHs Ha TBapUHaX HE CBi4aTh PO PEMPOLYKTUBHY TOKCHYHICTS.

V 1ecTUpidHOMY peecTpi BariTHOCTeH i3 3acToCyBaHHAM I’ apracun® 9 NpoCHEKTUBHO CIOCTEPIraNu
3a 180 xiHKaMm#, 3 SKMX 69 BariTHOCTEH 3aKiHUMIMCS BiJOMHM pe3ysbTaToM. YacToTa BUKM/HIB Ta
CepHO3HMX BpPO/DKEHHX Baj pO3BUTKY cTaHoBuna 4,3 % BaritHocredt (3/69) Ta 4,5 %
YXUBOHAPODKEHNX HeMOBIAT (3/67) Bianosinuo. 1]i 4acTOTH BiNNOBifaNK po3paxyHKOBUM (OHOBMM
gactoram. Lli JaHi MiATBEpIKYIOTL aHAIOTiI4HI Pe3y/IbTaTH M'ATMPIYHOTO PEECTPY BariTHOCTEH i3
sacrocyBaHHaM Bakuuud qHPV, mo sxoro Gymo Bxmodeno 1640 BaritHocTedl 3 BigoMuMmH
pe3yJbTaTaMH.

IIpoTe LUX JaHMX HEJOCTATHBO AN TOTO, 06 PEKOMEHTYBaTH 3aCTOCYBaHHs BakuuHu ['apracuin
9 y nepiog aritHocTi. CIliZl BIAKIACTH BaKIMHALIIO JIO 3aBEPUIEHHS BariTHOCTI.

[lepios roayBaHHs rpyumo.

Iapaacun® 9 MoxHa 3aCTOCOBYBATH y IIEPiO/ TOAyBaHHS IPYLO.

3aranoM 92 XiHKM oyBajiu TPy IPOTSCOM Iepiofy BaKIMHALIT B XO/i KIiHI4HUX HOCTI/OKEHb
paxuuau lapracun® 9 y xiHok BikoM Bif 16 10 26 pokiB. ¥V R0CHi/KEHHSX iMyHOICHHICTh BaKIMHH
6yJ1a NOPIBHAHHOIO Y XKIHOK, AKi FOAYBaH IPy/IIi0, Ta KIiHOK, AKi He roxysaiu rpy . Kpim roro,
npochine MoBiuHMX peakuill y KIHOK, SKi rofyBatu rpysyio, 6ys NOPIiBHAHHAM 3 TaKMM Y XKIiHOK i3
saranbHOI monysswii 6esneku. He mosifommsuiocs npo IOB’A3aHi 3 BaKUMHOI cepHO3Hi MoGiuHi
peaKulii y HEMOBJIAT, sIKi epeGyBaiu Ha IpyIHOMY BUTOJIOBYBAHHI B NEPioj BaKI[MHAILIT.

DepTUALHICTD
JlaHi 1110710 BIIJIMBY BaKUUHA Iapracun® 9 na pepTrnbHICTE Y TIOAUHH BiACYTHI.

®

30amuicms 6naUeAmU HA WEUOKICMb peakyii npu KepyeanHi asmompancnopmom abo iHuumu
MexXaHizmMamu.
T'appacun® 9 He Mae a60 Mae HE3HAYHHMIl BIUIMB Ha 3[aTHICTh KepyBaTH aBTOTPaHCIOPTOM abo
mparoBaTd 3 MexaHismamu. OfHaK jeski 3 MoGidHMX peakui#f, sragaHux y posaini «Ilo6iuni
peakyiin, MOXyYTh THMYacoBO BIUTHBATH Ha 3JaTHICTh KepyBaTH aBTOTPAHCIIOPTOM ab0 MPAIoBATH 3
MEXaHi3MaMH.

Cnocib 3acmocy8anna ma 003u.

Jlo3yBaHHA

Ocobu gixom 6id 9 00 14 pokie 6KNIOYHO HA MOMEHM Nepuiol In exyii

I'apaacun® 9 MoxKHa 3aCTOCOBYBATH 3a CXeMOK i3 1Box 103 (0, 6-12 micsuis). pyry mo3dy caig
BBOJMTH y mepion Big 5 no 13 MicaniB micis mepuioi A03M. SIkimo Apyry Ao3y BakLMHU BBOJSATH
paHilie, HiX 9epe3 5 MicsLiB Micns Mepuiol 103K, TO 3aBX/M CIILJ BBECTH TPETIO 103Y.




I'appacun® 9 MoXHa 3aCTOCOBYBAaTH 3a TPhOX030B010 cxemoro (0, 2, 6 micsuis). Jlpyry nosy cain
BBOAMTH HE paHille, HX depe3 OAUH MicaAlpb ICHA Iepliol 03H, a TPETIO J03y — HE paHilie, Hix
yepes 3 micawi micns Apyroi Ao3u. Bei Tpu fo3um ciin BBECTH NpOTSroM 1 poky.

Ocobu gixom 15 poxie i cmapuwie Ha Momenm nepuiol in exyii

Tapaacun® 9 ciiix 3acTOCOBYBATH 33 TPHOX030B0I0 cxeMoio (0, 2, 6 MiCsLiB).

Jlpyry 03y CIlii BBOAMTY HE paHillle, HiX Yepe3 OMH MicsALb MiCas Mepliof 03U, a TPETIO 103y —
He paHille, Hix yepe3 3 Micsaui nicna Apyrof fo3u. Bei Tpu 103w ciifl BBECTH MPOTAroM 1 poky.
3acTocyBaHHS BaKLUHHU Tappacun® 9 mNOBMHHO 3nifiCHIOBaTHCS BiANOBiAHO MO odinifHux
peKoMeEHIaLlil.

OcobaM, sKi OTpUMally MepIy J03y BaKIHHH lapnacun™ 9, peKOMEH0BAHO 3aBepUIMTH TOBHHH
KypC LIEIIEHHS BaKIHUHOKO Tappacun® 9 (aus. posin «Ocobrueocmi 3acmocy6anisy).
HeobxiaHicTh 3acTOCYBaHHSsI OyCTEpHOI 103M HE BCTAHOBJICHA.

JocifpKeHHs i3 3aCTOCYBaHHAM 3MIlIaHOl CXEMH (B3aemo3aminHoCTi) BakuuH npotd BILI mis
[apracun® 9 He IPOBOAMIHCAL.

Ocobu, AKi panime Gyini BakIMHOBAHI 32 TPHOXJO30BOIO CXEMOIO KBAJPHUBAICHTHOK BAKLIMHOIO
npotu BIUI tunis 6, 11, 16 Ta 18 (I"apaacun), nani — Bakuuaa gHPV, MOXyTh oTpuMarH 3 nosm
BaKLUHU Fapnacun® 9. Bakiuna qHPV B fedxux KpaiHax Takox Bigoma nig Hassoro Cinrapn.
Crocif 3acTocyBaHHs

BakuuHy ciii BBOOUTH LLUIIXOM BHYTPiIHBOM’s30BOI in’exnii. baxkaHuM MicLeM BBEICHHS €
JIENBTOBMIHMH M’ 13 Tl7Ieya abo nepeHbosaTepalibHa AiISHKa BEPXHBOT YaCTHHU CTETHA.
Tapgacun® 9 He MOXHAa BBOJAMTH BHYTPIIIHBOCYAMHHO, MiRWIKIpHO abo BHYTPIIIHBOIIKiIPHO.
BakuuHy He CJ1i/l 3MilllyBaTd B OAHOMY LINIPHILi 3 6yIb-SKUMHU iHIIMMH BaKIMHAMH T2 PO3UMHAMH.

OcobuBi 3arobiKHI 3aX0q1 M0N0 YTHIII3ALIT T4 IHIIOr0 TOBORKEHHS

o Jlo crpyuryBanns [apaacun® 9 Moxe BUMIIAATH K NIPO30pa pimuHa 3 611MM 0CaZoM.

e Tlepen 3acTocyBaHHSM A06pe 360BTAaTH MONEPEAHBO HANOBHEHHMH WINpPUIL AJ11 OTPUMAHHS
cycrensii. Ilicns peTensHOro nepeMmillyBaHHA BaKUMHA Mae BUMILLA Ginoi KamamyTHOT
pinuHHU.

o Ilepes 3aCTOCYBAHHSAM Bi3yaIbHO MEpEBipTe CYCMIEH3II0 Ha HASBHICTh MEXaHIYHUX YACTOK Ta
3MiHH KONBOPY. 33 HAABHOCTI MEXaHiYHUX 4aCTOK Ta/ab0 MpH 3MiHi KONBOPY BaKUMHY CIi
YTUITi3yBaTH.

e BubepiTh BiNNOBiAHY TOJNKY A 3a6€3MEYEHHS BHYTPILIHBOM S30BOrO (8/M) BBEIEHHS
3aJ1eXKHO Bijl po3Mipy Ta Bard HallicHTa.

e B ymakoBKax 3 rOJIKAMH Ha OJIUH LINIPHUI] HAIAETHCSA JIBi TOIKH Pi3HOT IOBXKHUHM.

e [lpye/HaiiTe oKy MUTAXOM HaKpydyBaHHs 3a FOJIMHHUKOBOIO CTPLIKOIO, IOKHM BOHA He Gy e
3a¢ikcopaHa Ha IIMPHIIL. BBeaiTh BCIO 103y BIANOBIAHO 4O CTAHAAPTHOTO MPOTOKOIY .

e BgeefiTh HerailHO BHYTpIIIHEOM’S30BO (B/M), Ga)kaHO B NENBTOBHAHMH M’si3 mieya aGo
nepeaHboNaTepalbHy JiITHKY BEPXHBOI YaCTUHU CTErHa.

e BakusHy CJiI 3aCTOCOBYBaTM B TOMY BHIIAi, B AKOMY BOHa mocradaerses. Citin
BHKOPHCTOBYBATH PEKOMEHIOBAHE J03yBaHHSA B IOBHOMY 06’€Mi.

Byib-5IKy HEBUKOPUCTaHy BaKIHHy abo Bi/palboBaHi MaTepiaiy CJIijl yTHIi3yBaTH BIJIIOBiAHO 10
MiCIIEBUX BUMOT.

Himu.

Jimu gixom < 9 poxie

Besneka Ta edeKTHBHICTE 3aCTOCYBaHHS BaKIMHH Iapaacun® 9 mitam BikoM 1o 9 pokiB He
gcradoBneHi. Jani BiacyTHi (iuB. po3ain « PapmMakoOuHamixay).

Ilepedo3ysanna.
He nosigomiisiiocs Ipo BUIIAAKM IIEPEO3YBaHH.

Ilo6iuni peakyii.
Pesome npodino be3nexu

KA‘:
fLi/



B 7 xniHiYHHUX OOCHIIPKEHHAX y4YaCHUKaM BBOJMIIM BaKIIMHY Fapzlacpm® 9 B JeHb peecTpauil B
JocipKeHHs, 1 Hajali — npubauzHo depes 2 i 6 Micauis. besnexky ouiHioBanM 3a 3ampcamu
cnioctepeskenss B kaprui Bakuunanii (VRC), wo peectpyBanncs BIPOAOBXK 14 nHiB micnst KOKHOL
iH’€K1i1 BAKUMHH I"apﬂacnn@ 9. 3aranom 15 776 oci6 (10 495 oci6 BikoM Bix 16 1o 26 pokis Ta 5 281
miuniTKiB BikoM Bix 9 M0 15 poKiB Ha MOMEHT BKIIOYEHHSA Yy MOCIiJKEHHS) OTPUMATH BaKLUHY
Tapnacun® 9. Jluwe pekineka oci6 (0,1 %) NpunuHWIM y4acTb y JOCHIHKEHHI 3 NPUYUHHU
BUHUKHEHHS IOOIYHMX PEaKIii.
B ogHOMY 3 TakMx KJIHIYHMX JOCII/UKEHb, B AIKOMY B3sUIM y4acTb 1053 310pOBHX MiANITKIB BIKOM
iz 11 70 15 pokiB, micnis 3aCTOCYBaHHsA NEPIIOT JO31 BaKIWHU Fapnacml® 9 oHOYACHO 3 OYCTEpHOIO
0300 KOMGIHOBAaHOI BaKIMHU i NpodinakTuky JudTepii, Npasus, KalUIOKy [aleonspHui
KOMIIOHeHT] Ta momiomieniTy [iHakTHBOBaHa] moBigomIsiocs npo Glibiue BUIIAJKIB BUHUKHEHHA
peakui#t y Micui in’ekuii (HabpsK, epuTemMa), TOJIOBHOTO GO0 Ta IBUIIIEHHS TEMIIEpaTypH Tina.
CriocTepexyBaHa pizHuus cTaHoBuna < 10 %, iy Ginsiuocri YYaCHHKIB KJiHiYHOTO JOCIiJUKECHHSA
noGiyni peaxuii 6ymm nerkoi aGo MOMIpHOT iHTEHCHBHOCTI (MMB. po3nin «Bzaemoois 3 iHuiumu
NKAPCORUMU 3ac06aMU MA iHULi 6UOU 83AEMOOTEN).
V xniniuHoMy gociimkenti 3a yuactio 640 oci6 ikom Bix 27 no 45 pokis Ta 570 ocib BiKOM Bif 16
70 26 pokiB, fKi OTpUMYBaJIM lappacun® 9, npodine Gesmeku npenapary I'appacun® 9 6ys
TNIOPiBHAHHUM MiXK JBOMa BiKOBUMH IpyIIaMH.
HalinomupeHinMyY  OGIYHMMHA  peakWisMu, IO CIOCTEpiraucs NpH 3acTOCYBaHHI BaKIMHHM
Tapmacun® 9, 6ynu noGiuni peakuil y micui in’exuii (84,8 % BakuMHOBaHUX BIIPOOBXK 5 mHiB micng
6yIp-AKOro BI3UTY I/ HPOBEACHHA BaKUMHail) Ta TOJOBHHH oimp (13,2 % BakIMHOBaHHMX
BOpONOBXK 15 AHIB micns Gyap-AKOTO Bi3UTy AU HPOBEICHHA pakiuHanii). [{i mobiuni peakuil
3a3BM4ail 6yIH JErkoi abo MOMipHOT iHTEHCHBHOCTI.
Pestome noGiunmx peakuiil y BUrisi TabauLi
To6iuni peakuii knacudikoBaHi 3a 4ACTOTOKO 3TiTHO HACTYTIHMX KaTeropii:

- Ilyxe gacto (> 1/10)

- Yacto (Big> 1/100 no < 1/10)

- Heuacro (Big > 1/1000 mo < 1/100)

- Pinxo (Big > 1/10000 mo < 1/1000)

- Hepigomo (HEMOMUIUBO OLIHUTH 32 HAABHUMU JIaHAMH).
Kniniuni gocnimxeHys
V Tabuui 1 npeacTaBiaeHo noOidHi peakuii, AKi BBAXKAIOTHCS NpUHAKMMHI MOXJIMBO NOB’I3aHUMH 3
BBEJEHHSM BaKI[MHM Ta CIOCTEpiratucs y Iali€HTiB, SKAM BBOJWIH BAaKUMHY Tapaacun® 9, 3
yacToTol LoHalMenme 1,0 % 3a nanumu 7 KiiHiyeuX gocnimkess (PN 001, 002, 003, 005, 006,
007 ta 009, N=15 776 ocib).

JlocRBij1 MoeTMApPKETHHIOBOIO 3aCTOCYBaHHA

Ta6muia 1 Takox BKIIo4Yae Mo6idHi peakuii, ki BUHHKaIH CIIOHTaHHO MiJ{ 4aC MOCTMapKETHHIOBOTrO
3aCTOCYBAaHHS BaKLIMHU I'apaacun® 9 no BecboMy cBiTy. YacToTy iX BUHHMKHEHHS OL{HIOBAIM Ha
nifcTaBi BiAMOBIAHUX KIIHIYHUX JOCTIKEHb.

Tabmuus 1. IloGiuni peakuii micns BBEAEHHS BaKUMHU Iapaacun® 9 3a JaHuMM KIiHIYHEX
JTOCIDKEHE Ta MOCTMAPKETHHIOBOTO CIIOCTEPEHKEHHS

Knac cucTeM opraHsis Yacrora ITo6iuni peaxuii
TTopymenns 3 60Ky cucTemu kposi | Heyacto JlimpaneHnonatis*
i 1iMaTHYHOT CHCTEMHM
[MopyieHHst 3 60Ky iMyHHOT Pigko linepyyTauBicTs*
CHCTEMHU Hesimomo AnadinaxtuuHi peakijii*
Iyxe yacto |I"ononui 6inb
[TopyuieHHs 3 60Ky HEPBOBOL Yacro 3anaMopoyEHH
CHCTEMHU Heuacro CuBKoIIe, 110 3piJKa CYNpPOBOIKYBAIMCS
TOHIKO-KJIOHIYHUMHM CYAOMaMH*
IMopyuienns 3 60Ky LIUIYHKOBO- Yacto Hynora




KHIIIKOBOT'O TPaKTy Heuacto bmoBanus™*

INopyieHHs 3 60Ky LUKIPH Ta Heuacto Kpomnus’sHka*

i IKipHOT KITITKOBUHU

[NopyieHHst 3 60Ky CKENETHO- Heuacro Aprpanris*, mianris*
M’S30BOI CHCTEMH Ta CIOJIY4YHOL

TKaHUHH

Hyxe yacto |V Micii iH’ekuii: 6i11b, HaOpsK, epuTEMa

TopyuIeHHs 3araibHOro

Yacto [TinBuIinEeHa TeMrneparypa, CTOMIFOBaHICTh
XapaxTepy, a TaKOX IOpYIICHHS, P A
. V wmicii iH’ekil: cBepOix, reMaToMa
1[I0 BUHUKAIOTh Y MiCIll BBEICHH oy * 5
Heuacro Acrenis*, 03H06*, HE3AY>KaHHS

*TTo6iuni peakuii, Ipo AKi MOBIJOMIAIOCA MiJ Yac MOCTMapKETHHIOBOrO 3aCTOCYBaHHA BaKIMHH
Fapnacnn® 9. YacToTa Gya oliHeHa Ha OCHOBI BiNIOBIHMX KIIIHIYHMX JociimKkenb. g mobiuHmnx
peaxiiii, sKi He crocTepiranucsa y KJIHIYHHX JOCTiKEHHX, YacTOTa BKaszaHa K « HeBigomon.

Baxyuna qHPV

Tabnuus 2 BKIIOYaE MobivHi peakuii, AKi BUHMKATM CIIOHTAHHO IIiJi 4ac MOCTMApPKETUHIOBOTO
sacTocyBanHs Bakuuau qHPV. [ToctmMapkeTiHroBuit AocBin 3 Gesnexu Bakuunu qHPV akryansHui
i s Baxuuau Iapaacun® 9, ockineku BakuuHu Mictath 6inku L1 BILI 4-x ogHakoBux tumnis BITJL
OCKiIbKY TOBiZOMJIEHHS IPO Iii peaKiiii HaIXOJUIH Biji HaCEJICHHsS HEBU3HAYEHOT YUCENBHOCTI Ha
[OOpOBiNBHi OCHOBi, HEMOMUIMBO JTOCTOBIPHO OMiHMTH iX YacTOTy ab0 BCTAHOBHUTH NMPHYMHHO-
HaCJIiKOBMH 3B’ 30K i3 3aCTOCYBaHHSM BaKLMHH JUIs BCIX BUIAKIB.

Ta6muus 2. [To6i4ni peakuil, Ipo fKi MoBiIOMIIAIOCS Y IOCTMAapKETMHIOBOMY JOCBi/li 3aCTOCYBaHHs
sakiuuu gHPV

Kiac cucrem opratis YacrtoTa IToGiuHi peaxuii

Indexuii Ta inpasii Hesizomo LemroiT y Micui iH’ekuit

MopyiuerHs 3 60Ky CUCTEMH Heginomo InionaTtuuHa TpoMOOILMTONEHIYHA ypITypa
KpOBi i 1iM¢paTH4HOl CUCTEMU

IMopymeHHs 3 60Ky iMyHHOI Hegsigomo Anadinaktoinsi peakuii, 6GpoHXocnasm
CHCTEMH

[MopyiuenHs 3 60Ky HEPBOBOT Hepinomo CocTpuit quceMinoBaHuil eHlledatoMIieniT,
CUCTEMHM cunapowm ['iiena—bappe

3BiTyBaHHS [P0 MiK03pioBaHi mobiuHi peakuii

3BiTyBaHHA NpO Tin03pioBani moGiuui peakwii micia peecTpauii ikapcbkoro 3acofy Mae BajJIMBE
snavenns. Lle no3Bonde 3ailicHioBaTy Ge3nepepBHU MOHITOPUHT CITiBBiAHOIIEHHS KOPUCTB/pU3UK
TMpH 3aCTOCYBaHHI JIKapchkoro 3acofy. MeauyHHM MpaliBHHKaM HEeOoOXiZTHO TOBiAOMJISITH NPO
6yb-9Ki i o3proBaHi MoBiuHi peakuil Yepes HaIlioHaNbHY CHCTEMY 3BiTHOCTI.

Tepmin npudamnocmi.
3 pOKH.

VYmoBH 36epiranns.

36epiraTi B XONOAMIBHUKY (TIpH TemnepaTypi Bia 2 °C o 8 °C).

He 3aMopoxcyBaTH. 36epiraTi nonepeHb0 HAOBHEHHI WMPHIL Y 30BHILIHIA KapTOHHIi YNaKoBIIi
TSt 3aXUCTY Bij cBiTiia. 36epirati B HEIOCTYNHOMY JJIs NiTEH Micui.

T'apracun® 9 ¢t 3acToCyBaTH SKOMOra MIBK/LLIE TC/s BUITYYSHHS 3 XOIOAUIbHHKA.

Jlani 3i cTaGiMbHOCTI CBimYaTh, IO KOMIOHEHTH BAaKIMHU CTabinbHi npotsroM 96 roaumH npu
36epiranni npu Temneparypi Big 8 °C no 40 °C abo mporaroM 72 rofus npu 36epiranHi npu
temneparypi Bix 0 °C o 2 °C. Ilicns 3aKiH4eHHs 1bOro Nepioxy I'apaacun® 9 citin Bukopuctaty a6o
yrunisysatn. 1ls  iHpopmauis npHsHaueHa Ul MEAMYHMX  NPAUiBHUKIB  TIIBKH. Y
BUIAKy THMYACOBOTO BiIXUIECHHS TEMIIEPATYPHOTO PEXKUMY . ~

g
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Hecymicnicmb.
3a BigcyTHOCTI JOCHIIKEHb CyMiCHOCTI LeH jikapchbkud 3aci6 He crifi 3MillyBaTH 3 IHIUMMHU
JKapChKUMHU 3ac006aMH.

Ynakoska.

ITo 0,5 MJI CycneH3ii y IonepeaHso HanoBHEHOMY ILIMPHL (CKJIO) 3 0OMexXyBadeM XOMy TOPLIHS
(curikoHizoBaHuit GPOMOYTHIIOBUH €1ACTOMED i3 IOKPUTTAM FluroTec) Ta KOBIaukoM (CHHTETHYHA
isonpeH-GpoMOyTHIIOBA CyMilll).

ITo 1 monepeIHEO HAOBHEHOMY LITIPHITY 3 2 ronkamu a6o 11o 10 nonepenHpo HamoBHEHUX LITPULLIB
3 2 rojIKaMy Uil KOKHOTO LINIpHUla B KapTOHHIH KOpOOLi pa3oM 3 iHCTPYKUI€O IS MEAHYHOro
3aCTOCYBaHHS.

Kareropis Bianycky.
3a perenToM.

Bupo6HuK.
Mepk lapn i lloym b.B.

MicnesnaxoaKeHHsi BAPOGHHKA Ta aapeca Micus POBa/KeH s HOTo AisIbHOCTIL.
Baapnepser 39, Xaapiem 2031 BH, Hinepnanzu.

JlaTa OCTAHHBLOTI'O MEPETJIsAY. 06. Of ;2015‘/
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3ATBEPJKEHO

Haxa3 MinicTepcTBa 0X0pOHH

310poB’s YKpaiHu
20.07.2023 Ne 1319

Peecrpaniiine nocBiggenns
Ne UA/20128/01/01

KOPOTKA XAPAKTEPUCTHUKA JIIKAPCBKOI'O 3ACOBY

1. HasBa JikapcbKoro 3aco6y, 103yBanHs, JikapcbKa ¢opma.
Tapracun® 9, cycreHsis Uit in’ €KIi# B IONepeAHBO HATOBHEHMX IINPALIAX.
BakuuHa IPOTH BipyCy NaNLIOMH JIFOHHY 9-BaleHTHa (peKOMOiHaHTHE, ancopboBaHa)

2. SAxicunii i KITbKICHHH CKIA,

1 mo3a (0,5 M) MiCTHTB IPHOIM3HO:
Oilowi peyoeuHu:

Bipyc naminoms mojun’ L1 6imox tarmy
Bipyc naninoms momuan’ L1 Ginok tumy 1172
Bipyc naminomn momuan’ L1 Ginok tamy 16
Bipyc narinomu mozwan’ L1 Sinox tumy 18
Bipyc narinomu momanu’ L1 Ginox tamy 31>
Bipyc narizomu mommau’ L1 6inok Tamy 33
Bipyc narizomn momaiu’ L1 6intok tamy 45>
Bipyc namizomu mouan’ L1 6inok Tamy 52
Bipyc narizomu momuan’ L1 Ginok Tuiy 58
! Bipyc maminomu moausu = BITJL

62.3

30 MKT
40 MKT
60 Mkr
40 MKT
20 MKT
20 MKT
20 MKT
20 MKT
20 MKT

21,1 6imox y BADISA BipyCONOMIOHMX YacTOK, IO IPOAYKYIOThCS B KINTHHAX IPiIXJUKIB
(Saccharomyces cerevisiae CANADE 3C-5 (wram 1895)) 3a Texnornoriero pexkombinanTaol JTHK.
3 AzcopGoBanuii Ha a/{ FOBaHTI aMOPHHOTO AOMIHIIO rigpoxcudocdar cymsdaty (0,5 mr Al).

Jlnst orpuManHs iHGopMauil M0N0 MOBHOTO HEPEIiKy JONOMIXKHUX PEYOBHH [HUB. PO3JILN

«JonomioicHi pe4OBUHUY.

3. Jlikapcbka ¢opma.
Cycrensist uis i’ eKIi.
ITpo3zopa pimuHa 3 O1IMM 0CaIOM.

4. Kniniuna indopmanis:
4.1. TepaneBTHYHI NOKA3AHHSL.

Bakmuaa Fapnacnn® 9 mokasaHa Ui aKTMBHOI iMyHisamii oci6 BikoM Bix 9 pokiB st
HONIEpeKEHHS HACTYTHUX 3aXBOPIOBaHb, CIIPHYMHEHAX BIUI:
o IlepenpakoBi CTaHM Ta paK UIMMKK MATKH, ByJbBH, IXBA Ta aHANBHOIO KaHAy,
cuprunneni Tunamy BILJL, gxi BXOAATS 10 CKIaTy BaKIHHHY.
e Tenitansri xoagunomu (Condyloma acuminata), ciprdureHi nesaumu Tramyu BIUL



JIuBHCH BaXJMBY iHGOpMauilo 3 JaHAMY, IO HiATBEPIKYIOTH I IIOKa3aHHH, y po3zjinax
«Ocobnugi 3acmepedicenns ma 3anobidxicHi 3axo0u npu 3acmocy6anti» 1a « DapmakoOUHaAMIHI
81acmugoCmi».

3acTocyBaHHS BaKIMHHU I'apracun® 9 NOBUHHO 3[iMCHIOBATHCA BiANOBITHO 1O OMiriAHEHX
pekoMeHaaIin.

4.2. Jlo3u Ta cnocié 3acToCyBaHHA.

Jlo3yBaHHSA

Ocobu gixom 6i0 9 00 14 pokis 6KIIOYHO HA MOMEHM Nepuioi in €KYl

Tapaacun® 9 MOXHa 3aCTOCOBYBAaTH 3a CXeMomw i3 aBox n03 (0, 6-12 MicsIiB) (IUB. poszun
«@apmaxodunamivni enacmueocmi). JIpyry 03y CIiJ BBOZUTH Y HCplOII Bix 5 mo 13 micsiiB
micis mepruoi 1o3u. SIKmo ApyTy 103y BaKIFHM BBOIATH PaHille, HIX Yepes 5 MiCALB Ici
nepIoi 11031/1 TO 3aBXKJIH CIIiJ{ BBECTH TPETIO J03Y.

Tapracun® 9 MoXKHa 3aCTOCOBYBATH 3a TPHOX1030B00 cxemo1o (0, 2, 6 MicsriB). Ipyry no3y ciix
BBOJMTH HE paHune HiX Yepes OJMH MiCAIb [icIis IepInol JO3H, a TPETIO J03Y — He paHille, Hix
yepes 3 Micsi micyst Apyroi xo3u. Bei Tpu 03U CITit BBECTH IPOTAroM 1 poKy.

Ocobu gixom 15 pokie i cmapuie Ha momenm nepuiol in exyii

Fapnacnn® 9 cI1ijt 32CTOCOBYBATH 3a TPHOX1030B0IO cxemoro (0, 2, 6 MICHIIIB).

Jlpyry 103y CIiJi BBOXUTH HE paHime HiX yepe3 OJMH MICAIb MicyIs NEPUIOL J03H, a TPETIO A03Y
— He paHile, Hix gepe3 3 micani micis apyroi 1o3u. Bei Tpr 031 i1 BBECTH OPOTAroM 1 poxy.
3aCTocyBaHH51 pakiuey [apracun® 9 MOBHHHO 3AiMCHIOBATHCS BiINOBiZHO 10 OQimidHMX
peKOMeH,IIaI.III/I

OcobaM, AKi OTPUMAIH MEPILY J03Y BaKIII/IHI/I Fapnacml 9, PEKOMEHJOBAaHO 3aBEPUIMTH IOBHHUMI
KypC HIEIICHHS BAKIHHOIO Tapmacun® 9 (mus. posuin «Ocobnusi 3acmepediceHHs ma 3anobisxci
3ax00u npU 30CMOCY8AHHI).

Heo6xinHicTh 3acTOCyBaHHS OyCTEPHOI 103U HE BCTAHOBJICHA.

JIoCTi/OKEHHS i3 3aCTOCYBaHHAM 3MillIaHOi cXeMH (B32€MO3aMiHHOCTI) BaKIUH POTH BIUI nns
Tapacun® 9 He MPOBOMITHCA.

Ocobu, sxi panime Gyi BaKIXHOBaHI 32 TPHOXJI030BOKO CXEMOIO KBa/[pHBAICHTHOIO BaKIIMHOIO
npotu BIUI tumis 6, 11, 16 Ta 18 (Tapnacpm) nami — Bakiuaa gHPV, MoxXyThs oTpuMatH 3 1034
paxuwaa [apracun® 9 (aus. po3)11n «DPapmakodunamiyni enacmusocmiy). Baxuuna qHPV B
JesKUX KpaiHax TakoX BifoMa Iif Hassoro Ciirapn,

Criocib 3acTocyBaHHs

BakruHy ClIifi BBOJUTH LUIIXOM BHYTPIIIHBOM’ S30BO1 iH’exmil. BaxxapuM MicneM BBEIEHHS €
JeNBTOBMIHAN M3 ITeda abo mepeHpoNaTepalbHa AJIIHKAa BEPXHBOI YaCTHHH CTETHA.
Tapmacun® 9 He MOXHA BBOAMTH BHYTPINIHHOCYIMHHO, HIJUIKIPHO ab6o BHYTPiLIHBOIIKIPHO.
BakuyHy He CIIiJi 3MilllyBaTH B OHOMY IIIPHIIi 3 Oy Ib-AKUMH IHITUMH BaKIMHAMM Ta PO3UMHAMH.

JHCTpYKIIil IOJ0 TIOBOJPKEHHS 3 BAaKIMHO HePeJl 3aCTOCYBaHHAM AMB. y po3iim «CreyianoHi
3axodu 6e3nexu npu NOGOOJICEHHI 3 HEGUKOPDUCMAHUM NIKApCbKuM 3acobom abo eioxooamu
niKkapcvk02o 3acoby».

4.3. JliTn.
Jlimu gixom < 9 pokie



Besneka Ta eeKTUBHICTH 3aCTOCYBAaHHS BaKIIMHU Iapmacun® 9 nmiTaM BikoM 10 9 POKiB He
BcTaHOBIeHi. Jladi BiacyTHi (uB. po3ain « PapmakoOuHamivki 61acmueocmi).

4.4. IIporunoxa3aHHs.

[imepuyTIMBICTH 0 AiFOYUX PEUOBHH a6o 10 Oyb-5KOI 3 OMOMIXHAX PEYOBUH, HEPEIIICHUX Y
PO3ILTL «/[ONOMISICHI peuOGUHUY.

Ocobu 3 TinepYyTIHMBICTIO IIC/s IIONEPEAHBOrO 3aCTOCYBaHHS BaKUMHH I apnacun® 9 a6o
I'apmacu/Cinrapz He OBUHHI OTPHMYBAaTH Iapaacun® 9.

4.5. Oco0/MBI 3acTepeskeHHs Ta 3a000KHI 32X0/1M IIPH 32CTOCYBAHHI.

BijicTexxyBaHHs

JUIs IOKpalleHHS BiJCTeXyBaHHS OIONOTiYHMX JIKapchKMX 3acobiB, HEOOXIMHO YiTKO
peecTpyBaTy Ha3By Ta HOMEP cepii JIIKapChKOro 3aco0y, 10 3aCTOCOBYETHC.

PimeHHS Ipo BAaKIMHALIKO CIiJ| IPUMHATA 3 ypaXyBaHHAM PH3UKY IIOIEPERHLOTO 1H(IKYBaHHS
BIUI Ta moTeHIIMHOI KOPHCTI BiJf BAKITMHALII.

Sk i y pasi 3acTocyBaHHsA BCix iH’€KIiMHMX BakIWH, ciifl 3abesneunTd HaGip BiANOBITHUX
MKapchKHX 3aco6iB Ta HArVISA Ha BHIANOK PO3BHTKY PiIKiCHEX aHA(iNaKTHYHMX PeaKuii micis
BBEJICHHSI BaKIIMHH.

CuHKoIe (HEIPUTOMHICTE), IO iHOAI CYIIPOBOUKYETHCS IAJiHHAM, MOXKE BUHHKATH Iicis abo
HaBiTh Iepel OyIb-SKOI0 BAaKIMHAIEO, OCOONMBO y IIJUITKIB, K NCHXOTCHHA BiJIMOBIAL Ha
i’ exiro rojkoro. Takuil cTaH MOXe CYIPOBOKYBATHCS KiTbKOMa HEBPOJIOTIYHUMH O3HAKAMH,
HATIPEKI4] THMYacOBMM IIOPYIICHHSM 30py, NApecTe3i€l0 Ta TOHIKO-KIOHIYHMMH pyXaMu
KIHIIBOK B TIEpiof BiJHOBJEHHsS CTaHy. TakiM YHHOM, 3a BaKIMHOBAaHMMH OcCOGaMu CIiij
crocTepiraTd NpOTSroM NpuONIM3HO 15 XBHIMH Hicis BakiuHanii. Baxmmso mnposomurtu
Iponeaypy B yMOBAX, IO AAIOTh 3MOTY YHHUKHYTH TPaBMHU IPH HETPUTOMHOCTI.

SIKIIo y MalieHTa Bi[3HAYAETHCS THKKE TocTpe GeOpuilbHE 3aXBOPIOBAHHS, TO BBE/ICHHS BaKIIUHY
cmin Bimkmacte. PasoM 3 TuM, HagBHICTH JIerkoi iH¢ekuii, Hanpukian jJerkoi iHdexmii BepxHix
JIMXaTBHUX IUIIXiB 200 HE3HAYHOTO ITiABAIICHHS TEMIIEpaTypH Tijla HE € IPOTUIIOKA3aHHIM 10
iMyHi3aii.

SIk i 6y(b-sKa iHIIA BaKIMHA, BAKI[MHAILA BAKIUHOKO Tapnacun® 9 3a6esnedye 3aXKCT He ¥ BCiX
BaKIIMHOBAHUX.

Bakuyza 3a0e3ledye 3aXWCT JIMIIE [POTH 3aXBOPIOBaHb, BUKMMKaHEX Tumamu BILI, ma sxi
CIpsAMOBaHA BakiuHa (IMB. pO3din «Papmaxoounamiyni enacmusocmiy). Tomy cmin
IIPOOBXKYBAaTH BXHMBATH BIJMOBIAHMX 3alOODKHMX 3aXOAIB MPOTH 3aXBOPIOBaHb, IO
HepeNatoThCsl CTATEBUM IIIIXOM.

BakuuHa 3aCTOCOBYEThCS NHINE 3 MPOQITaKTHIHOIO METOIO i He BIIMBac Ha axTtuBHI BILJI-
inpexnii a6o BcTaHOBJCHEe KIIHIYHE 3axXBOpIOBaHHs. Bakumpwna He IIPOAEMOHCTpyBaja
TepaneBTHIHOro edeKry i ToMy BaKI[MHA He TI0Ka3aHa JUIs JIIKyBaHHA paKy MIMAKA MaTKy, BYJIbBY,
IiXBH Ta aHAJIHFHOIO KaHAy, JUCIUVIACTHYHHUX 3aXBOPIOBaHb BHCOKOIO CTYIEHs Ipajallii IHHKY
MATKH, BYJbBH, IIXBM Ta AHAILHOTO KaHalTy abo0 TeHiTaIbHHX KOHauioM. BoHa Takox He
NpU3HaYeHa [t podiNaKTUKY IPOrPeCcyBaHHs IHIMX ypaKeHb, BUKIUKaHuX BILJI.

Tapracun® 9 He npu3HadYeHMH 1T MPO(iNaKTHKY HOBOYTBOPEHL BHACIIJIOK BaKWMHALl IIPOTH
tuni BIUI y nanienrtis, ingikoBanux Takumu tanamy BITJI, mo icHyBany Ha 9ac BakmHAILi.
BaxipHariis He € 3aMiHOIO pyTHHHOI'O CKPHHIHTY 3aXBOPIOBaHb MMiHKK MaTKH. OCKiTBKH X0/1Ha
BakiMHa He 3abesmeuye 100 % edexTuBHICTH, a Tapracun® 9 He 3abe3edye 3aXMCT IIPOTH
xoxuoro tuny BIIJI ab6o mpotu icHyrounx indekuiit BILJI, pyTHHHMEA CKPMHIHI 3aXBOPIOBAaHB
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MIMUKA MaTKA 3aIMINACTHCS HAA3BHYAHO BaXKIMBHUM Ta Ma€ NPOBOMUTHCS BIANOBITHO IO
MICIIEBHX PEKOMEHJIAITIH.

Hemae maHux 1Moo 3acTocyBanHs Bakiuay I'apmracun® 9 ocobam 3 MOpYHIEHO0 iIMYHOIOTIYHOO
peakTuBHICTIO. Besneka Ta imyHorenHicTs Bakuuad qHPV onixroBanucs y narieHTiB BikoM BiJ 7
no 12 pokis, indikoBanmx Bipycom imynoaedinury mogum (BLI) (mmB. posmin
« DapMaKoOUHAMIYHT 81ACMUBOCTIY).

V o0ci6 3 mopylIeHHSM IMyHOJOTiYHOI PEaKTHBHOCTI BHACIIZOK 3aCTOCYBaHHS IIOTYXKHOL
iMyHOCYIIpecuBHOI Tepamii, reHeTmaHOro aedexry, iHGiKyBaHHA BipycoM iMyHOAE(IOUTY
moauay (BIJI) un 3 iHIMX NPUYMH, peakis Ha BaKIUHY MO>ke OyTH BiJICYy THBOIO.

BakiuHy cmig 3 00epeXHICTIO BBOIUTH IaIlieHTaM 3 TpoMOoIuToneHi€ro abo Oyab-AKUMH
HOpYIIEHHSIME 3rOPTaHHs KPOBI Uepe3 PpH3UK PO3BUTKY KPOBOTEYi IiCJIA BHYTPIITHEOM I30BOTO
BBEJICHHS Y TaKUX MAII€HTIB.

Hapasi TpuBaioTs JOBrOCTPOKOBI HOMABII JOCII/DKEHHS U1 BUSHAYCHHS TPHBAJIOCTI 3aXHUCHOI
peaxiii (1uB. po3ain « PapmMaKkoOUHAMIYHT 61ACMUEOCTIY).

BigcytHi maHi npo 6e3meky, IMyHOTeHHICTh Ta €(eKTHBHICTB, ski O IIATBEPLKYBaIH
B3aeMo3aMiHHicTh BakiwHE [apaacun® 9 3 GiBaeHTHEMH a60 KBaJpUBATCHTHAMH BaKIMHAMY
npotu BILJL

Hatpiii

Ileit mixapcekuit 3aci6 micTuTh MeHme HiX 1 MMoab (23 Mr)/mo3y Harpiio, TOOTO IPAKTHYIHO
BLILHHUH BiJl HATpilO.

4.6. Bzaemopnis 3 iHIMMH JTiKApCHKAMH 32c00aMM Ta iHIII BUIH B3aEMOJIM.

Besneka Ta iMyHOTeHHICTB y 0Ci0, ki OTpuMyBamM iMyHOIZIOOyIiH abo IpemapaTH KpOBI
IPOTArOM 3 MICSIB [0 BaKIWHAIII, B KIiHIYHMX JOCIIKEHHAX HE BUBYAIMCA.

3acTocyBaHHs 3 IHIMAMY BaAKITMHAMHI

Tapracun® 9 MoOXHa BBOJMTH OJHOYACHO 3 KOMOIHOBAaHOIO OyCTEPHOIO BAKIMHOIO IPOTH
mudrepii (d) 1 mpaBus (T) 3 KanurokoBMM [anemrONSpHEN KOMIOHEHT] (ap) Ta/abo
noxiomienitauM [inaxtuBoBanuM] (IPV) kommonertom (Bakuusu dTap, dT-IPV, dTap-IPV) 6e3
3HAYyIIOro BIUIMBY HA BIITOBIAb aHTHUTIN Ha Oyab-IKuH i3 KOMIIOHEHTIB Oy Ib-sK0i BakuuHu. L1i
nani 6a3yroThes Ha pe3yibTaTax KIiHIYHOIO JOCTIIKEHHS, B AKOMY OIHOYACHO 3aCTOCOBYBAJIX
paxuuny dTap-IPV i nepiy no3y sakunuau apmacun® 9 (us. posnin «ITo6iuni peaxyii»).
3acToCyBaHHS 3 TOPMOHAILHUMHI KOHTPAICITHRAMY

ix gyac xniHIYAKMX gocimkens 60,2 % xiHok BikoM Bix 16 10 26 pokiB, ki orpumManu ["apracuin
9, 3aCTOCOBYBAIM TOPMOHAIBHI KOHTPALENTHBY IIPOTATOM BaKIMHAIBHOIO IEPIOAy KIIHIYHOTO
JIOCITiUKeHHs. 3aCTOCYBaHHsI TOPMOHATIBHIX KOHTPAIlENTUBIB He BIIHBAJIO Ha TUIOCHENU(IYHY
iMyHHY BiAmOBiZs OpH 3acTocyBanHi Bakmuuu [apaacun® 9.

®

4.7. 3acTocyBaHHS I Yac BariTHOCTI Ta roAyBaHHS IPYIII0.
BariTHicTb
ITocTMapKETHHIOBI [aHi 11010 BariTHUX JXiHOK BKa3YIOTh Ha BiJICYyTHICTh Manb(®opMaTUBHOI abo

dero/aeonaransHoi TokcmarocTi [apracki® 9 npu 3acTocyBaHHi i yac BariTHOCTI.
Jlocmi/keHHs Ha TBapUHAaX HE CBiT4aTh IIPO PEHPOMYKTHBHY TOKCHYHICTH (AMB. DPO3JiI

«[Joxniniuni Oani 3 6e3nexu).
Y mecrupiugoMy peecTpi BariTHOCTe# i3 3acTocyBamHAM I appacun®9 HPOCHEKTHBHO

crocTepirany 3a 180 skimkamy, 3 skux 69 BariTHOCTEH 3aKiHYMJIKCS BiJIOMHM pPE3yIbTATOM.
YacToTa BUKH/IHIB Ta CEPHO3HUX BPODKCHUX BaJ PO3BUTKY cTaHOBHIIA 4,3 % BariTHOCTeH (3/69)



ta 4,5 % >xuBoHapo/pKeHux HemosuaT (3/67) Bimmomizmo. LIi wacToTm BiAmMOBiaNH
pospaxyEKOBEM (QoHOBAM 4actoTaM. Lli JaHi NiATBEp/KYIOTH AaHAIOTiYHI Ppe3yJbTaTd
II’ ASTMPIYHOTO PeeCcTpy BariTHOCTeH i3 3acTocyBanHam Baknuuu JHPV, 10 sxoro 6yi10 BKIIOYCHO
1640 BariTHOCTEH 3 BIIOMHUMH pe3yIbTaTaMH.

[IpoTe mmX [MaHUX HEZOCTATHBO JUI TOro, INOO pPEKOMEHIYBaTH 3aCTOCYBAaHHS BaKI[MHU
Tapmacun® 9 y nepioa BaritHocTi. Citiff BiIKIACTH BaKIMHALIIO IO 3aBEPIIECHHS BariTHOCT (1HB.
PO3IiIL « PapmaKoOUHAMIYHI 61ACMUEOCHIY).

[Tepioa rojayBasss rpyuLio.

Tapnacun® 9 MOXHA 3aCTOCOBYBATH y IIePioj FOXyBaHHSA IPYJUTO.

ZaramoM 92 KiHKM TOXYBaIM TPYIUI0 IPOTArOM IIE€Piofy BaKIMHAII B XOJi KIHIYHUX
NOCHiKEeHs BaKI[MHA Fapz[acnn® 9 y xibox BikoM Bim 16 no 26 pokiB. YV HOCHiIKEHHAX
iMyHOTeHHicTh BakIuHy OyJia MOPIBHSIHHOIO Y XKIiHOK, fIKi FOJyBaJM TPYJUNO, Ta JKIHOK, SIKi He
roxyBany rpyamo. Kpim toro, npodins mobiuHMX peakiilt y xiHOK, AKi To/yBalu Ipy o, Oys
IOPiBHSIHHHM 3 TAKAM Y XKIHOK i3 3arayipHoI Hommy il 6esnexu. He moBinoMsuocs npo mos’ s3aHi
3 BAKIMHOIO cepifo3Hi Mo6igni peakuii y HeMOBIIAT, SKi IepeOyBaiy Ha TPy IHOMY BEIOJOBYBaHHI
B II€pio/ BaKIIMHALI].

DepTHILHICTh

Jani mopo BBy Bakimed [apaacun® 9 Ha GepTUIBHICTD Y IFOAMHY BincyTHI. JloCmimKeH s
Ha TBAPHHAX HE BKA3yIOTh HA LIKi[/IMBYH BIUIUB HA GEPTUIBHICTE (JWB. PO3ALL «/Jokniniuni Oani
3 Ge3nexu).

4.8. BoiuB Ha 3JaTHICTL KepyBATH TPAaHCIOPTHHMH 3acob0amu a0 NMpaniBaTH 3 iHIIAMHA
aBTOMATH30BAHHMH CHCTEMaMH.

I'apmacun® 9 He Mac aGo Mae He3Ha4YHHUH BIUIMB Ha 3[aTHICTh KEPYBaTH aBTOTPAHCIOPTOM abo
Tpaimropaty 3 MexaHismamu. OfHax JedKi 3 HOGIYHMX peakiil, srajanux y posainl «/lo6iuni
peaxyiiy, MOXyTh TAMYACOBO BIUIMBATH Ha 3]aTHICTH KEPYBaTW aBTOTPAHCIIOPTOM abo
IPAIfOBaTH 3 MEXaHI3MaMH.

4.9. ITo6iuHi peakuii.

Pesrome npodimo 6e3nexn

B 7 WiHIYHEX JOCTIHKEHHAX yYaCHUKAaM BBOJMWIM BaKIIMHY Fapnacnn® 9 B meHb peecTpallii B
JOCHI/DKEHHS, 1 Hajali — NpuOim3Ho depe3 2 i 6 micaAliB. besnmeky omiHIOBaNIM 32 3amMcaMu
criocrepexxenns B kaprui Bakuuualii (VRC), o peecTpyBanmcs BIPOLOBX 14 MHIB MicIs KOXKHOT
in’ exnii Baxuuan Fapaacun® 9. 3aramom 15 776 oci6 (10 495 oci6 BikoM Bix 16 1o 26 poxis 1a 5
281 mimmiTKiB BikoM Bif 9 10 15 pOKiB Ha MOMEHT BKJIIOUEHHS Y JOCTIKEHHS) OTPHMAITH BAKIIUHY
Tapracun® 9. Jlume neximsxa oci6 (0,1 %) UpUNOHHEIM y4acTh y HOOCHI/DKEHHI 3 IPHYMHH
BHHMKHEHHS TOOIYHUX peaKuii.

B 0HOMY 3 TaKUX KIIHIYHMX JOCIIKEHb, B IKOMY B3IM y4acThb 1053 3/10pOBHX MiZUIITKIB BIKOM
Bix 11 mo 15 pokiB, micas 3acTOCyBaHHS IEPIIO JO3W BaKIMHU I'apmacun® 9 oxmouacHo 3
6yCTEpPHOIO JI030K0 KOMOGIHOBAaHOI BAaKIMHH UL HpodinakTuku mudrepii, mpasBusd, KauUIIOKY
[anemonapHA#l KOMIOHEHT] Ta IolioMienity [iHakTuBOBaHa| MOBimOMILUIOCH Npo Oinbiue
BHUIAJKIB BHHUKHEHHS peakii y wmicui in’exnii (HaOpsk, epuTeMa), roJIoBHOro 6omo Ta
MiZBMINEHHS TeMiepaTypH Tina. CrocrepexyBaHa pisHMI cTaHoBHIA < 10 %, i y 6insmocti
YYacHHKIB KIiHI9HOro HOCIipKeHHs Nobiuni peakiii Oymu Terkoi abo moMipHOI IHTEHCHBHOCTI
(muB. po3ain «Bzaemoois 3 inuumMy HIKAPCLKUMU 3acobamu ma iHui 6UOU 83AEMOOITY).
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Y KJ'IIHI‘IHOMy JOCIipKeHH] 3a yuacTio 640 oci6 BikoM Bix 27 o 45 poxiB Ta 570 oci6 BikoM Bix
16 go 26 poxkiB, Akl OTpUMYBaIHA Tapmacun® 9, npodins Gesnexu mpenapaty Iapnacun® 9 Gys
TOPIBHAHHMM MiX JBOMA BIKOBHMH IpyIaMH.
HannomnpemmHMH MOOIYHUMH peaKumMH 0 CIIOCTEpIrayucs IpH 3aCTOCYBaHHI BaKIMHH
T'apmacun® 9, 6me n06iuni peaxnii y micui in’exuil (84,8 % BaKIIMHOBAaHHMX BIPOTOBXK 5 JIHIB
micist 6y/Ib-AKOT0 Bi3UTY JUIs NPOBEJEHHS BaKIMHAIT) Ta ronoBHu# 61k (13,2 % BaKIMHOBAHHX
BIIPOMOBX 15 AHIB micis 6yab-sIKOTO Bi3UTY LA TPOBE/ICHHA pakruuaiii). [{i mobiuni peakmii
3a3Buuail 6ymd jerkoi abo moMipHOI IHTEHCHBHOCTI.
PesroMe NOGIYHKX peakirii y BUCIsli Tabnui
[lo6iuni peaxnii kKnacudikoBaHi 3a 4aCTOTOIO 3TiJHO HACTYIHMX KATEropiil:

-JIy>xe gacto (> 1/10) '

-Yacro (Bix > 1/100 no < 1/10)

-Heuacto (Bix > 1/1000 mo < 1/100)

-Pimxo (8ig > 1/10000 mo < 1/1000)

-HeBinomo (HEMOKIIMBO OIIHUTH 33 HAIBHUMH JaHUMH).
Kninigsi J0CTIDKEHHS
V Ta6nuni 1 mpeacTaBaeno mobiuki peakuii, ki BBaXAIOThCSA MPUHAKMH] MOXKIIMBO OB’ S3aHIMH
3 BBEJICHHSM BaKI[MHHE Ta CIIOCTEpiraucs y Malli€HTIB, SKMM BBOJUIU BaKIHHY TI'apnacun® 9, 3
qacTOTOIO IMoHaiimene 1,0 % 3a mapuMu 7 Kininigaux gociimkess (PN 001, 002, 003, 005, 006,
007 Ta 009, N=15 776 oci6) (uuB. po3ain «DapmaxoOunamiuni 61ACMUEOCHL» IOAO OIHCY
KIHIYHMX JTOCTIJPKEHB).
JIocBiJI TOCTMAPKETHHTOBOLO 3aCTOCY BAHHS
Tabmuus 1 Takox BKIOYae noGiuHI peakiii, sfAKI BHHUKAIM CIOHTaHHO mig  yac
HOCTMapKETHHTOBOTO 3aCTOCYBaHHS BaKIMHU Tapmacun® 9 mo BceoMmy cBity. YacroTy ix
BUHMKHEHHS OLIHIOBAIM HA MiJICTaBi BiAMOBIIHUX KIIHIYHUX JOCIIIKEHE.

Tabmung 1
[To6iuni peakmii micIs BBEIECHHS BaKIUHA FapnaanI@ 9 3a TaHUMU KIIHIYHHUX JIOCTIIKEHb Ta
[TOCTMAPKETHHIOBOIO CIIOCTEPEXKEHHS

Kinac cucreMm opraHis YacTora ITo6iuni peakuii
[MopymenHs 3 60Ky cucTeMu kposi | Heuacto Jlimdpanenonarig*
i miMbaTIIHOI CUCTEMH
[Topymrenns 3 60Ky iMyHHOI Pinko ['inepuyTiuBicTh*
CHUCTEMH Hesinomo AnadinakTuyHi peakiii*
Jyxe gacto |I'omoBHMH 611b
[TopywenHs 3 60Ky HEpBOBOI Yacto 3anaMopoYeHHs
CHCTEMH Heuacro CHHKOIIE, IO 3piJiKa CyIPOBOIKY BAIIUCS
TOHIKO-KJIOHIYHMMM CyIoOMaMu *
[TopymienHs 3 60Ky IITyHKOBO- YacTto Hypnota
KHIIIKOBOI'O TPAKTY Hewacro biroBagHs™*
IMopywenHs 3 60Ky IIKIpH Ta Heyacto Kponwup’saxa*
I AKipHOT KTITKOBHHHA
[Mopy1uenHs 3 60Ky CKEJIECTHO- Heuacro Aprpanris*, mianris*
M’SI30BOI CHCTEMH Ta CIIOIYIHOL
TKaHWHH
| [TopymeHHs 3arajlbHOro Ilyxe wacto | Y micri in’exuii: 611, HabpsK, epuTeMa




XapakTepy, a TakoX nopymenHs, | Yacro IMigsuinesa TeMeparypa, CrFOMIIOBaHICTh
I1[0 BUHUKAIOTH ¥ MICIli BBEZICHHS VY wmicri im’exirii: cBepbix, reMaToMa

Heuacro ActeHisa*, 03HOG*, He3 My )KaHHS*

*[To6iuni peaxuii, Opo sxi HOBIOMIANOCA IiJ Yac IOCTMAPKETHHIOBOTO 3aCTOCYBAHHA BaKLMHH Tappacun® 9.
UacroTa 6yna oljiHeHa Ha OCHOBI BIAIOBIIHUX KIiHIYHUX AOCTiKeHD. [ MOGIYHNX peakLil, AKi He CTIoCTepiranmcs
y KIIHIYHMX JOCHiIKEHHAX, YACTOTa BKa3aHa AK «Hesigomo».

Baxyuna gHPV

Tabnums 2 BKIOUYaE IobiyBi peakiii, sKi BAHUKATH CIOHTAaHHO IIiJl 9aC INOCTMApKETUHIOBOTO
sacTocyBanHs Bakuuuau qHPV. IlocTmapkeTwHroBH# nocBin 3 Oesneku Bakuuau gqHPV
aKTyanbHHH 1 A7 BaKIMHH Tapmacun® 9, ockinbku Bakuued MicTaTs Gimxkm L1 BILI 4-x
onuaxkoBux TumniB BITJL

OCKiJIbKY TTOBIZOMJICHHS IIPO IIi PeaKilii HaJXOIWIN Bif HaCeNCHHS HeBH3HAYEHOI YHCENBHOCTI
Ha JOOpOBiNBHI OCHOBI, HEMOXTHBO JOCTOBIPHO OIIHMTH iX YacTOTy ab0 BCTaHOBHTH
IPUYHHHO-HACITIIKOBHH 3B 530K i3 3aCTOCYBaHHAM BaKIIMHMU JUIS BCIX BUIAJIKIB.

Tabmunsg 2
ITo6iumi peakii, mpo SKi IOBIIOMIISIOCS y IOCTMAPKETHHIOBOMY JOCBIi/li 3aCTOCY BAHHS
akuuu gHPV
Kiac cucrem oprasis YacToTa ITo6iuni peaxmii
Indexuil Ta iHBazil HesigoMmo Iemroumit y micni il ekl
[MopyeHHs 3 60Ky CHCTEMH Hegimomo IniomatuuHa TpOMOOIMTONEHIYHA Iy PITypa
KpoBi 1 TiMPaTHIHOI CUCTEMM
[Mopyuienns 3 60Ky iIMyHHOI Hesigomo Amnadinakroimgi peakuii, GpoHXOCIa3M
CHCTEMH
[Mopymrenns 3 60Ky HEpBOBOI Hesigomo TocTpuil TuceMiHOBaHUMH eHIIehanoMi€NiT,
CHCTEMH cuaapoM I'itiena—bappe

3BiTyBaHHs PO IT1/I03PIOBaHI ITO0IYHI peaxiii

3BiTyBaHHS PO I1i/103proBaHi Mo6iuHi peakil micia peecTpartii TikapchbKoro 3acoby Mae BayJIMBe
sHaueHHs. lle JI03BOJAE 3MIiMCHIOBATH  O€3NEPEPBHHU  MOHITOPHHT  CIHIBBiJIHOLIEHHS
KOPHMCTB/PH3UK TIPM 3aCTOCYBaHHI JiKapchKoro 3aco0y. Meaw4HMM NpalliBHEKaM HeoOXiaHO
OBiOMIIATH PO GyB-AKi Mifo3proBaHi HoGiuHI peaxilii yepe3 HAIliOHATLHY CHCTEMY 3BiTHOCTI.

4.10. IlepenosyBaHHs.
He nopigoMisiocs mIpo BUIIAJKH HEPENO3YBaHHS.

5. ®dapMaKoJIoriYHi BJACTHBOCTI.
dapmakoTepaneBTHaHa rpyna. Bakuusu. [Taninomasipycri sakuunu. Kog ATX: JO7BMO3.

5.1. ®apmakoauHAMIYHi BJIACTHBOCTI.

MexaHi3M il

Tapnacun® 9 sBisie coGor0 ax’foBaHTHY HeiH(eKuiiHy pekoMOiHaHTHY 9-BalCHTHY BaKIHHY,
BUTOTOBJIEHY 3 BECOKOOYHIIEHHUX Bipyconoi6uux dacTox (BITY) 0CHOBHOTO KalCHHOTO Oinka
L1 gorupsox tumis BIUI (6, 11, 16, 18), mo i y xBagpupanentHid Baknmui (QHPV) Ta 5
momatkosux tumiB BITI (31, 33, 45, 52, 58). B Hiif BUKOPHCTOBYETBCA TOM caMuii amopHuit
aI’IOBaHT AMOMiHIM Timpokxcuocdary cynsdar, mo ¥ y Baknmui qHPV. BITY He MOXyTh
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inQiKyBaTH KITHHH, HE 3JaTHI JO PENpOMyKLii Ta HE MOXYTh BHUKIMKATH 3aXBOPIOBaHHSI.
BraxaeTscd, mo edekrtusnicTs BakimH 3 L1 BITY onocepekoBy€TECS pO3BUTKOM I'yMOPaIbHOI
iMyHHO{ Bimmosixi. ['eHoTHIN 711 BaKIUHY, IO ckIanaioThes 3 BIUI tumis 6, 11, 16, 18, 31, 33,
45, 52, 58, 6yayTh Ha3uBaTUCS BakuMHHUMH THnamu BILL

3riHO emifeMiONOriYHMX JOCIIDKEHb OUiKyeThes, o [apaacun® 9 3abesmnedye 3axucT IPOTH
tunis BIIJL, ki cipruuHsroTh Ipubmusao: 90 % BHIAAKIB paKy IMMHAKKA MaTKK; Oinbn1 Hix 95 %
BHIA/KIB afieHoKapuaHoMH in situ (AIS); 75—85 % BunazkiB BHy TPilIHbOETITETIAIBHOT HEOILIA311
muiike MaTkd Bucokoro crymeHs rpamanii (CIN 2/3), 85-90 % sBumamkiB paxy BYJbBH,
noB’sizasoro 3 BITJT; 90-95 % BumaikiB BHYTPIUIHBOCHITETiaNbHOI HEOIIa3ii ByJIbBH BUCOKOTO
cTynens rpananii, mos’sizanoi 3 BILI (VIN 2/3); 80-85 % Bumaiaxis paky mixBH, IIOB’s3aHOTO 3
BIDLT; 75-85 % BuNankiB BHYTpilIHBOCNITETiANbHOT HEOIIIa3ii iXBY BUCOKOIO CTYTIEH Ipajiarii,
oB’s13an0i 3 BITJI (ValN 2/3); 90-95 % Bumaakis aHaIHOTO paKy, o’ s3anoro 3 BILI; 85-90 %
BUIIA/KiB BHYTPIilIHBOEMITENIANBHOT Heolnasil aHaJbHOTO KaHaly BHCOKOTO CTYNEHs rpajalii,
oB’s3anoi 3 BITJI (AIN 2/3), Ta 90 % BunajakiB reHITATBHAX KOHIHIOM.

[ToxasaHHs 1 3acTocyBanHs Bakiuay [apracun® 9 6as3yrorses Ha:

e nemoHcTpanii edextusrocTi Bakuuan qHPV 1 mpodinakTuku nepcrucTyrodol iHdexii
Ta 3aXBOPIOBaHb, NOB’s3anux 3 BILJI tumis 6, 11, 16 Ta 18 y xiHok BikoM Bix 16 10 45
POKIB Ta 40JI0BiKiB BikoM Bix 16 10 26 poKiB;

e JIEMOHCTpalii BiCyTHOCTI MEHIIOI IMYyHOT€HHOCTI MIX BaKIHMHOIO Tapnacun® 9 Ta
Baxiuao0 qHPV momo BIUI tunis 6, 11, 16 ta 18 y aiBuar BikoM Bix 9 no 15 pokis,
JIHOK T2 4OJIOBIKiB BikoM Biz 16 10 26 pokiB; ebexTuBHicTh Bakuuau [apracun® 9 npotu
mepcrcTyrodoi indekmii Ta 3axBoproBab, moB’s3aHux 3 BILJI tumis 6, 11, 16 abo 18,
MOXHA BBaYKATH TIOPIBHSHHOIO 3 eQekTHBHICTIO BakuHU qHPV;

e JEeMOHCTpaNii eQEKTUBHOCTI IPOTH MEPCHUCTYIOUO] iH(EKNii Ta 3aXBOPIOBaHb, OB’ I3aHUX
3 BIDI tumie 31, 33, 45, 52 ta 58 y miBuaT Ta xiHOK BikoM Bix 16 10 26 pokiB, a TaKOX

e JleMOHCTpamii BiCYTHOCTI MeHMOi iMyHOreHHOCTI Bakuuuy I'apracun® 9 mporn Tumis
BI1JI y x;om4uKiB Ta AiByar BikoM Bix 9 1o 15 pokiB, YomoBikiB BikoM Bix 16 10 26 pokis
Ta JKiHOK BikoM Big 27 110 45 pokiB, HOPIBHSHO 3 AiBYaTaMU Ta XiHKaMHU BiKoM Bix 16 mo
26 poKiB.

Kniniuni jocnipkenns saknuau ['apracun® 9

E¢exruBHicTs Ta/ab0 iMyHOTeHHICTs BakuuHu I'apracun® 9 omiHOBaA y AecATH KIiHiYHHX
nocmimkerasx. KiriHidHi ToCIimpKeHHs 3 OUiHKY eeKTUBHOCTI BaKLUHM apaacun® 9 nopiBHAHO
3 mrane6o 6ynM HENPUHHATHAMH, OCKiNbKE BakiuHamia upotu BILI pexomennosana Ta
BIPOBaKEHA B 6araTsoX KpaiHax JUld 3aXHCTy BiJl inexii Ta saxsoproanHs BILL.

Omxe, B GazoBoMy KimiHiunomy mochipkenHi (IIpotoxon 001) ormixroBanacs e€(eKTHBHICTH
Bakuuau [apaacun® 9 3 BukopucTanHaM Baknuad qHPV B aKocTi IOpiBHAHHSL

Edextusricts mpotr BIUI tumis 6, 11, 16 i 18 oniHroBanacs B mepury 4epry 3a ZOIOMOIOIO
IIPOMIXHOT cTpaTerii, sika IPOAEMOHCTpPYyBaIa CIIiBCTaBHY iMyHOTEHHICTb (BUMIpSIHY 32 CePEeHIM
reomerpudruM TaTpoM [GMT]) Bakumau Iapaacun® 9 nopisasso 3 Baxiuaoo ¢HPV (TIpotokon
001, GDS01C/ITporokon 009 i GDSO07C/IIpotokon 020).

V IIpotoxomni 001 6a30BOro HOCTiIKEHHS OIiHIOBAIM €(QEKTHBHICTh BAKIIAHH Capnacun® 9 mpotu
BIUT Tumis 31, 33, 45, 52 i 58 nopisusHo 3 BakiuHoio HPV y xiHOK BikoM Bif 16 10 26 pokis
(N=14 204: 7099 orpumysamu ['apmacun® 9; 7105 orpumMysanu paknuny qHPV).
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V Ilpotokosi 002 oniHIOBaIH iMyHOT€HHICT BAKIIHHH Iapaacun® 9 y miByar Ta XJIOMYKKIB BIKOM
Biz 9 o 15 poxiB Ta xiHOK BikoM Bix 16 mo 26 pokiB (N=3066: 1932 niBuar; 666 X10IYUKiB Ta
468 xiHOK, siki orpuMyBanu I'apracun® 9).

V Ipotokosi 003 oniHIOBaIA iMyHOI€HHICTh BAKI[MHA Iapmacun® 9 y 4osoBikiB BikoM Bix 16 10
26 poKiB Ta XiHOK BikoM Bift 16 10 26 pokie (N=2515: 1103 retepocekcyanpuux 4oioBikis [I];
313 wonoBiKiB, sKi MarOTh craTeBi crTocynkum 3 uonoBikamu [UCHY]; ta 1099 ximok, ki
oTpuMyBany Baknuy [apracun® 9).

V IIpotokoni 004 oniHroBaIM iMyHOT€HHICTh BAKIIHHH TCapaacun® 9 y xiHok Bikom Bix 16 mo 45
poki (N=1210: 640 xizox Bikom Bix 27 50 45 pokis Ta 570 xiHOK BikoM Bix 16 10 26 POKiB).

V Ilporokomax 005 Ta 007 omiHroBamu Tapaacun® 9 mpu OAHOYACHOMY 3acTOCYBaHHI 3
BAKIMHAME, PEKOMEHIOBAHUMH Ul PYTHHHOIO 3aCTOCYBAHHS Y JIiBYAT Ta XJIOMYUKIB BIKOM BiJ
11 mo 15 poxkis (N=2295).

V Ilporokomni 006 oIiHIOBaMHM 3aCTOCYBaHHS BaKIUHA Tappacun® 9 miByaram Ta jKiHKaM BiKOM
Bix 12 1o 26 pokiB, ski panime Gynu BaknuHOBaHI BakimHow qHPV (N=921; 615 oTpumyBam
Tapmacun® 9 ta 306 oTpuMyBany m1ane6o).

V GDS01C/TIporokon 009 oIiHIOBaJIM iMyHOT€HHICTh BAKIIMHA I'apracun® 9 y aiBuar BikoM Bix
9 o 15 pokie (N=600; 300 orpumyBaIH Iapmacun® 9 ta 300 orpumyBanu Bakiuay qHPV).

YV GDS07C/Ipotoxon 020 oIiHIOBaIH iMyHOT€HHICTh BaKIIUHHA I'apmacun® 9 y 4oJIOBIKiB BikoM
Bix 16 10 26 pokiB (N=500; 249 orpumyBanu Tapaacun® 9 Ta 251 orpumysanu Baknuny qHPV).
V Tlporokoni 010 oOmiHIOBaIM iMyHOr€HHICTH 2-X J03 BaKIHHH [apmacun® 9 y nisuar Ta
XJIOITYMKIB BiKOM Bix 9 10 14 pokiB Ta 3-x 103 Bakuwuu I'apracun® 9 y giBdar Bikom Bin 9 no 14
POKiB Ta XiHOK BikoM Biz 16 1o 26 pokiB (N=1518; 753 nisumuku; 451 xnom4uk ta 314 KIHOK).

JlocmipKeHHst, 0 TiATBEPIKYIOTh ¢QeKTHBHICTH I'apaacun® 9 nporu BILI Tamis 6, 11, 16,
18

Edexrupnicrs Bakuunn qHPV nporu BILI Tumnis 6, 11, 16, 18

EdexTuBHICTS Ta H0oBrocTpokoBuii edexr paknuau HPV mos0 KiHIEBIX TOUOK 3aXBOPIOBAHD,
acoritopanmx 3 BIIJI Tumis 6, 11, 16 Ta 18, 6yau n1poaeMOHCTPOBaHi B KIiHIYHHX TOCIIIPKEHHAX
8 rpymi nomysmii PPE (Per Protocol Efficacy — edeKTHBHICTS 32 IPOTOKOIOM). IMonynsmis PPE
cKkIananacs 3 ocib, ski oTpumanu Bei 3 memenns Bakiuuaoro qHPV B 6asooMy mociipkeHHi
mpoTsaroM | poKy Ticiis BKIIOYEHHS B JOCIHIKEHHs 6€3 CyTTEBHX BIAXWICHB BiJl IPOTOKOIY
JOCIiJUKeHHS, 6YJIM cepOHEraTUBHIMY 10 Bianosinsoro(ux) tumy(is) BIUI (Tumu 6, 11, 16 Ta 18)
mepes OTPUMAHHSM 1034 1, a cepeXl BUmpoOoBYBaHMX BikoM 16 DOKIB i cTapiue Ha MOMEHT
BKJIFOYEHHS B GazoBe mociimkerHs I1JIP Gyna meratuBroO a0 Bigmosixaoro tumy(is) BIUI o
OTpUMaHHS 1034 | Ta 0 3aKiHYEHHS OJJHOTO Micsns micis BBeaeHHs 1034 3 (Micsans 7).

V xkinoK BikoM BiJ 16 1o 26 pokis (N=20 541) edexrunnicts npotr CIN2/3, AIS abo paky muiiku
MaTkw, acoriioBanux 3 BIUI tumis 16 i 18, cranosmia 98,2 % (95 % [I: 93,5, 99,8) Ha ocHOBI
CIIOCTEPEKEHHS IIPOTATOM 4 POKIB (Cepe/iHs TPHUBANICT CIOCTEPEXEHHS CTaHOBUIA 3,6 POKIB);
e()eKTUBHICTH IIPOTH 3aXBOPIOBAHb, 10’ A3AHUX 3 BIDI tumis 6, 11, 16 abo 18, cranosmia 96,0 %
(95 % IOI: 92,3, 98,2) mst CIN abo AIS, 100 % (95 % JIL: 67,2, 100) wrx VIN2/3, 100 % (95 %
JI: 55,4, 100) s VaIN2/3 ta 99,0 % (95 % [I: 96,2, 99,9) nns TeHITaNbHHX KOHIHIOM.

Y xinok BikoMm Bim 24 1o 45 poxis (N=3817) edekTHBHICTH LIOJO NEPCHCTYIOWOi iHpeKmi,
reHiTATBHAX KOHIWIOM, YpaXeHb By IbBH Ta mixsu, CIN 6yap-saKoro cTymnens rpanauii, AIS ta
paKy IImiku MaTKy, 10B’s3aHux 3 BITJI tumis 6, 11, 16 Ta 18, cranosuia 88,7 % (95 % A1: 78,1,
94.8).
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V yonoBikiB BikoM Bif 16 10 26 pokis (N=4055) ebeKTHBHICTS IPOTH 3aXBOPIOBAHb, OB’ A3aHUX
3 BITJI Tumis 6, 11, 16 a6o 18, cranosuia 74,9 % (95 % [I: 8,8, 95,4) wia AIN 2/3 (cepenns
TPHUBATICTh CIIOCTEPEXEHHs cTaHOBHNa 2,15 poky), 100,0% (95% Al: -52,1, 100) nns
BHYTPIIHBOEMiTENIaNbHOT HeOIUTasii CTaTeBOro WICHa/ IPOMEKMHN/TIepranaibHoi AiutHke (PIN)
1/2/3 ta 89,3% (95% MI: 65,3, 97,9) nis reHiTalbHUX KOHIMIOM (CEpenHs TPUBATICTh
CIIOCTEPEKEHHS CTAHOBIIIA 4 POKH).

VY IOBLOCTPOKOBOMY PO3IUMPEHOMY PEECTPOBOMY MOCTIDKEHHI 32 y4acTIO XiHOK BikoM 1623
poku (n = 2121) He Gyo BusBIeHO xo0HO0ro Bunmaaky CIN BHCOKOrO cTyIeHs rpajalii IpoTsAroM
npu6ma3HO 14 pokiB. VY I[bOMY JOCIIKEHH] CTATUCTUYHO OYJIO IPOACMOHCTPOBAHO TPHBAIIMH
3aXHCT Ipubau3HO 10 12 PoKiB.

V IOBrOTpHBANUX PO3IIMPEHUX KIIHIYHAX TOCIIKEHHAX HE CIIOCTEPIranocs XOAHOTO BUIAIKY
BHYTPIITHBOENITEiabHOI HeoIUIa3ii BHCOKOTO CTyIEHs TIpafaiii Ta >OJIHOIO BHIAIKY
reHITAIHPHUX KOHWIOM:

- mporarom 10,7 pokiB y aiBdar (n = 369) Ta 10,6 pokis y xyom4nkis (n = 326), Bikom 9-15
POKiB HA MOMEHT BaKIHHallii (cepeHs TPHUBAICTh ciocTepexenHs cranosuia 10,0 pokis
Ta 9,9 poKiB BiAIOBIIHO);

- mpotsroM 11,5 pokiB y gonosikis (n = 917), BikoM 1626 pokiB Ha MOMEHT BaKIMHAII]
(CepemHs TPUBATICTH COOCTEPEXKEHHS CTaHOBHIIA 9,5 PoKiB); Ta depes 10,1 pokiB y xKiHOK
(n=685), Bikom 24-45 pokiB Ha MOMEHT BaKHMHalil (CepemHs TPHMBAIICTH
CIIOCTEPEXKEHHS CTaHOBUIIA 8,7 POKIB).

ImyHorennicTs npu nepexofi Bix pakuuau gHPV 1o Tapaacun® 9 pas BILI tanie 6, 11, 16,
18

Hopisrauas Baxmuan apracwi® 9 3 Bakuusoro qHPV mogo BIUI tumis 6, 11, 16 1 18
IIPOBOMIIOCS B HOIYJIALIT JKiHOK BikoM Bif 16 10 26 pokig 3a [Iporoxonom 001, niBuat BikoM Bix
9 no 15 pokis 3a GDS01C/IIporokorom 009 Ta dgomopiki Bikom Bix 16 mo 26 pokis 3a
GDS07C/TIpotoxonom 020.

CTaTHCTHYHUH aHAaNTi3, KA MPOBOAUBCS NUIIXOM NOPiBHAHHSA piBHIB GMT amtutin npotu BIUI
6, BIUI 11, BIUI 16 ta BILI 18 meronoMm KOHKYpEHTHOTO iMyHojoriudoro amamsy (CLIA),
BCTAHOBMB HE MEHIITY e(eKTUBHICTh Bakuuay 1 apracun® 9 y mopiBHAHHI 3 BakiuHO ['apnacui
Ha 7-oMy Micsani micis 3aBeplueHHs Bakuuganii. IMyHHA BiINOBiNb, BUMIpAHA 3a TOIOMOIOIO
GMT, mna l"apzlacpm® 9 6yna He H¥DKYE HDX IMyHHa BIAIIOBiIh HA BAKIMHAIIIO IPENAPATOM
Tapaacu (Tabmung 3). ¥ xiiHigHEX KocHipKerHsx B 98,2 % no 100 % oci6, sKi oTpuMyBanu
Tapmacun® 9, cTaBamm CepONO3UTHBHEMH JI0 aHTHTLT BCiX 9 BaKIMHEMX THIIB N0 7-ro Micsus y
BCiX rpymax, mo 6pama yaacts y gociiokerni. Y IIpotoxomni 001 snauenns GMT s BIUI tumis
6,11, 16 i 18 6y nopiBHAHEAME y cy6 €KTiB, sKi oTpuMyBanu BakiuHy qHPV abo TCapracun®
9 mpoTAroM IoHaiMeHIIe 3,5 poKiB.

Tabmus 3
[opiBBaHHs iMyHHEX BifmoBine# (Ha ocHOBI cLIA) Ha 3aCTOCYBaHHS BaKIMHH Tappacun® 9 a
Bakuuan qHPV nporu BIUI tumis 6, 11, 16 Ta 18 y monysamii PPI (Per Protocol
Immunogenicity — iMyHOT€HHICTS 3a IIPOTOKOJIOM)* ¥ AiBYAT BiKOM Bixt 9 10 15 POKiB Ta XIHOK 1
4OJIOBIKiB BikoM Bi 16 10 26 pokiB

I'apaacua® 9/

®

I'appacna® 9 Bakuuna qHPV pakmu#a qHPV

MOy JIALIA N GMT N GMT CnispinHowenns| (95 % JAI)*
(n) (95 % A0 (n) (95 % AI) GMT
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| | mMOM¥a | [ mOM¥mn ] |

AutnTifia no BILJI 6

imiB4yaTa BikoM Bix 9 300 1679,4 300 1565,9 1,07 (0,93,
o 15 pokiB (273) | (1518.,9, 1856,9) (261) (14122, 1736,3) 1,23)
KiHKY BikoM Big 16 mo| 6792 893,1 6795 875,2 1,02 (0,99,
26 poKiB (3993) (871,7, 915,1) (3975) (854.2, 896.8) 1,06)
qOIOBiKM BIKOM Bia 16| 249 758,3 251 6184 1,23 (1,04,
o 26 pokiB (228) (6659, 863.4) (226) (554,0, 690,3) 1.45)!
AnTnTina go BILJI 11

I1iByaTa BiKOM Bijg 9 300 1315,6 300 1417,3 0,93 (0,80,
1o 15 pokiB (273) | (1183.8, 1462,0) 261) (1274,2, 1576,5) 1.08)
WIHKM BiKOM Bix 16 no| 6792 666,3 6795 830,0 0,80 (0,77,
26 pokiB (3995) (649.6, 683.4) (3982) (8092, 851.4) 0,83)1
HOJIOBIKM BikoMm Bim 16| 249 681,7 251 769,1 0,89 (0,76,
o 26 poKiB (228) (608.9, 763.4) (226) (683,5, 865,3) 1,04)
Auntutisia go BILJI 16

nisuaTa BikoM Big 9 300 6739,5 300 68874 0,97 (0,85,
o 15 pokis (276) | (6134,5,7404,1) (270) (6220.,8, 7625,5) Lint
KIHKM BikoM Bim 16 mo| 6792 3131,1 6795 3156,6 0,99 (0,96,
26 pokiB (4032) | (3057,1,3206,9) | (4062) (3082,3, 3232,7) 1,030
4OJIOBIKM BikoM Big 16| 249 3924,1 251 3787,9 1,04 (0,89,
o 26 poxin (234) | (3513,8, 4382,3) (237 (3378.4, 4247.0) 12D
AuTnTina mo BILJI 18

nisyaTa BikoM Bix 9 300 1956,6 300 1795,6 1,08 (0,91,
o 15 pokis (276) | (1737,3,2203,7) (269) (1567,2,2057,3) 1,29)1
biiHKH BIKOM Bix 16 mo| 6792 804,6 6795 678,7 1,19 (1,14,
26 poKiB (4539) (782.7. 827,1) (4541) (660,2, 697,7) 1,23)1
JOJIOBiKM BikoM Bix 16| 249 884,3 251 790,9 1,12 (0,91,
1o 26 POKiB (234) (766.4, 1020,4) (236) (683.0,915.7) 1,37)1

*[omymsiis PPI cknananacs 3 oci6, ski OTpUMaIH BCi TpH JJO3M BAKIIMHH B MEXaX BM3HAYEHMX AEHHMX JiaNasoHiB
6e3 CyTTEBHX BifXMIEHDb BiJ MPOTOKOMY AOCI/KEHHS, BiNOBiNAIM BU3HAYECHMM KPUTEPiAM INOJO iHTEpBAY Mik
BisuTOM 6-r0 Ta 7-ro Micsus, 6yinu cepoHeraTMBHUMH 10 BinmoigHoro(yx) Tumy(is) BILJI (tunu 6, 11, 16 Ta 18) no
OTpUMaHHA [EPIIOT XO3H, a Cepei KiHOK BikoM Bif 16 0 26 pokiB, 6yiii HEraTUBHUMH 110 BiAMOBiAHOro(¥X) THILY(iB)
BIIJI 3a gonomororo ITJIP 10 oTpuMaHHA HepIuoi JO3M Ta A0 3aKiHYeHHA OJHOro MicAld micis BReAeHHA 3-1 no3u
(Micsus 7).

$MOM = minioguuunis Mepk.

Tp-3nauenns < 0,001.

#IlemoHcTpanis HemeHOl epekTHBHOCTI BUMarana, mo6 HwkHa Mexa 95 % [l cnispignomenns GMT Gyna
6ineioro, Hix 0,67.

JI = moBip4uii iHTEpBa.

GMT = cepeHiit reOMETPUYHUI TUTP.

cLIA= koHKYpeHTHMI iMyHOdepMeHTHHH aHaN3 3 BUKOpHCcTaHHAM Luminex.

N = KiNbKiCTh NAlliEHTIB, PAHAOMI30BaHIX Y BiAIOBIHI rpyIH BaKIMHALI{, fKi OTpUMaNn NpyUHaiiMHi 1 in’exuiro.

n = KinkKicTh 0Ci0, AKi B35IN YYacTh B aHAMi3i.

Jocaizxenns moao miaTeeprkenns edexrusHocti Lapracua® 9 nporu BILI Tunis 31, 33,
45,52 ta 58

Edexrunicts pakmuan [apracun® 9 y xiHoK BikoM BiZ 16 10 26 poKiB ONiHIOBAIM B aKTHBHOMY
HOABIAHOMY CIIIIIOMY PaHAOMi30BaHOMY KIIHIYHOMY MOCIIIKEHHI, 3 KOHTPOJIEM 3 IIPENapaToM
nopisusans (IIporokon 001), B skomy npuiiHsim ydacts 14 204 xinku (Fapmacun® 9 =7099;
Baknuua gHPV = 7105). CiocTepe)xeHHs 3a anieHTaMH TPUBAIIO 0 67 MICSALIB ITICIIA BBEACHHS
JI034 3 i3 CEpENHBOIO TPUBANICTIO 43 Mics1l MicJI BBEACHHS JIO3H 3.
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I'apnacun® 9 6yB edeXTHBHUM IIpH DPOGiTaKTHIN MEPCHCTYIOUMX iH(eKuii Ta 3aXBOPIOBAHB,
o8’ s3aEux 3 BITJI Tamis 31, 33, 45, 52 ta 58 (Tabmuus 4). Fapracun® 9 Takox 3HA3MB YaCTOTY
BiIXWIeHb y pesynpTarax Tecty llamanikomay (Pap-Tecr), Hpomexyp Ha IMMHII Marke Ta
30BHIMIHIX CTAaTeBHX opraHaxX (Hampukian, GioIcii), a Takox HpOIeAYp paauKalbHOI Tepamil
IIHHKA MaTKd, 0B’ s3apux 3 BITJ tunis 31, 33, 45, 52 1 58 (Ta6muma 4).

Tabmuns 4
Awnaiis ebexrupaocti ['apmacun® 9 mporu BIDI temis 31, 33, 45, 52 Ta 58 y nony i PPE!
*IHOK BiKOM Bix 16 10 26 pokiB

Tapracua® 9 Bakuuna qHPV
Kinnesa Touka 3aXBOpHOBaHHSA N=7099 N=7105 %
Kinbkicts Kinbkicts | EQeKTHBHICTE**
n BHIAaKiB* n BUNAIKiB* (95 % 21D
CIN 2/3, AIS, pak mmiixn maTkn, VIN 2/3, ValN 97,4
2/3, pak By/IbBH Ta paK mixBu, nos’s3ani 3 BILJI 6016 1 6017 38 (85,0, 99,9)
rumis 31, 33, 45, 52, 58°
CIN 2/3 a6o AIS, nop’si3ani 3 BILJI tunis 31, 33, 45, 5949 1 5943 35 97,1
52, 58 (83,5, 99,9)
CIN2, nos’sa3ani 3 BILI tunie 31, 33, 45, 52, 58 5949 1 5943 32 96,9
(81,5, 99,8)
CIN3, noe’s3ani 3 BILI Tunis 31, 33, 45, 52, 58 5949 0 5943 7 100
(39.4, 100)
VIN 2/3, ValIN 2/3, nos’sa3ani 3 BILJI Tunie 31, 33, 6009 0 6012 3 100,0
45, 52, 58 (-71,5, 100,0)
[Mepcucrytoua indexnis > 6 micslis, NOB’sA3aHa 3 5941 41 5955 946 96,0
BILJI Tunis 31, 33, 45, 52, 58% (94,6, 97,1)
[Mepcuctyioua indekuisa > 12 micsinis, NoB’si3aHa 3 5941 23 5955 657 96,7
BI1JI Tumis 31, 33, 45, 52, 587 (95,1, 97.9)
[Mo3uTuBHMil pesyabTaT Ha npucyTHicTE ASC-US 92,9
HR-HPYV a6o ripmuii pesyabTat Pap-tecty?, 5883 37 5882 506 (90,2, 95,1)
nor’si3anmii 3 BILJI Tunie 31, 33, 45, 52, 58
TMpoueaypn paaukaabHoi Tepamnii wuiikn MaTiu’, 6013 4 6014 41 90,2
nos'g3ani 3 BIUI tunis 31, 33, 45, 52, 58 (75,0, 96,8)

“lonynsuis PPE ckmajanaca 3 oci6, ski oTpumanyt BCi 3 J03M BaKUMHH IPOTATOM 1 poky micnsi BKJIIOUEHHSA B
JOCIiOKeHHs 6e3 CYTTEBHX BiIXUIIEHD BiJl IPOTOKOIY JOCIIKEHHS, HE MM KOHTAKTY (Masli HeraTHBHMIA pe3ynbTaT
IIJIP a6o 6ymu cepOHeraTUBHMMH) 3 Bianosiguum(umu) Tunom(amu) BIUT (tunu 31, 33, 45, 52, ta 58) 0o oTpUMaHHsA
nepmioi M03M, Ta SKi 3AIMIIAIOTHECA HEraTWBHMMH 3a pesynbratamu ILJIP mo sigmoBigHoro(ux) tumy(is) BILI
TIPOTATOM OIHOTO MiCAL Mic/s BBeACHHA K031 3 (7-4 Micsup).

N = KiIbKicTh naljieHTiB, paHIOMi30BaHKX Y BIANOBIAHI TPy BaKIMHAILI, AKi OTpMMAaIK IPUHAKMHI OJHY IH’ €KILIIO.
N = KUIBKIiCTh 0¢i6, AKi B3sUIM yYacTh B aHAMI3I.

Slepcuctyroua indexuis, BHsABICHA y 3paskaX, OTPHMaHHX IX 4ac ABOX abo Oinplue MOCTiIOBHMX Bi3WTIB 3
inTepBanoM y 6 Micsuis (£ 1 Micsaub Mix BisuTamn).

TepcucTyioua inGekuis, BUSBIEHA Y 3paskaX, OTPMMAHWX IIif 4ac TPboX abo Giibuie MOCTiTOBHUMX BI3UTIB 3
inTepBanom y 6 Micsauis (£ 1 Micsip Mix BisuTamu).

*Tecr [Nanmanikonay.

JI=noBipumii iHTEpBAJL.

ASC-US = aTunoBi IIOCKOKTITHHHI KIITHHH 3 HEBU3HAYEHHMU O3HaKaMH.

HR = BuCOKUI pU3HK.

*KiNbKicTb MALi€HTIB, MPUHANMHI, 3 OAHUM KOHTPOJBHUM Bi3HTOM Myt 7-ro Micsus.

*%CLIOCTEPEXEHHA 33 Mali€HTaMd TPHBAIO 10 67 MicAuiB micns BBefleHH A03M 3 (CepeiHs TPUBAmICTh
criocTepekeHHs CTaHOBMNA 43 Micaui mic/d BBeneHHA n031 3).

9He GyI0 NiarHOCTOBAHO BUNIAAKIB paky wmiike MaTky, VIN2/3, paky BynbBu Ta NixBU B nomynsuii PPE.

tTernroBa enekTpoxipypriuna excuusis (LEEP) abo koHizamis.
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TonaTkoBa oninka epexrusnocti Fapaacua® 9 nporn Baknunnux Tanis BILI
Ockinpky epextupHicTs Bakuuau [apracun® 9 He MoXxHa 6yJI0 ONIHUTH HOPIBHAHO 3 IIanebo,
Oy IpOBEEH] HACTYIIHI OCIITHAIIBK] aHATI3H.

Ouinka edpexraBrocti Fapaacua® 9 nporn 3aXBopioBanb MAiiK MATKA BHCOKOI'O CTYIIEHSI
3posikienocTi, cnpuunsennx sakmuaanvu Tinavu BILL y PPE

EdexTrBHICTS BaKIIMHM Iapmacun® 9 npotu CIN 2 i ripire, moB’A3aBMX 3 BAKIMHHAMH TUTIAMH
BIJI, mopiprsHo 3 BakuuHowo qHPV cranosmma 94,4 % (95 % I 78,8, 99,0) 3 2/5952 npotu
36/5947 sunazxis. EpexrupricTs paxmuan [apaacun® 9 mporu CIN 3, mos’a3aH0i 3 BAKIMHHAMY
tumamu BIT, mopisasso 3 Bakmumuoro ¢HPV cranosuina 100 % (95 % I 46,3, 100,0) 3 0/5952

npotu 8/5947 BUnaaKiB.

Bmuue Tapracua® 9 ma Gioncivo muiikH MaTKM Ta paIdKajJbHY Tepaniio, NoB’S3aHy 3
pakuauanvn Tunavu BILT v PPE

EdexTuBHICTE BaKIIMHU Tapmacun® 9 nporu Giomcii MUHKKM MaTKH, TTOB’A3aHOI 3 BAKIMHHAMHA
tamamu BIUL, mopiBaazO 3 Bakiurow qHPV, cranosuna 95,9 % (95 % JII 92,7, 97,9) 3 11/6016
nporu 262/6018 Bunmajkis. EQexTHBHICTH Ipenapary Tapaacun® 9 nportu pagukanbHOI Tepamii
MAHKA MATK{ (BKIIOYAKOYH IMETIHOBY eleKTpoxipypriuny ekcnmsio [LEEP] abo xomisauito),
TI0B’s13aH0T 3 BaknuHEAMH TrTamy BITJI, mopisusso 3 Bakuunaoo qHPV, cranosuna 90,7 % (95 %
JI1 76,3, 97,0) y 4/6016 nopierszo 3 43/6018 Bunagxkamu.

Josrorpusai KochizKeHH eeKTHBHOCTI

IIpoBOAATECSA CIIOCTEPEXKEHHS 3a MIArpyIoro cy6’exTiB npotsrom 10-14 POKIB Iicisl BaKI[MHAII]
BakiHOW 'apaacun® 9 Ha mpeaMer OLIHKH Ge3NeKH, IMyHOTeHHOCT] Ta e(EKTUBHOCTI IPOTH
KIHBIYHEK 3aXBOPIOBAHb, OB’ 13aHUX 3 THIIaMH BI1JI, 0 MiCTATBCS y BaKIHHI.

Y [0BrOCTPOKOBHX PO3IIMPEHMX KIiHIYHIX HocmimkerHsax [Iporokonis 001 Ta 002 edexTuBHICTH
cnocrepiranacs y nonyiisuii PPE. ITonymsmis PPE cxnananacs 3 ocio:

- ski oTpumanu Bci 3 [03W BAaKUMHK IIPOTATOM | pOKy 3 MOMEHTY BKIIIOYEHHS B
JOCIKEHHS, 6€3 CYyTTEBHMX BIXWICHb BiJl IPOTOKOIY JOCIiHKEHHS,

- gki GyJIH CEpOHETaTMBHHMHM 10 Biamosimsoro(ux) BakuumHoro(ux) tumy(i) BILUI no
BBE/ICHHS IIEPINOT 03K Ta Cepet XKiHOK BikoM Bift 16 10 26 pokiB, siki Oyu HEraTHBHUMU
3a pesynbraTamu 11JIP fo BimmoBinsoro(ux) BakimuHoro(ux) Taiy(is) BIUI o BBeeHHSA
Hepinoi 03¢ Ta 10 3aKIHYEHHS OJTHOTO Micss mici BBenenHs 3-1 qo3u (Micsms 7).

V peectposomy nociimkerHi IIpotoxony 001 He criocTepiranocs X0oIHOr0 BUNAIKY IEPBIKATHHOL
BHyTpillIHbOETIiTeNianbHoi Heomasii Bucoxoro crymens rpagauil (CIN), mos’ssamol 3
paxruEEAME Trnamu BITJL, npotsrom 13,6 pokis micis BBeneHHS 3-1 103K (CepeIHs TPUBATICTH
crocrepexenns ctanosmia 10,4 poky) y xiHok (n = 1628) Bikom Big 16 1o 26 poKiB Ha MOMEHT
nerUIeHHs BakuHoo Fapracun® 9.

V posmmperomy mociijpkensi IIporoxomy 002 He CHOCTepiralocs >KOJHOIO BHIAIKY
BHYTpILIHBOETIiTEIATIBHOT HEOILa3il BUCOKOTO CTyNeHs rpajalii abo reHiTaAIbHUX KOHIUIOM
npotarom 11,0 pokis micis BBeAeHHs 3-1 1034 (CepelHs TPHBATICTD CIIOCTEPEKECHHS CTAHOBHIIA
10,0 pokis) y niedar (n=872) ta mporarom 10,6 pokis micist BBeAEHHS 3-i o3H (cepenns
TPHBAICTH CHIOCTEPEKEeHHs CTaHoBuNa 9,9 POKIB) y XJIOMUKMKIB (n =262), IKUM Ha MOMEHT
mennenss Bakimaoo apracut® 9 Gyno Bix 9 mo 15 pokis. TTokasHMKH 3aXBOPIOBAHOCTi Ha
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nepcucTyrodl indexil 3a nepiox 6 Micsis, MoB’sA3aHi 3 BakMHEMMH Thamu BIIL, y giB4ar ta
XJOIYHUKIB, IO CIOCTEpPIrajMcsA MiJ dYac MOCTi/KeHHS, craHoBuiIn 52,4 Ta 54,6 ma 10 000
HaIlieHTO-POKIB BIANOBIHO Ta 3HAXOMMIMCS B MEXXaxX Jiala30HiB MOKa3HUKIB 3aXBOPIOBAHOCTI,
0uiKyBaHHX y BaKIIMHOBAaHMX KOTOPTAaxX aHAIOTIYHOTO BiKy (Ha OCHOBI pE3yJIBTATIB MONEPEIHIX
JOCTimKeHb epexTuBHOCTI Bakiuun [apxacun® 9 ta saknunu qHPV).

IMyHOTEHHICTb

MiniManeauii TuTp anTuTin o BILI, sxuit 3abe3nedye 3axucHy eQeKTUBHICTE, HE BUSHAYCHUM.
JIist OIiHKHY iMyHOTeHHOCTI 0 Koxkuoro Tty BITJI BaknuHE BUKOPHCTOBYBAIM THHOCIELHbidHi
iMyHONOriYHi ananizw 3 TUmocHeNHGIUHEME CTaHAapTaMH. Y IHX aHali3aX BUMIPIOBAIM
KUTBKICTD AHTHTII IPOTH HEHTpalizyrouwx emiromis s koxHoro tumy BITJI. BumiproBansHi
[IKAJIA J7I LUX aHAMI3IB € YHIKalbHAMHE Uit KoxHoro tumy BILJI; TakuMm 4uHOM, MOPiBHAHHS
3HAYEHb MK THIAMH Ta JaHWMHM, OTPHMAaHMMH ULIAXOM HPOBENEHHS IHIINX METOMIB, €
HEKOPEKTHHM.

ImyHHa BignoBigs Ha Capaacua® 9 va 7-my Micsini

IMyHOrenHicTs BumiproBanu 3a (1) BincoTkoM oci6, saKi GyJu cepOIO3UTHBHMMH IIOAO AHTHTLN
IpOTH BimoBigHOro Bakuuuuoro tuiy BIIJL, Ta (2) cepenniM reomerpuanmmM TETpoM (GMT).
Tapmacun® 9 inxyxyBas criiiki Bixnosini antutin mpotu BILI 6, BIUI 11, BIUI 16, BIUI 18, BILI
31, BILJI 33, BIIJI 45, BIUI 52 ta BIUI 58, 3a pe3ynprataMu BEMipiOBaHb Ha 7-My Micami, y
IIpotokonax 001, 002, 004, 005, 007 ta GDS01C/IIpoToxomi 009. ¥V xriniyHuX JIOCTIJKEHHIX
Bix 99,2 % o 100 % oci6, sxi orpumysam [apmacun® 9, cTany ceponO3UTHBHAMH IO aHTHTIN
BCiX 9 BaKIMHHHUX THIIB 10 7-ro Micsus y Bcix rpymax, mo Opaiy yd4acTb Y AOCTI/PKEHHI.
3uauenns GMT 6yiu BUINMMH y AiBYAT Ta XJIOMYHKIB, HIX y XKIHOK BikoM Bif 16 1o 26 pokis, Ta
BHIIMMH Y XJIOITYHKIB, HIXX y JiBYaT Ta XKIiHOK. SIK i O9iKyBajocs I/ XIHOK BiKOM Bij 27 1o 45
pokis (IIpotoxon 004), suaverrss GMT GyJu HIKIMMHE, HiX y KIHOK BikoM Bif 16 10 26 pokis.
Binmosiai artutin mo BILJI Ha 7-My Micari y aiBuar/XJIONYUKiB BikoM Bix 9 1o 15 pokiB 6ynu
IOPiBHAHHAMA 3 Binmosigsmu antutin go BILI y xinok Bikom Bix 16 1o 26 pokis B 06’ eqHaHii
6a3i [aHUX XOCIiKEHb IMyHOTE€HHOCTI JULs TCapaacun® 9.

Ha ocHOBI Takoro IO€AHAHHS IMYHOTEHHOCTI 3pOOJIEHO BHCHOBOK IIpO €(hEKTHBHICTH
Tapaacun® 9 y miByar Ta XJIOMUYHKIB BikoM Bix 9 no 15 POKIB.

V Iporokomni 003 suagensst GMT antutin xo BILI #a 7-My Micsi cepen XJIOMYHKIB Ta YOJIOBIKIB
(T'Y) BixoM Bix 16 10 26 pokiB Gynu nopiBHAHEEME 3i 3Ha4eHHAMH GMT anturin o BILUI cepen
HiBYAT Ta XKiHOK BikoM Bix 16 1m0 26 pokis jus BakuuHHUX THHiB BIJI. Takox crmocrepiramacs
BHcoKa iMyHorenHicTs y YCU Bikom Bix 16 mo 26 pokiB, xoua i Hux4a, HDK y I', aHanorigxo
saxumai gHPV. V TIporokom 020/GDS07C 3nagenns GMT aurutin go BILUI na 7-my Micsui y
xJ1omguKiB Ta gosoBikis (I'Y) Bikom Bix 16 10 26 pokiB Oynu nopiBHAHHAMY 31 3HaYeHHAMA GMT
aaTuTin go BIII y xmonuwkiB Ta 4domopikiB (') BikoMm Bix 16 g0 26 poKiB, SKAM BBOJIUIIH
Baxiuay gHPV npotu BIUI Tumis 6, 11, 16 Ta 18. Lli pe3ynpTaTi NiATBEPIKYIOTh €)EKTUBHICT
BakmuaH ["appacun® 9 y gonosigiit momy il

V IIporoxoni 004 suauenns GMT antutin go BIUI ma 7-My Micani y sxiHok Bikom Bix 27 10 45
pOKiB 6y/1H He MeHmUMHU, Hix 3HadeHHss GMT artuTin go BIUI cepen fiBuar Ta XiHOK BiKOM Bix
16 mo 26 pokis mono BITJI tunis 16, 18, 31, 33, 45, 52 Ta 58 i3 cnisBigHomennamu GMT mix
0,66 ta 0,73. V nopansiromy axaiizi juist BITJI tumis 6 Ta 11 cnisBignomenns GMT cranosuiu
0,81 Ta 0,76 BigmosigHo. I1i pe3yIbTaTH MiATBEPIAXKYIOTh €DEKTHBHICTE BAKIMHU TFapmacun® 9y
*KIHOK BikoM Bij 27 110 45 poKiB.
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CriiixicTs iMyHBoi BinoBigi Ha 3acrocyBanus akumau Iapracua® 9
IIpy OBrOCTPOKOBOMY IIOAAIBIIOMY PO3IIMpPEHOMY KiiHideHOMYy mociimkenni IIporoxonis 001
ta 002 crocrepiranocs 36epexeHHs aHTUTLUIHLHOT B1ANOBIIL:

e IPOTATOM HE MEHINE 5 POKIB y XiHOK BiKOM Bif 16 10 26 pOKiB Ha MOMEHT IICIUICHHS
paxnmHOI0 I'apmacun® 9, sanexuo Bix tumy BIIJI, Bim 78 mo 100 % cy6’extis Gynu
CepOTIO3UTHBHAMM; OJHAK e(eKTUBHICTH 30epiranmacs y BCiX cy6’€KTiB HE3IEKHO BII
cTaTyCcy CepOIO3MTHUBHOCTI st Oymp-skoro BaxiuaHoro Tumy BILI mo kinus
pociimxerHs (10 67 MiCAIUB MIC/IsA BBEACHHS TO3U 3, CepeIHs TPUBATICTD CIIOCTEPEKEHHS
cragoBHa 43 Micsi micis BBeIEHHS 1034 3),

e qmpoTarom He Menmie 10 poxiB y AiBYAT Ta XJIOIMYHUKIB BIKOM Bixl 9 ;o 15 pOKiB Ha MOMEHT
mereHns Bakiuaoo Iapaacun® 9; sanexuo Bix tumy BIUI, Big 81 mo 98 % cy6’exriB
OyIIH CepONIO3UTHBHUMH.

O3naky apampecTHyHol (iIMyHHa 1aM’s7Th) BioOBIA

O3paKy aHaMHECTWYHOI BINIOBI CIOCTEpirajucs y BaKIMHOBAHUX JKIHOK, AKi JIO BaKI[MHAII]
6y cepomo3MTUBHMMH 0 Bimnosimaoro tumy(is) BIIL. Kpim Toro, y xinok (n=150), sxi
otpuman 3 no3u Bakmuay I'apracun® 9 B pamkax IIpotokory 001 Ta moBTOpHY H03y 4epes 5
POKiB, ClIOCTepiranacs IMBHAKA i CHIHA aHAMHECTUYHA BiANOBL/Ib, AKa [IEPCBHUIIyBajla 3HAUCHHS
GMT amrturin npotu BIL, mo cnocTepiramucs gepes 1 MicAIb IICIA BBEACHHS JI03H 3.

3acrocysanns Baxuunau apaacua® 9 y oci6, siki panime 6y/m BAKIHHOBAHI BAKLMHOI0
qHPV

V Tpotokosi 006 omiHioBanacs iMyHOTE€HHICTh BAKIIUHU TCappacun® 9 y 921 niBumaHM Ta XIHKA
(BikoM Bix 12 ;o 26 pokis), sixi panime Gymm BakuuHOBaHi BaknuHow qHPV. Jlns cy6’exris,
memennx BakpHoo [apaacun® 9 micns orpumanss 3-x xo3 Baknuau qHPV, icHyBap inTepBal
moHaiMenre 12 MicsamiB Mix 3aBepilieHHsIM IIerIeHHs BakiuHoo qHPV Ta moyaTkoMm IerieH s
Baxiuuoio [apaacun® 9 3a cxemoro 3 3-X /103 (4aCOBHH iHTEpBAT CTARHOBUB NPHOIM3HO BiA 12 10
36 Mics1iB).

CepoIO3UTHBHICTE 0 BakiMHHUX THNiB BIUI y momyJiarii 3a mpoTokosioM craHoBmia Bin 98,3
10 100 % mo 7-ro Micsig B 0ci0, sKi OTpUMYBallid Tapaacur® 9. 3navenns GMT mo BIUI Tumis
6,11, 16, 18 Gymu BUIIMMH, HXK y TOIYJIANI], IKa paHille He OTpuMyBana BakuuHy qHPV B iHmmmx
nocmimkennax, Toxi sk GMT mo BIUI tumis 31, 33, 45, 52 i 58 6ymm Hmxunmu. Kiiniune
3HAYEHHS LHOTO CIIOCTEPEKEHHS HEBIIOME.

Imynorennicrs y BlJI-indikoBanux oci6

Kniaiuni gocimxenHs npenapary Fapnacun® 9 y BUI-irndikoBaHEX 0ci6 He IPOBOIMIMCA.
Tocuti mkeHHS 3 BUBYEHHs Oe3eKH Ta iMyHoreHHocTi Baknuan HPV Gyno nposeneHo 3a y4acTio
126 Blll-indpikopanux oci6 Bikom Bix 7 mo 12 pokiB 3 Buxigaum pieeM CD4 %2> 15 Ta
[OHAMMeHIIIe 3 MicSAIsIMH BHCOKOAaKTHBHOI aHTHpeTpoBipycHol Tepamii (BAAPT) mma oci6 3
pisaeM CD4 % < 25 (3 mux 96 oci6 orpumysamu Bakimuny qHPV). Cepoxonsepceis 3a BciMa
HOTHpMa aHTHTE€HAMH cliocTepiranacs y Ginbmue, Hix 96 % mamientis. Pisai GMT 6ymu netuo
HIOKYUMH, HiX Ti, M0 criocTepiranucs y Heinpikoanux (BIJI) manieHTiB Tiei x BikoBOi KaTeropii
B IHIIMX HOCTipKeHHAX. KITiHidHa 3HadymicTh Hrokdol BinmoBini HeBigoma. IIpodins Oesnexu
e CXOXuit Ha Takuil y Heindixopanux (BIJI) manienTis B iHmmx gociimxenHsx. Bakuunanis
He BruBae Ha pisai CD4 % a6o PHK Bipycy imyroaedinuty momunu (BLJT) y muiasmi kposi.
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IMyHHa BiXmoBiAbL Ha 3aCTOCYBaHHSI BaKIHHH I'apaacun® 9 npm aBOZ030Bil cXemi
BaKIuHamii y oci0 BikoM Bix 9 no 14 pokis

V TIporokoi 010 orixroBaacs BiNOBiAE aHTHTLI 10 9 tumis BITT micns memineHsas BaKIIMHOIO
Tapnacun® 9 y HAacTymHHX KOTOpTax: AiB4aTa Ta XJIOIYMKH BikoM Bix 9 mo 14 POKiB, SKi
OTpUMyBamH 2 JIO3H 3 iHTepBaIoM 6 Micsuis abo 12 micsauis (+/- 1 micsup); AiByara BikoM Bix 9
70 14 poxiB, siki oTpumyBamm 3 no3u (y 0, 2, 6 MicsniB); Ta xiHku Bikom Bin 16 10 26 pokis, AKi
oTpuMyBai 3 1031 (y 0, 2, 6 MicAIiB).

Yepes Mmicsaup Micas BBEICHHS OCTAHHBOI O3 3a MPU3HAYCHOIO CXEMOIO Big 97,9 % mo 100 %
cy6’€eKTiB ¥ BCIX Ipymax cTaiy CepoIO3HTHBHUMH JO aHTHTLN MpoTH 9 BakuuuHAX TamiB BILL.
Pisai GMT 6yyu BUIUMY Y JiBYAT Ta XJOIMHHUKIB, AKI OTPUMANIH 2 03U BAKI[HHH TCapmacun® 9 (y
Birti 0, 6 micstiB a6o 0, 12 MicsiB), HiX y AiBYAT Ta KIHOK BikoM Bifl 16 10 26 pOKiB, SIKi OTpUMAIH
3 no3u BaxuueK Iappacun® 9 (y Biui 0, 2, 6 MicAIiB) LI KOXKHOTO 3 9 BaKIMHHUX tunis BITJL
Ha ocHOBi iMyHOTeHHOT IPOMIXHOT cTpaTerii 3po6IeHo0 BUCHOBOK PO EPEKTUBHICTD 2-X 030BOI
cXeMHU 3acTocyBaHHA Bakiuau I'apnacun® 9 y aipdar i xmomumkis y Biri Bix 9 1o 14 pokis.

V npoMy X JIOCHIZKEHH] y AiBUaT Ta XJIOMYMKiB BikoM Big 9 1o 14 pokis snauerns GMT gepes
ONMH MicAlb Dic/Isi OCTAHHBOI JO03M BaKIMHA OyJIM YHCENbHO HYDKIAMHM JUIA JESKMX THIIIB
BAKIMHK IICIs 2-X XO30BOT CXeMH, Hixk micis cxemu 3 3-x 103 (to6to, BIUI Tumis 18, 31, 45 Ta
52 wepes 0, 6 micamis Ta BIUI tuny 45 uepes 0, 12 micanis). Kirimiuna 3Hadqymiicte X
pe3ybTaTiB HEB1IOMA.

V piBYar Ta XJIOITYHKIB, SKi OTpUMyBaM 2 034 3 iHTepBaoM 6 abo 12 micauis (+/- 1 Micsup),
CTIHKICTS BiMIOBiAI aHTHTIN criocTepiranach 1o 36-ro Micss; 3anexso six Tamy BIL, Bix 81 %
110 99 % niBYAT Ta XJIONMYHKIB, AKi OTPEMYBAIX 2 03U 3 IHTEpBAIOM 6 MiCALIB, Ta Bin 88 % no
100 % piByaT Ta XJIONYHMKIB, AKi OTpMMyBand 2 JO3HM 3 iHTepBatoM 12 Mmicauis, Oymu
ceporosutusHuME. Uepes 36 Micsuis 3nauenas GMT y niByat Ta XJIOIYHKIB BixoM Bif 9 no 14
POKiB, SIKi OTpUMyBaJIH 2 TO3H 3 iHTepBanoM 6 Micsmis (+/- 1 Micsup), He MOCTYNATHCS 3HAYCHHAM
GMT y xinok BikoM Bix 16 10 26 pokiB, sKi OTpuMyBaiy 3 HO3U BaKLMHU Tapmacun® 9.

V KIH{YHOMY JOCIHIKEHH] 6yJI0 IPOAEMOHCTPOBAHO CTIiMKiCTh BiATMOBIMI AHTUTLI MPOTArOM
nonaitmenme 10 pokiB y fiByar BikoM Bin 9 mo 13 poxis, axi orpumanu 2 no3u Bakuuay gHPV.
TpHUBaiCTE 3aXUCTY IIPH 3aCTOCYBaHHI CXEMHM 3 2-X JJ03 IIpenapary Iapnacun® 9 He BCTaHOBIIEHA.

BariTHICT

Crenudivni HOCHIIPKEHHS 3aCTOCYBAHHA BaKIIMHU TFappacun® 9 y BariTHHX JKIHOK He
nposojiHcs. Bakuuna gHPV BukopucToByBanacs SK aKTUBHHH KOHTPOJE IiJ Yac HporpaMu
KiTiHigHoi po3pobku Bakuuuy ['apracun® 9.

[Ti gac xiinigao0i po3po6ku Bakmuuu [apracun® 9 2586 xinok (1347 y rpymi Tapmacun® 9 nmporu
1239 y rpymi BakuuEs qHPV) noBizoMum mpo mosaiMenIne oy BariTHicTs. Tumy aHoManii
a60 4YacTKa BariTHOCTEH 3 HECHPUATIMBAM pe3ylIbTaroM y oci0, fKki OTpUMany BaKIUHY
I"apmacun® 9 a6o Bakuury qHPV, 6yi HopiBHAHRHMMY Ta BiIOBLNAIHA 3arajJbHii IomyJsmii (AuB.
po3ain «3acmocyeanns nio wac eazimnocmi ma 200y6aHHs 2pYOOION).

Ipo¢itaKTHKa OBEHLILHOrO pelHIUBYIOYOro pecnipaTtopHoro mamitomarosy (IOPPII,
JoRRP - juvenile-onset recurrent respiratory papillomatosis) msixom BakuuHanii gis4ar
Ta KIHOK JiTOPOHOTO BiKY

JOPPII BuKIHKA€ThCS IHMEKIIEI0 BEPXHIX AMXATbHUX LULIXiB, HepeBaxkno BIII tumis 6 Ta 11,
1110 IIepeIacThCA BEPTUKANBHEM IULIXOM (Bi MaTepi o JUTHHY) IIix yac monoris. CriocTepexHi
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nociimkenss B CIIIA Ta ApcTpanii mokasany, 1mo BIpoBakeHHs Baxnuau qHPV 3 2006 poxy
IIPU3BEIIO [0 3HUKEHHS 3axBoproBagocTi Ha FOPPII na momysaiinomy piBHI.

5.2. PapMakokiHeTHYHi BJIACTHBOCTI.
He 3acTocoBoBHO.

5.3. MoxainiuHi AaHi 3 Oe3nexm.

IIoBTOpHE IOCHiIKEHHS TOKCAYHOCTI 103 HA IIypaX, SK€ BKIIOYAIO OUiHKY TOKCHYHOCTI
0IHOPa30BOI JO3M Ta MICI[EBOI IEPEHOCHMOCTI, HE BUABUIIO OCOOIMBOI HEOE3MEKH UL JHOAMHH.
Tapmacun® 9, sxmii BBOAWIM caMKaM INypiB, HE BIUIMBAB Ha 3/@THICTh IO CHapiOBaHHS,
depTuiBHiCTS a60 PO3BHTOK eMOpioHa/mIoza.

I'apracun® 9, skuil BBOAWIM caMKaM IIypiB, He BIUIMBaB Ha PO3BHTOK, MOBEJIHKY,
penpomyKkTHBHY (GyHKIiO abo (bepTHJILHwTL noTtoMcTBa. AHTHTiNA mpoTtr Beix 9 Tumi BILI
TIepelaBaarcs MOTOMCTBY IIiJl Yac BariTHOCTI Ta JaKTarli.

6. ®apmanesriyHa ingopmamis:

6.1. JonomixkHi pe40BHHH.

Harpito xnopun

L-rictuaun

[Monicop6at 80

bypa

Bona s in’ exIiis.

II{o/0 aa’FOBaHTA, MB. PO3ILT «AKicHuil i KitbKiCHUL CKIAOY.

6.2. OcHOBHI BUIIaJKH HECyMiCHOCTI.
3a BiACYTHOCTI JOCTiIKEHb CyMICHOCTI Le#t NikapchKuit 3aci6 He ciff 3MillyBaTd 3 iHIIAME

JAiKapchKUMU 3aCO0aMH.

6.3. Tepmin mpuaaTHOCTI.
3 poku.

6.4. Oco0uBi 3am100iKHI 3aX00H PH 36epira1mi.

36epiraTi B X0NOAMWIBHUKY (ipH Temmeparypi Bix 2 °C no 8 °C).

He 3aMOPOKYBATH. 36epiraTy IOIepeIHbEO HATOBHEHHH IIPHII Y 30BHIINHIH KapTOHHIH yraxoBi
UL 3ax1/1cry Biz cBiTIIA. 30€piraTu B HEAOCTYITHOMY UL HiTel MiCIi.

Fapz(acpm 9 ciin 38CTOCYBATH SKOMOTa IIBH/IIE IicyIs BHITyYEHHS 3 XOJOAMIBHUKA.

Ilani 3i craGineHOCTI CBigYaTh, MO KOMIIOHEHTH BAKIMHU CTabLIBHI UPOTArOM 96 TOXUMH IpH
36epiranHi npH temneparypi Bixg 8 °C mo 40 °C abo TPOTATOM 72 FOI[I/IH mpu 36epiranfi mpu
temmepatypi Bia 0 °C no 2 °C. ITicns 3aKindeHHs nboro nepioxy I' apaacui® 9 CIiJl BAKOPUCTATH
a6o yrumisysaru. 1lg indopmalris npusHadeHa JUIA MEJMYHUX NPAL(iBHAKIB TIMBKH Y BHIIAIKY
THMYACOBOTO BiIXWICHHS TEMIIEPATYPHOTO PEXKHIMY .
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6.5. Tun Ta BMiCT mepBUHHOY yNaKoBKH.

ITo 0,5 M1 cycmensii y nmonepeanso HATIOBHEHOMY MIMpHII (CKII0) 3 06MEXyBaYeM X0y MOPIIHS
(cunikonizoanuit  GpomGyTHnOBH emacToMmep i3 noxkputrsiM  FluroTec) Ta koBmaukom
(curTeTMYHA i30npeH-6poMOYTHIIOBA CyMinr).

Ilo 1 momepenHBO HAMOBHEHOMY IMIpMIY 3 2 TOMKAMH a60 1o 10 IIOIIEPENHBO HAMOBHEHUX
UIPHIB 3 2 IOJKAMH JUIA KOXKHOIO IIIPHIA B KAPTOHHIi Kopobui pa3oM 3 IHCTpyKIiero mis
MEIHYHOTO 3aCTOCYBaHH.

6.6. Cneniannmi 3axonn Ge31eKH NPH 110BOKEH 3 HEBHKOPHUCTANMM JiKAPCHKHM 3ac000M
a0o Biaxopamu JiKkapcbKoOro 3acody.

Ho crpyuryBasss Tapmacun® 9 Moxe BUrISIATH K po30pa piiuHa 3 GiIUM 0camoM.
Ilepen 3acTocysanuam no6pe 360BTaTH HONEPEHEO HATIOBHEHUI INIIPHIL U OTPUMAaHHS
cycnensii. Ilicis peTenpHOro mepemilryBaHHS BakIMHA Mae€ BTN OLIOL KajamyTHOT
joabisiise;

Ilepen 3acTocyBaHHAM Bi3yallbHO MEPEBIPTE CYCIIEH3II0 HA HATBHICTD MEXAHIYHHX YACTOK
Ta 3MiHM KOJIbOPY. 3a HagBHOCTi MEXaHIYHHX YACTOK Ta/ab0 mpH 3MiHi KOJIbOPY BaKIMHY
CIII YTUJIi3yBaTH.

Bubepith BiANOBIAHY ToNKy Mis 3aGe3NedeHHs BHYTPIIIHLOM S30BOTO (B/M) BBemeHHs
3aJIE)KHO BiJ PO3MIPY Ta Bar MaImi€HTa.

B yIakoBKax 3 TOJIKAMH Ha OJ¥H IIIPHUIL] HAIACTHCA JIBi TOJIKH Pi3HOT OBKUHA.
IIpuennaiite roiKy msAXOM HAaKpYydyBaHHS 32 TOAMHHHKOBOIO CTPINKOIO, HOKM BOHA HE
Oyne 3adikcopana Ha umpuui. BBemite Bcio mosy BimmosimHO 110 CTaHIAPTHOTO
IIPOTOKOILY.

BBeniTe Hera#HO BHYTPIMIHBOM 3080 (B/M), 62>XaHO B AENLTOBMIHME M’S3 Iieda abo
IIepeHbONIaTEPANIbHY JUITHKY BEPXHBOT YACTHHH CTETHA.

BakuuHy ciif 3acTOCOBYBaTM B TOMY BHIVIAZI, B SIKOMY BOHa mnocradaerses. Crin
BUKOPHUCTOBYBATH PEKOMEH/IOBAHE JIO3YBAHHS B [IOBHOMY 00’ €Mi.

Bynp-siky HeBukOpHCTaHy BakIMHY abo BipanpOBaHi MaTepiatd CHiX YTHII3yBaTH BiIOBiNHO
JI0 MICIIEBUX BUMOT.

7. Baacuuk peecTpaniiiHoro mocsBiguexns.
Mepk Illapn i Joym ITEA I'Mm6X
Tpi6menmtpacce 60, 6005 Jlroneps, Iseiinapis

Bupo6Huk gikapcskoro 3aco0y.
Mepx Ilapn i [lJoym b.B:
Baapnepser 39, Xaapnem 2031 BH, Hinepnauau

8. Homep peecrpaniiinoro mocsiggenns.
UA/20128/01/01

9. laTta nepmoi peecTpanii nikapcexoro 3acoby.
20.07.2023

10. Tara ocranuboro neperasgy. (/ 67 .09 ,{0 M
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