


NudopmanuoHHbIii MaTepuaJ AJjisi HaceJIeHHS.

BOIIPOCHI 1 OTBETHI O BAKITUHAIIY IPOTUB UHOEKINY,
BbI3BAHHOI BUPYCOM INAIIMJLJIOMBI YEJTOBEKA
(BITY-UHOEKIAN).

MOJIE3HASI HHOOPMALMS 1JISI POTUTEJIE.

Jloporue poaurenn!

Msbl X0THUM 0OpaTuTh Ballle BHUMaHUE Ha HEOOXOAMMOCTh BaKIIHHALIMH
NpOTHUB WHGEKIUH, BbI3BAHHOM BUpPYCOM mNanmwiIoMbl deigoBeka (BITU-
UHGEKIMS) A1 BallluX Jouepeit.

Bo3MoxkHO, ceiiuac Bbl 00ecnokoeHbl BOIIPOCOM — CTOMT JIH JIeJIaTh 3Ty
IpUBUBKY pebeHKy unu HeT. HageeMcs, 4To, MpOYUTaB HAITy HHPOPMALHIO,
Brel moiimMeTe BaKHOCTH [AaHHOM BakKUWHAIMM W MPUMHUTE OCO3HAHHOE
peuIeHue.

»  Yro Takoe BUpYC nanu/uioMbl Yesosexa (BITY)?

Bupyc namwinoMbl 4ejoBeka — 3TO TpyIa BUPYCOB, KOTOpbIE
MOPAXKaKOT CIM3UCThIE OOOJOUKH U KOXKY pasiMuHBIX yacTel Tena. Mi3BecTHO
oonee 200 tunor BIIY, kaxmoMy u3 KOTOPBIX NMPHCBOEH OINpeAeeHHbIH
HOMep, 0003HaYaeMblil B IIOpsAJIKE OOHAPYKEHUS.

»  Yem omacen BITY?

[lo manHsIM BeemmpHol opranuszanuu 3apasooxpanenus (BO3), BITU
ABIIIETCS HauOoJIee pacIpOCTPAHEHHBIM BUPYCHBIM BO30ynuTeIeM HHbEKIit
PENPONYKTUBHOTO TPAKTa, BBI3bIBAS LEJBIA P 3a00jeBaHUH y MYKYHUH U
KEHIIMH, B TOM YUCJIE [PEAPAKOBBIE IOPAXKEHHUS, KOTOpbIE MOTYT
TpaHc(hOPMUPOBATHCS B pak.

He menee 14 tunos BIIY u3BecTHBI Kak THUIIBI BEICOKOIO OHKOT€HHOTO
pHUCKa, MOPAXKAOT CIU3UCTBIE U MOTYT BbI3BaTh pak wwedku Martku (PLLIM) u
pak apyrux nokanuzanui. Hanbonee onkoreHHsiM cuntaeTcst BIIY 16 Tuna.

[Tpaktnueckn Bce PIIIM, OGonbmMHCTBO cllydaeB paka Bllarajiuiia,
BYJIBBBI U ITOJIOBOTO WIEHA, HEKOTOPBIE ClTydyau paka r'oJIOBbl U 1EU BbI3BAHbI
BITY.

7 u3 10 cnyuaeB PIIIM BobizBansl BITH 16 wn 18 tuna.

B benapycu escezoono ewviaensemca okono 1000 noevix

cyuyaee PIIM. Kasicovie 0ea ona e benapycu 3abonesaem

PIIIM nambo srcenuqun, u Kaxcovtii 0eHb 3ma 601e31Hb yHOCUN

| aucusnv  o0nod  dcenujunsvt. Cpedu  2uUHEKONO2UYECKUX

onkosabonesanuii ¢ Pecnyonuxe benapyce PLIIM na emopom

mMecme. Puck pazeumusn paka y HceHujun, UHQUUUPOBAHHbIX
BIIY, eo3pacmaem donee, uem 6 cmo pas.



Taxxe BIIY BbI3bIBaeT mosiBJIeHUE TeHUTAIBHBIX OOPOAABOK, KOTOPHIE
JIETKO paclpOCTPAaHAIOTCA U MOTYT IJIOXO MOJaBaThCs JICUEHHIO.
9 u3 10 cny4yaeB reHuTanbHBIX O0poAaBOK BeI3BaHEI BITY 6 mnm 11 Thma.

»  Kaxk nepenaerca BITU?

Bupyc nepenaeTcs oT 4enoBeKa K YeJOBEKY CIeAYIONUME Ty TAMHU:

o II0JIOBOM IyTh;

. KOHTaKTHO-OBITOBOM MyTh — Yepe3 pyKONOKATHS, MOLCIYH, Yepe3
IIOBPEXKACHUS Ha KOXKE;

° BEPTUKAJIBHBIA MyTh — OT Marepd K pedeHKy BO Bpems
NIPOXOXKIeHUS pedeHKa uepe3 poloBEIe TyTH,

° «camo3zapaxenue» — BITY nepeHocuTcs ¢ ogHOro yyacTka Teja Ha
JApyroi npu OpUThE WM STUJIALINH.

> Kak 0bumn cosmanbl BakuuHbl nporus BITU-undexkuuun u 4rto
BXOJHUT B cocTaB BakuuH npotuB BIIY-nadexnun?

Pabota Hag co3manueM BakuuHBI IpoTuB BITU-mHbekunn Havyanacy B
cepeaune 1980-x ronos.

IlepBas BakuuHa /1 IpodUIaKTUKU 3aboseBanuii, cBsi3anHbix ¢ BITY,
Obu1a 3apeructpuponana B 2006 r. u ceiiuac mpoBoauTcs B 142 cTpaHax mupa.

K HacrosimeMy BpeMeHHM 3aperucrpupoBaHbl 6 BakuuH npotus BIIY-
UH(DEKIIUH:

Bakuunb! s npeaynpexaenus BIIY-undexuun,
JULIEH3HPOBaHHbIe Mo cocToanuio Ha 01.01.2025

Kosan4decrBo v THIBI Jara Aara
HaumenoBa npeKBan
BIIY, sxoasiiue B IIpousBoauTens | AHLEH3HPO
HAe - pukanun
COCTAaB BAKIHHBI Ba BO3
buBajgentHunie BAKIIHHBI: GlaxoSmithKline
BIT4-16,18 Cervarix BeJtukobpHTanns 2007 . 2009 r.
. Xiamen Innovax
Cecolin Biotech, Kurai 2019 2021t
Walrinvax Yuxi Zerun, Kurait 2022 . 2024 .
KBanpuarentrnie Gardasil | Merck & Co, CIIIA | 2006 1. 2009
BAKIHHBI!
BIT" 16,18 Cervavax Serum Institute of 2022t B TIpoliecce
BITY 6,11 ervava India, Unus ' port
HanoBaneurnas
BAKIHHA:
BITU Gardasil 9 | Merck & Co, CIIIA 2014 r. 2018 r.
16,18,45,33,31,53,58
BIIY 6,11




Bakuuupel nporuB BITU-uHdexkuuu He comepxkar XKHU3HECHOCOOHOIO
Oouogornyeckoro marepuana unu BupycHod JIHK, u nosatcmy He Mmoryt
TIPUBOAMTE K HHPUIMpOBaHUIO. B cocTaB BakIMH HE BXOAAT AHTHOMOTHKH
WU KOHCEPBAHTHI.

B cocra Bcex BakuuH 1potuB  BlIU-undexuuu  BXOZAT
BUPYCOINOAOOHBIE YacTUIBI TIPOTUB AByX TUNOB BIIY BEICOKOrO OHKOreHHOTO
pucka (16 u 18) '

BaknuHa Cecolin® (Ilexosnn) — pexomMOuHaHTHas OWBaJEHTHas
BaKLIMHA, M3TOTOBJICHHAs W3 OUYHMUIEHHBIX BUpPycOnofoOHbIX 4YacTul BITY
TUIOB 16 1 18. |

1 no3a Bakuuus! (0,5 ma) Cecolin® (Ilexoaun) COLEPHKUT:

. pexomOuHanTHBIN L1 6enox BITY 16 Tuna — 40 Mkr

. pexoMmObuHanTHei L1 6enok BITY 18 Tuna — 20 Mxr

. THIPOOKUCH AMIOMUHUSA (aIBIOBAHT)

. XJIOPH1 HATpHs (pacTBOPUTED)

. auruapat auruapodocdara Harpus (crabunuzarop yposHs pH)
. nosircopoar 80 (crabunuzarop)

. auruapar rugpodocara Harpus (crabunuzarop)

. BOJA JJIsl UHBEKIUN (pacTBOPUTEIH).

BakiuHa He COIep»KUT KOHCEPBAHTOB U aHTUOUOTHKOB.

»  VYcnexu BHeapeHusi BakuuHanuu nporuB BlIlU-undexuuu B
PA3JIHYHBIX CTPaHAX.

MHorue cTpaHbl, KOTOpble BHEAPWUIM BakuuHauuio npotus BITY-
uHpexnun pavee (ABctpanus, benbrus, Benukobpuranus, I'epmanus, danus,
Hosag 3enangus, Hopgerus, CIIA, IIBerus, IBeituapus)
POJICMOHCTPHUPOBAIIN MOJNOKUTEIBHOE BO3IEUCTBIE BaKIIMHALMK. B cTpanax
C BBICOKMM ypoBHeM oxBara BakiuHamueid mnpotuB BIIYU-unpekuun
HabmomaeTcs 4€TKOoe CHIDKEHHME ToKazarened pacmpocrpaHenus BITY-
MHGEKUMH U MATONOTHUYECKUX UBMEHEHU N LIeHKU MaTKHU.

Ha 80% cnusunuce ypoénu unguuuposannocmu camvimu
onacuetmu cepomunamu BIY (16 u 18) cpeou monoovix
HceHujun 6 eo3pacme 20 nem.

Puck npeopakoesix 3aboneeanuii cnuzuaca na 60-70% cpeou
HCEHUWUH ~ MO0700020  603pacma RO  CPAGHEHUW  C
00BAKUUHANbHBIM REPUOOOM.

Ilpouzowno cuusxcenue 3zabonesaemocmu 2eHUMATbHLIMU
konounomamu na 83%. B Aecmpanuu, [llomnanouu u npyrux
CMpanax npaKkmuyecku JUKeUOUposalu Imo 3abonesanue 6
Kozopme 100€eti M0J100020 603pacma.



»  Kaxk Oyner npoBoauthest Bakuuuauusa nporus BIIU-undexkuuu B
HamieH crpane?

C 2025 r pakumdauus npotuB BITY-mndexkunu BrIIOYeHA B
HaunoHanpHeld KaneHmapp OpOQUIAKTUYECKAX TIPUBMBOK M TI€pEYeHb
IPOQUIAKTUYECKUX TPUBUBOK IO AMUIEMHUYECKIM TTOKa3aHusIM PecnyOnuku
Benapycs.!

J CornacHo HaumonajibHOMY KaJieHIap0 NpoQUIaKTHYECKHX
npuBUBOK BakuuHauusi nportuB BITY-undexuun nposogurcs geBoukam
B Bo3pacre 11 jer.

B 2025 r. Bakuunauus npotuB BIIU-undexnuu Oyaer mpenioxeHa
JeBoukaM, KotopbiM B 2025 1. ucnonusercs 11 net (T.e. neroukam 2014 rona
POXKIACHMS).

e [lpu Hanuuuu BakIMHBI OecrnaTHas BaklUHALUA OyaeT
npeniaoxena  gesoukaM  2011-2013  romoB  poxaeHus,
BKJIFOUEHHBIX B (JIUCT OXUIAHUS» B TOJHUKIMHUKE I10 MECTY
o0cITy>KMBaHHUS.

Ponurenn cmoryt BeIOpaTh, rae OyAyT HPOBOAUTHCS MPUBUBKUA — B
IOJUKIMHUKE 100 B 1mKone. HezaBucuMo OT MecTa mpoBeAeHHS BaKIIMHALIH
nepel npuBuBKOW Bam pe0OeHok OyaeT OCMOTpeH BpadoM H NOJYYHT
paspelleHye HA IPOBe¢HUe IPUBHBKH.

o CornacHo nepeuyH0 nNpopWIAKTHYECKHX TNPHBUBOK IO
SMUJAEMHYECKUM MOKa3aHUusAM BakuuHauus nporuB BITY-nadexnun
MPOBOJUTCH ACBOYKAM M KCHIIUHAM B Bo3pacrte ot 11 10 45 jer ¢ BUU-
HHpexuuei, pavee He npuBUTLIM nNpoTuB BITY-undexunu.

o UHBle rpaxjaHe, HE OTHOCAIIWECS K BBHIINIEYKA3aHHBIM
KOHTUHTEHTaM, HMEIOT BO3MOXHOCTHb CHEJaTh [PUBUBKHU
npotuB BITY-uHdekunn Ha muaTHOW OCHOBE B OpraHU3ALMIX
3[pAaBOOXPAHEHUs], OKa3bIBAIOIOUX YCIYTH HACEIEHUIO 10
IUIATHOM BaKLMHALMU (FOCYIaPCTBEHHBIX U YACTHBIX).

» Kakas BakuuHa OyaeT HCHOJIb30BATHLCS IJsl OecnIaTHOI
BakuuHauuu nporus BIIY-undexuuu B Pecnydnuke besapyen?

Jis BakuMHauuMM B paMkax HainuoHanbHOro kaneHaaps W TepeyHs
BaKLIMHALMU 10 3MUAEMUYECKUM MOKa3aHUAM OyJeT MPUMEHSThCS BaKLMHA
Cecolin® (Lexoaun) npousBoactBa Xiamen Innovax Biotech Co., Ltd.
«Innovax» (kJroueBoe MojpaziesieHUue Mo MPOU3BOJACTBY BaKIIMH KOMIAHHMs
Beijing Wantai Biological Pharmacy Enterprise Co., Ltd.), KHP.

! TlocraHosnenue MunukcTepcTBa 3apaBooxpaHenus PecniyOnuku Bemapycs ot 17 mas 2018 r Ne 42 «O
NpoQUIAKTHUECKAX TIPHBUBKAX» (B pelaKUHH TOCTaHOBIeHHM MuUHMCTEpCTBA 3IpaBooXpaHeHus Pecmy6nuku
Benapycs ot 1 nrons 2024 . Ne 111 1 ot 13 suBaps 2025 r. Ne 3).



Cecolin® (LlexosuH) - OuBaNeHTHAasA BaKlMHA, 3auivinaromias or BITY
TUnos 16 u 18.

. Baxxnbie gathl 1 nHpsbI 0 BakiuHe Cecolin® (Ilexonnn):

2002 rox - Hayayo paboTHI MO CO3AAHUIO BaKLIMHEI,

2019 ron - peructpanus 1 Hadano maccoBoro npumeHenus B KHP;

14.10.2021 — BakIHa Moxy4uia cTaryc npekpanupukanuu BecemupHon
opranuzanuu 3apaBooxpanenus (BO3);

20.06.2024. — BakiuuHa noayunia ogoopenue FDA (anri. Food and Drug
Administration) - YrpaBjieHH€ 110 KOHTPOJIKO Ka4e€CTBA NULIEBBIX NPOAYKTOB U
nekapctBeHHBIX cpeacTB CIIA;

K 2020 roay BBeneHo Oonee 55 MULTHOHOB 703 BakiHbI Cecolin®;

30 MUJTMOHOB 7103 — €XKET0/IHOe MPUMEHEHHE B NIOCIEHUE TOAbL;

12 crpan - KHP, Taunann, Kaszaxcran, Kambomka, Mapokko, Henaun,
Hukaparya, baurnagem, Kounro, Odwuomnus, Kenus, bypkuna Paco, rue
BakurHa Cecolin® (IlexonnH) 3aperucTpupoBaHa U MPUMEHSETCSA, B TOM
gucie B 3-X cTpaHax B pamkax HalnpoHalbHBIX IPOTpaMM UMMYHU3ALINY;

21 crpama - wuaer mpoueaypa peructpauuu BakuuHbl Cecolin®
(Llexonun), B ToMm uncie B Pecniybnuke benapyces.

»  Kakasa cxema BaknuHauuu nporusB BIIY-undexuun Oyner
npuMeHsThcsl B Pecny6iinke benapycs?

Bakuuna Cecolin® (Ilexoaun) BBOAMTCA BHYTPUMBILIEYHO B
JI€JbTOBUJIHYIO MBIIIILY [1JIe4ya M0 cXeme:

Bospacr 2-X 1030Basi cXeMa BBEICHHUA 3-X 1030Bas CX€Ma BBEIICHUS

0-6 mecsineB
9-14 ner (BTOpAas 103a BBOAMUTCA 4epes 6 -
MECSIIEB ITOCIIE MEPBOH J103bI)

0-1-6 mecsues
(BTOpas mo03a BBOJUTCS B TeUeHHUE |-
15-45 ner - 2 Mecsua mOCHE TMEepBOH HO3HI,
TPETbst A03y - uepe3 5-8 Mecsues
HIOCJie EPBOM JI03b1)

Bycrepnas mo3a (peBakiipHalys) He TpeayCcMOTpeHa

» HyxHa Jam peBakuunanusi (BBeleHue OyCTepHOH [103bl)
npotus BIIY-undexuun?

Ha cerogHsiiiHuit 1eHb, YPOBEHb UMMYHHOM 3alIUTHI CPEAU TeX, KTO
Obl1 BakuMHUpoBaH B 2006 romxy, HE CHHXKAETCsl, NMOITOMY HET HHUKAKHUX



(dakToB, yKa3bIBaIOLIUX Ha HEOOXOAMMOCThH peBaklMHanuu. Habmonenue u
aHaJu3 JIaHHBIX TPOJI0JKAETCH.

»  Hackojbko nenecoo0pasHO mpoBedeHHe 00c/eJOBAHHS Ha
nHpunuposanHocts BIIY nepen Bakununanuein?

IIpoBoguth mnpensaputenbHoe TectupoBanne Ha JHK BIIY wnnm
MCCIIEIOBaHNS HA TMPEIOIYXOJICBBIE HJIM OITyXoJeBble 3a00JieBaHUS IIEHKU
MaTKH nnepej BaKlIMHaLKeH Hellenecoo0pasHo.

JTO cBsI3aHO ¢ TeM, 4To oOHapykeHHass BITU-unpekius MoxeT ObiTh
BPEMEHHOU U HE BBI3BaTh 3a00JICBAHUE Y JKEHINWHBI (OpraHnu3M 0CBOOOAUTCS
oT Bupyca). Kpome Toro, oOHapyxeHHble aHOMaJbHbIe KJIETKH MOTYT ObITh
BbI3BaHbI He tamMmmamu BITY, copepxkauiuMucs B KOHKPETHOM BaKIIMHE.

Tem He MeHee, Mocje BakKIUMHAUMU PEKOMEHAYETCS perysspHo
IPOXOAUTh JUCHAHCEpPU3alMio, YTOOBl TpoduiakTuka OblIa Haubomee
3¢ peKTUBHOMN, TMOCKOJBKY HE BCE€ BBICOKO OHKOreHHble ITamMmbl BIIY
BKJIFOUEHBI B BaKLIUHEI.

»  Heo6xoqumo Ju npoBeneHHe JIa0OPATOPHBIX MCCAeI0BAHMI
nepen Ha3HAYeHHeM BAaKLUHBI (00Ul aHAJIU3 KPOBH, OOIUH aHAJU3
MOYH, OMOXMMHUYEeCKHH aHAJHN3 KPOBH)?

HazHaueHne BakIMHALMK KaXAOMY MallEHTy MPOBOAUTCS BpadioM
1I0CJie ONpoca, METUIIMHCKOTO OCMOTPa U U3YYEHUSI MEUIIMHCKOTO aHaMHe3a
naiueHTa.

[IpoBenenne n1abOpaTOPHOTO W/WUIM JUATHOCTUYECKOIO HCCIIeTOBaHUS
MOKET MOTPeOOBaThCA B OTAENBHBIX CIydasX MallMeHTaM C XPOHWUYECKOU
naroyiorveff B IeNIX OLIGHKH WHTEHCHUBHOCTH (MepHoAa) NpOTEKaHUA
XPOHHYECKOTO 3a00JIeBaHU.

HeobxogumocTh B MpOBEACHUM J1a0OPaTOPHBIX HCCIENOBAHUMN Iepes
BaKLMHAIMEN B pyTHHHOM MOPSIKE OTCYTCTBYET.

» SlBasroress am BaknuHel  npotuB  BITY-undexunn
B3aHMO3aMeHsieMbIMH ?

JlaHHEIE O BO3MOXKHOCTH B3amMo3ameHseMocTd BakiMHbl Cecolin®
(HexoanHn) ¢ Apyrumu BakurHamu npotuB BITY-uHbekuu oTcyTCTBYIOT.

B cBa3m ¢ aTHM Kypc BakuMHANMM, Havarblii BakuuMHOH Cecolin®
(exoaun) moymxeH ObITH 3aBepiieH Takke BakuHON Cecolin® (Hexosnn).
Bakmuaa Cecolin® (IlexkonuH) He MOXeT OBITb HCHONB30BaHaA A
3aBepIIeHHs Kypca BaKIIMHAIMM, HA4aToro Apyrod BakuuHoW npotus BIIY-
WH(DEKUUH.



»  Komy mnokazana BakuuHanusi npotuB BIY-undexnun u
KaKHe UMEIOTCS BO3PAaCTHbIE OTPAHHYCHHS JJIsl MPUMEHEeHUS BAKIUH?

Bcee Bakmuubl npotuB BITU-nnbexkuuu mokazaHsl A NpUMEHEHHUS Y
JeBOYEK W OKEHINWH, HAauMHas C Bo3pacTa 9 JeT M CcTapile, W
3aperucTPUPOBAHE I IPUMEHEHHS Y JKEHIIMH 10 BO3pacta 26 WiH 45 JeT.

B CBSI3U C OPOAOIDKAFOLTUMUCS IOCTMapKETUHTOBBIMU
(MOCTpEerucTpalldOHHBIMA) ~ MCCJIEJOBaHUSIMH B~ HHCTPYKUHH  IIO
MEIMLIMHCKOMY TIPUMEHEHMIO BAKLMH MOIYT BHOCHMTBCA W3MEHEHHUS 110
BO3PACTHBIM OrpaHUUCHMSM, YTO TpedyeT 00s3aTejIbHOrO yTOYHEHHS Iepes
Ha3HAYE€HHEM BaKLMHALMMU.

Bakunna Cecolin® (Ileiosinn) noxa3aHa i NpUMEHEHHUs Y JEBOYEK,
KeHILUH 9-45 ner.

> Kak moiaro coxpaHsieTcsi MOCTBAKUMHAJIbHbBI HMMYHUTET?

BaknuHaius obecneunBaeT J0Ar0CpodHyto 3amuTy (5—10 net u 6osee)
C IMOTEeHIMANbHOU MOAAEp)KKOH HMMyHHON mnamsatu. IIpomomxarommecs
HCCIICHOBAHMS 3a JIMLIaMHU, TIPUBUTHIMH Oosiee ueM 11 sieT Ha3az, mOKa3kIBaIoOT,
UTO YPOBEHb 3AILUTHI HE CHUKAETCS ¢ TEUEHUEM BPEMEHH.

o DOxcnepmoul cyumarom, 4mo eakyuna oyoem sgghexmueHoll
HA NPOMANCEHUU HECKONbKUX Oecamunemu, NnomeHyuaibHo
obecnedusas NONCUIHEHHYIO 3auumy.

B 1ienoMm, UMMyHHBIM OTBeT Ha BakuMHbl NpoTuB BITY-undexunn
MPUBOJIUT K BBIPAOOTKE aHTUTEN B TUTpax B 16-26 pa3 BbIlE, YeM MpU
ecTecTBeHHOW HHGekuuu. [Ipu mnpoBereHMHM MHOIOJO30BOrO0  Kypca
BaKIMHALUUM (2-3 A03bI) TUTPHl aHTUTEN OCTAIOTCSI BELICOKUMM B T€UEHHE HE
MeHee 12 ner.

Bakuuna Cecolin® (IlexoJinH) BBI3BIBAECT YCTOHYUBBINA ['yMOPAJIbHBIN
OTBET IMOclie OAHOM M JBYX J03, MPU ABYXJO30BOH CXeMe BaKIMHALUH
IoKazajga MMMYHOJOTHYECKYI0 SKBHBAJIEHTHOCTH ¢ BakuuHoi Gardasil B
MONyJISLMK AeBouek 9-14 ner?.

»  Kakue uMer0TCS NMPOTHUBONOKA3aAHUSI K BAKLIUHAIIMU MPOTUB
BITY-undexuun?

Bakuuns! npotus BITH-uHbekInu 6e30MacHbl 1 XOPOLIO MEPEHOCSTCS
nalueHTaMu.

[IpoTrBONOKAa3aHUs K BaKLIMHAIIMY OOIIUE /111 BCEX BaKILIUH.

2 Khalequ Zaman, Safety and immunogenicity of Innovax bivalent human papillomavirus vaccine in girls 9-14 years

of age: Interim analysis from a phase 3 clinical trial Vaccine. 2024 Apr 2;42(9):2290-2298.
https://doi.org/10.1016/j.vaccine.2024.02.077



https://doi.org/10.1016Zi.vaccine.2024.02.077

Iocmoanneim npomueonokasanuem K JajibHellIed BaKUMHAUWU
SBJIIETCS: _

CHJIbHas oOImas peakuus, pa3BUBIIascs B TeueHHe 48 dacoB mocie
IpeAbIIYIIEr0 BBeAEHNS JaHHONW BaKIUHBI (ITOBLIMIEHHE TeMIIEpaTyphl Tena
10 40°C u BBILIE, CYAOPOTH);

TsDKellas ajlepruyeckas peakuus (B TOM yucie aHapHIaKCHs) Mocie
BBEICHUA NPEABIAYIIEH 03bl BakLUMHbI WJIM Ha JOO0M M3 KOMIIOHEHTOB
BaKIMHEI.

o O0pamaem BHHMaHHe, 4YTO BCe BHABI® aJLIEPruvecKux
peakiMil, BO3HUKIINE paHee Y MAIMEHTA U He CBSI3aHHbIE C MPeAbIAYIIHUM
BBEACHHEM KOHKPETHOr0 HAUMCHOBAHUSA BakuuHbl nporus BITY-
MHpeKMM  (HanpuMep, NpOABJEHHS  NHINEBOH,  MNbLILIEBOId,
SMU/JIEPMATbHON, HHCEKTHOM W Ap. BWAOB aJUIepruu), He SABJISIIOTCHA
a0COJIIOTHBIM MIPOTHBONOKA3aHHEM K BBeeHHI0 BaKIUHBI mpoTus BITY-
HHG}eKIuM.

Bpemennvie npomueonoxkazanun:

3a0oieBaHye UK COCTOSHHUE Korna MoxHO caenarb NpuBHUBKY

Octppie 3aboneBanus, B ToM uHciae c | Bakiunamus MOXKET MIPOBOJUTHCS

JIIXOPAIKOH HENOCPEACTBEHHO IIOCie BBI3JOPOBICHUS, B
TOM 9HUCJIC Ha (POHE COXPAHEHHUS OCTaTOYHBIX
KJIMHUYECKUX IPOSBICHUI

bakrepunaibHbie UHQEKIIH (cencuc, | Bakuunauust oTKnaabIBaeTCI Ha CpPOK IO

MEHUHIHUT) OJTHOTO Mec41a IOCIIE BhI3TOPOBICHHUS

Ob6ocTperne XpOHHYECKHX 3a00/IeBaHUM BakuuHauus npoBOAKUTCS MOCE JOCTUXEHHUS

HEKOHTPOJIHPYEMBIE
Iporpeccupylolnas sHiedatonaTHs

cyaoporu,

peMuccud, B TOM uucle Ha  (oHe
OJICP KUBAOIIETO JICICHHUS
Hecrabunpuple unu  mporpeccupyromue | Bakuunanus OTKJIa/IbIBAETCs JI0
HEBPOJIOTHUECKHE paccTpoiCTRa, | cTaOMIIN3AMA COCTOSIHMS, B TOM HYHCIE Ha

(I)OHC MOJACPXKUBAKOIICIO JICUHCHU A

[Tpuem CTEPOHJIOB, IPOBEICHHE
[IPOTUBOOIIYXOJIEBOM XHMOTCpANUH, IMPHEM
IIUTOCTAaTHKOB YUITH OMONMOTHIeCKUX

npenaparos, NOAABIIAIOIIUX KITHOYCBBIC 3BCHBS
HMMYHHOT'O OTBCTA

BakuuHanmio 0TKIaIbIBaIOT HA BpeMs ITpreMa
JICKapCTBEHHBIX MPEMaparoB

l Hanomunaem! [Ipomugonokasanusn K 6aKUUHAUUU, 4 MAKIHCE

nepuoo, k0204 oeiicmeyem nPOMUEONOKA3AHUE K 6AKUUHAUUU

onpeodensaem moavko epay!

IIpoTBonoKa3aHus K ucnoab3oBanuio Bakiuuabl Cecolin® (Iexoaun):
Hanwune noBBIIIEHHOW YYBCTBUTENBHOCTH K JHOOOMY KOMIIOHEHTY

BaKIIMHEI.




PazguTue TSKEION aliepruueckod peakiuy Iocjie BBEASHUsS 1035l
BaKI[UHHI. ' -

BepeMeHHOCTh, HEPUO TAKTAMA’®

C OCTOPOXKHOCTBIO TIIPUMEHSATh y JHUIl C TPOMOOLMTOMEHHEN WK
MH00BIMU QYHKIIMOHATBHBIMA HAPYIIEHUAMU CBEPTHIBAEMOCTH KPOBH.

Octpoe muxopaaouHoe COCTOsIHAE (BPEMEHHOE IIPOTHBOIIOKA3aHHE).

Hanuuue cy6deOpmibHON TeMmieparypsl Tena U MHGEKLHH BEPXHHX
AbIXaTeNIbHBIX MyTeH JIErKOW CcTerneHu — He SBIMI0TCAd aOCONIIOTHBIMH
MPOTUBONOKA3aHUSAMHU K BaKL[MHALMH.

»  Moryr au BakuuHbl nporus BIIY-undexknun BbI3BaTH
HeskeJaTeJbHble peakuun?

Kak u pyrve BakKI[MHBI U JIeKapcTBa, BaklMHbLI IIpoTuB BITY-undexuuu
MOI'YT BBI3BaTh HEXeEJIATeJIbHBIE peakluu, Takue KaKk OOJe3HEHHOCTD,
NOKpaCHEHHEe W/WJIH TPHUIYXJOCTh B MECTE UHBEKLUH, TOJOBHYIO 0O/ UIIU
NerKyro Juxopagky. OHU OOBIYHO JJIATCSA OT HECKOJIBKHUX YacOB J0 TpeX IHEHN
1 TIPOXOAAT OECCIETHO.

Pa3puTHe CHHKOMANBbHBIX COCTOSHHMHM (OOMOpPOKa) BO3MOXKHO IIOCHE
mo0OH UHBEKIKUU. DTO 4Yalle BCTPEeYaeTcsl Yy MOAPOCTKOB, OCOOEHHO Korua
BaKI[MHAIMIO MPOBOAAT B I'pyiirie AeTed, Hampumep, B LIKONE. DTa peakuus
BBI3BAaHA CTPECCOM U BECTIOKOMCTBOM, a HE CaMol BaKL[MHOA.

B peakux ciaydasx MOTYT pa3BUBaThCsl CEpPhE3HBIE allJlepruieckue
peaKkiMu ¢ 3aTpyJHEeHUEeM JbIxaHud (aHaQUIaKTUUECKUH 1IO0K), KOTOpbie
BO3HUKAIOT B OJiMOKaiillivie MUHYTHI NIOCJI€ BaKIIMHALMY.

B kauecmee  mepwvt  npedocmoposcrocmu  auyam,
npoxooawUM 100y10 AKYUHAYUIO, cledyem OCMAmbCA 6
opeanuzayuu 30pasooxpanenus Ha 30 munym nocne
sakuyunayuu.  Ecau  uenoeex  uyscmeyem — nezkoe
20/106OKPYHCEHUE, UIU eMy MPYOHO OblUiamb, OH OO0AMHCEH
cooouums 006 3MoM MEOUUUHCKOMY DAOOMHUKY, KOMOPbIii
o0yuen memooam Jle4eHUs O0OMOPOKO8 U QN1ePUYECKUX
peakyuil.
% C Hauana npumenenus eaxyun npomug BIIY-ungexyuu ¢ 2006
200y - 6 mupe bvino npueumo bonee 100 mMunnuonos yenoeex, UCNONL30BAHO
bonee 270 MUNLTUOHOE 003 BAKYUH, YIMO NOOMBEEPICOAen UX XOPOULULL npoduns
bezonacrocmu.

3 CneumansHeIX HCCNEfOBaHUE He APOBOMMIOCH. B ToXe BpeMsi upe3BbIYAHHO OTPAHMHYEHHBIE
JaHHBIE MOKa3bIBAlOT, YTO He3amsiaHupoBanHas Bakuunaums Cecolin® (Llexonuuom) B nepuon

6epeMeHHOCTI/I HE BbI3LIBAET KAKHUX-NTMOO0 OTKJIOHEHHH B Huecxone 66[)CMCHHOCTI/I H B COCTOAHHU
HOBOPOXKXAEHHOTI'O.
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[Mocne npumenenns Cecolin® (Ilexosun) MoryT HaGmoxaTHCS
CleIyIolIe peakIuu:
e Yacro (1-9% npuBUTHIX) —
CHCTEMHEIE: YCTaJOCTh, TOUIHOTA, PBOTA U zmapeﬂ roJIOBHasi OONb U
TOJIOBOKPY>KEHHE, MUAJITHs], KallleJib;
MECTHBIE: YIUIOTHEHHUE, OTeK, 3y, HOKpaCHeHHe B MECTE BBEICHUS
BaKLIMHBI.
e Heuacro (0,1-0,9% npuBUTHIX) —
CHCTEMHBIC: T'OJIOBOKPYKEHHUE, 3y[, CHIIlb U aJUICPrUHUECKUil AepMaTHur,
ajnepruyeckas peaxkius odmas (runepuUyBCTBUTENBLHOCTD);
MECTHBIE: TUCKOMGMOPT U ChIllb B MECTE BBEICHUS BAKLIMHBI.
 Kaxux-nubo yxazauuii, omauuarowux eaxkyuny Cecolin®
(Llekonun) om Opy2ux 6aKyuH € OMHOUIEHUU pPA3ZEUMUs
HedlceNamenbHbiX NOCMEAKYUHANbHBIX peaxkyuii, He
YCMAHO81eHO.
% bonvuuncmeo uz nepeuucieHnvix eviiie peaKyuti 461310mcs
JIe2KUMU UWIU YMePEHHbIMU.

> BaskHble COBETBI [IJIsi poauTeIeid.

v' Ecimm y pebeHka, MOAJIEKAIIEr0 BaKIMHALMH, €CTh aJlieprus,
coobuuTe 00 3TOM Bpauy 0 NPOBeAEHHUs] BaKLIMHALIUY.

V' Qb6s3arebHO ClIEAYET OCTAThCsA B OpraHU3aliy 31paBOOXpaHEeHHUS
WJIK B MEJULIMHCKOM OJIOKE LIKOJBI (OKOJI0 MEIUIIMHCKOTO KaOHWHETa IIKOJIbI)
Ha 30 MUHYT IOC/Ie BBEJAEHMs BAaKIMHBI, YTOOBI MEAMIIMHCKKE PAaOOTHUKU
MOTJIM HaOJIIO/IaTh 3a BaKIMHUPOBAHHBIM M ONIEPATUBHO OTPEearupoBarhb, €CJin
BO3HUKHET OOMOPOK WJIU aJlIepruuecKas peakius.

v' Tlocime BakUMHAOHH MOXHO OXHJAATh pPa3BUTHS OOBIUHBIX
MECTHBIX peakiuii (TToOKpacHeHHE UM OOJIE3HEHHOCTh B MECTE HHBEKLUM), A
TAK)XK€ JINXOPAAKK HWJIM OLUYIICHHUS JIOMOTHI B Tene. YCHOKoiTe pebeHKa,
CK&)XUTE €My, YTO OTH peakUuu SBISIIOTCS  PACHPOCTPAHCHHBLIMH,
HeCcepbe3HbIMU U MPOHIYT uepe3 1-3 qHs 6e3 cnena.

v Coobunre 0 JHOOBIX HEXKEIATeNbHBIX MPOSBICHUSAX MOCIE
MPUBUBKU CBOEMY Bpauy.

»  Moxer au Bakiuda npotus BIIU Bwi3Bars BITYU-undexuuro
WU paK wmeiiku MaTku?

Her!  Bakumuet  nporuB  BIIY-uHdexnuu  He  comepxKar
KHU3HECTOCOOHOTo OHoNIornUeckoro Marepuana unu supycHoi JJHK, mostomy
OHH He MOTYT IPUBOAMTH K MH(OHUIIMPOBAHHIO W BHI3BIBaTh pazBurue BITY-
uHexuuu uim PIIIM.
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Bak1uHbl cogepikat otaeabHbie 0eKl BUpYyca, KOTOPbie MPU MONaJaHHuu
B OPraHu3M aKTUBHPYIOT HMMYHMTET M NPHUBOJAT K BblpaOOTKe aHTHUTel,
KOTOpBIe HampaBneHsl Ha 6oproOy ¢ BITY.

»  Moxer au Bakuunaa npotus BIIY-undexnnn nopauars Ha
penpoayKTHBHYIO (PYHKIMIO sKeHINHH?

Het! Bakunna npotus BIIY He BiMsgeT Ha penpoayKTUBHYIO (DYHKIHIO
KEHILMH W HUKaK HE MOXET BbI3BaTb Oecriiogue. DTO  JI0KazaHO
MHOTOJIETHUMM KJIMHUYECKHMM HCCJIEJOBAaHUAMH B CTP@HAX MUPA, KOTOpbIE
y’K€ IaBHO BHEAPHJM BaKLUMHALMIO. becrionue nociie BakUMHALUKA IIPOTHB
BITY He umeeT HU OHOrO KJIIMHUYECKH AOKa3aHHOIO (akTa.

»  HUmerorcst au kakue-anb0 JaHHbIE, YKA3bIBAIOLIHE HA TO, YTO
BAKIMHALMS BbI3LIBAET ayTU3M?

Het! B X016 MHOrOYMCIEHHBIX UCCIIENOBAaHHUM M3yyanach CBSI3b MEKIY
BaKLMHALME! U ayTU3MOM, OJHAKO HUKAKOW CBA3M He ObLIO OOHapyxkeHo.
Pesynerarel ucciieqoBaHUN MOKa3alld, YTO ayTU3M Y MIIAIeHIIeB, POXKICHHEIX
MarepsAMH, KoTopele noayuunun BIIY-BakiuHy, BO3HHMKAeT He dUalle, 4yeM y
MJIaJICHLIEB MaTepeii, KOTOpPhIE HE MOJTYUHIH BaKIHHY.

»  Bbyaer au aknuunauus nporus BITY- m{q)emmn 3pdexTHBHA
y TeX, KTO y’e CCKCYaJbHO AaKTHBEeH?

CornacHo HccheoBaHusAM, Jaxe e€clu Yy TMOAPOCTKA Yyke Obin
CEKCyaJIbHbIH KOHTAKT, BaKLIMHALMS BCE paBHO 3(PQeKTUBHA.

CywectByer Ooniee aAByxcoT pasHbix BHUAoB BITYU. Ecnu y nauuenTa
OOHapYXXWJIM OJUH M3 HUX — OTO HE rapaHTHPYET, UYTO B OyaylieM He
POU30UIET 3apakeHHe IPYTUM TUIIOM.

Bakuunel nporus BITY-uH(peknun MyIbTHBAICHTHBIE U 3aIMUIIAIOT OT
HECKOJIBKUX THUIIOB BUpYycCa MAKUIUIOMBI YenoBeka. B ciyyae uHGumpoBaHus
oguuM u3 tunoB BIIY, Bxomsmum B cocTaB BakUWHBL, HMMYHHTET
copmupyeTcs K OCTanbHbIM BapuaHTam. Kpome Toro, noATBep kaAeH Mpouece
(popMHpOBaHUs MEPCKPECTHO 3ALUTHI K APYTUM THIIAM BHUpYycCa.

Cnenyer NMoHMMaTh, YTO BakKLMHA 3alIUIAET OT T€X THUIIOB BUpYCa,
KOTOPBIMH TALMEHT HEe MHOUUUPOBAH B HACTOSAIIMH MOMEHT, BaKLUHBLI HE
UCIOJIL3YIOT 71 JIeUeHUs yxKe uMmerouleiicst y mauuvenra BITY-undexuun unu
neyeHus ceazadHoi ¢ BITY 6onesnu.

o Ymobwst nonyuumes MaKcumManvbHyIo noib3y om 6aKYUHbL, ayHuLe
6cezo0 coenamov NPUEUBKY 00 HAYA1A NOJI06OT HCUSHU.

»  Caenyer ;in npuBUBaTh MAJIbYUKOB 0T BITU-nndexuun?
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[IpuopurteTHoii LieJbiO MporpamMM BakuHaUH npotuB BITY-undexunn
apiserca npodmiaktuka PIIM, HO BaKIMHAIMSA MAJIBUUKOB TaKXKe J1aeT
JOTIOJIHUTEIIbHBIE [IPEUMYLIECTBA.

Xota PIIIM sBnsercss Haubonee paclpoOCTpaHEHHBIM 3a00JIe€BaHUEM,
BEI3EIBaeMBEIM BITY, MHQHUIIMPOBaHKE 3TH BUPYCOM TAK)KE MOXKET BEI3BATh PaK
[IOJIOBOTO YJIEHAa, aHyca, TOJIOBBl U IIE€W MU CTaThb IPUYUHON MOABICHUA
F€HUTAbHBIX 00PONABOK, IIOITOMY MAJIBUUKH TAK)XKE MOTYT [IOJTYYHUTb MOJIb3Y
OT BaKLIMHALMU.

BakuuHauus MajJbuUKOB 3alUILAET UX OT IeHHTaNIbHbIX O0PO/aBOK H,
10 KpaliHe Mepe, OT ogHoro ceasanHoro ¢ BITY paka, nopaxaroiero My>X4uH
(B 3aBMCHMOCTH OT UCTOJb3YE€MOM BaKIIMHBI). BakliMHALMs MaBIMKOB TaKXKe
3alIMIIAET WX TOJIOBBIX MApPTHEPOB, TEM CaMbIM KOCBEHHO IOMOras
npenorspatuth PLIM.

Cample BbICOKHME moOKaszarenn 3apaxkeHuss BIIYU nabmomatorcs cpenu
MYX4UH, TPAKTHKYOLINX CEKC C MyKUYMHAMH, OCOOEHHO Cpeix TeX, KTO TaKxKe
uHunuposad BUY.

o B Pecnybonuxe benapyce eaxyunayus manvduxos, 10HOwen u
MYHCUUH B03MOJCHA 3Q CHem COOCMBEHHbIX CPeOCmeé npu
OMCYmCcmeuu NPOMUGONOKA3AHUIL Y KOHKPEMHOU 6AKUUHbL.

OBPATUTE BHUMAHMUE!

v Bakuunsl nporuB BIIY-undexuun Gosee yem Ha 95%
3aMMIAIOT OT 3apaj’KeHHsl BHI3bIBAIOIIUMH paK WIEHKH MATKH THNAMHU
BITY.

v' Bce 3aperumcrpupoBaHHble BakuuHbl nporuB  BIIY
o0ecne4YnBalOT BbICOKUIi ypoBeHb 3amuThl oT BIIY 16 u BIIY 18.

v' B crpaHax, KoTopble BHeIpWIH BakuuHy mporus BITY-
uHpexkUN paHee, Habawxaercsi ObicTpoe H 3HauuMoe (a0 90%)
COKpallleHHe Yucjaa ciaydyaeB HH(peKuuil, NpeApaKkoBbIX 3a00JeBaHUH U
paka meikd MaTkH, U 3a0ojieBaHuii, BbI3BaHHBIX BIIY, y mouaoabix
AKEHIIHH.

v' OcHoBHasi meJb mnporpaMM BakuuHauuu nporus BITY
3aKJII04aeTcsl B 3aIMUTe SKEHIIHH OT paka IMeHKH MAaTKH, KOTOPbIH
siBJisieTcsl HauboJiee pacnpocTPaHEHHbIM 3a00/1eBaHHEM, BbI3bIBAEMbIM
BIIY.

v' Bakuuna npegorBpamaer 3apaxenune BITU-undexnueii, a He
«IIPOTOHSIET» YiKe 3aceIMBINHUiicS BHPYC HJIH JIEYHT y:Ke BO3HHKIIee
3a0oJieBaHUe, I03TOMY IPHMBUBATH JAeTeil U NMOJAPOCTKOB, B Hjeajie — 10
N0JIOBOT0 Ae00Ta, Haubosee 3P PpeKTHBHO.
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v' Bakuuuer nporus BITU-undexuun He MOryT mpuBoAuThH K
UHUUUPOBAHUIO U BbI3biBaTh pa3Butue BIIY-nndexunun unam kak
CJIeACTBHE - PaK LHIEHKH ‘MATKM.

v Bakuunsi npotuB BIIY-unH(exknun He BHI3BIBAKOT Oecruioaune.

v Baknunamusa unporus BIIY-undexkumu no pacueTHbIM
AAHHBIM [O0JDKHAQ mpedoTBpatuth B ciaenywmue 100 jer Gosee 45
MHJJIMOHOB cMepTeil.

4 Mb1 MozkeM 1100eaMTh pak meiiku MaTku! 310poBbe J0uepeii B
HAIIUX pykax!
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BOIIPOCHI 1 OTBETHI O BAKIIMHALINU
INPOTUB BITY-UHOEKIINUN.
HOJIE3HASI THOOPMALIUSA 51 JEBOUYEK-IIOAPOCTKOB.
JAIIIUTHU CEBA OT BIIY!

Pak meliky MaTKH — 3TO 3JIOKQYECTBEHHAs OIYXOJIb LIEHKU MAaTKH,
KOTOpast BEI3bIBAETCS BUPYCOM manuijioMsl yesnoseka (BITY).

Oto Tskes0e 3aboneBanue. Kaxnapie n18a g B benapycu 3abonesaet
PaKOM IIEeWKH MaTKU TSATh KEHIINH, U KQX BN IEHb OT 3TOH O0JIE3HN YMUPAET
OJlHA JKEHIIIUHA.

Kak npoucxonut 3apaxenne BIU? Bupyc manmuioMmsl yelloBeKa
OYEHb PaCIpPOCTPAHEH U, KOTZIa THl CTAHEIIh B3POCIION, OH MOXKET IepeNarbes
TeOe MpU MOJOBOM KOHTAKTE C YEJIOBEKOM, KOTOPBIA yXKe 3apaXeH 3THM
BUPYCOM, JIUOO THI MOXELIb 3apa3sUThC 4epe3 IMOBPEXKIACHUS HA KOXKE H
CJIU3UCTHIX.

8 13 10 My>XYMH WJIM JKEHIIMH B KAKOH-TO MOMEHT CBOEH KU3HK OyayT
MH(QUIUPOBAHBI OHUM WJIM HECKOJbKUMH Tunamu BITY.

OObIYHO JTIOAM AaKe He 3HAIOT, YTO OHU UH(PUIIMPOBAHBI BUPYCOM. Eciu
y 4eJoBeKa CHJIbHAs HMMYHHAsl CHUCTeMa, TO OHa YObeT BUpYC, HO He BCETAa
UMMYHUTET CIIOCOOEH CIIPABUTHCS C BUPYCOM.

IMosToMy Tak BaXHO MOMOYb CBOeMY HMMMYHHTETY H cIeJaTh
BaknuHauuw nporuB BIIY-undexnun, koropas YyMeHbIIaeT PHCK
pa3sBUTHS paka LIelKH MaTKH OoJjiee 4eM Ha 70%.

Bakuuna npotus BIIY-uHdpekunyu 3amuTur Te0S OT ABYX CaMBIX
onacHbix THOB BITY — 16 1 18. Ho oHa He cMOXeT 3alUTUTD TeOs OT APYTUX
TUIIOB, IO3TOMY, KOT/Ia Thl CTAHELb B3POCIION, KaK Ka)KAas KEHIUHA, 10JDKHA
Oyzells peryssipHO Mocearb F’MHeKoI0ra U MpOXoAnuTh 00CiIeI0BaHHE.

Koria uyxHo nenats npuBuBku oT BIIU-undexuun? Kaxnon
aeBouke 10 15 neT Hy)xHO crenarh npuBUBKY OoT BITY-unpexuyu.

JIig HaruTydInei 3aiuThl HOTpedyeTes cllesaTh Ba YKOJIa C HHTEPBAIOM
B 6 MecsIIeB.

[Tepen npuBHBKOM MeTUIIMHCKIH PaOOTHHK MOJIYYH COIIACUE OJHOTO U3
TBOUX POAMTENICH Ha ee MpoBeleHre. Bakmuanno MOXXHO CAENATh B LIKOJIE






