WHCTPYKLUS MO MEAULIMHCKOMY NMPUMEHEHWIO H[] PB
LLEPBAPUKC™ /CERVARIX™ 6558 -201 7
(BakuuHa pekoM6uHaHTHaA aacopbupoBaHHas
NPOTUB BUPYCa NanunnoMbl YenoBeka, Coaepxauias anbLioBaHT AS04).

NexapcTBeHHas hopMa: CycrneHsusi ANa BHyTpUMbILLeyHoro eaefeHus 0,5 mn— 1 gosa.

Liepeapukc™ — BakuvHa NPOTUB BUPYCa NanunIoMbl YenoBeka, npeAcTaenswouias coboi
CMeCb BUPYCONOAOBHBIX YacTUL, peKOMBUHAHTHBIX NOBEPXHOCTHbIX Genkos BMY Tunos 16 u
18, AencTBUE KOTOPLIX YCUINEHO C MOMOLLbIO aAbloBaHTHON cucTeMbl AS04.

L1 6enku BMY-16 n BMY-18 nonyyeHsl C UCNONb30OBaHUEM PeKOMBUHAHTHBIX 6aKynosupycoB
BMY-16 u BM4Y-18 Ha kynbType knetok Trichoplusia ni (Hi-5 Rix4446). AS04 cocTouT u3
anoMuHus rugpokeuga u 3-O-gesaumn-4'-moHogocdopunnunuaga A (MON).

COCTAB

OpaHa po3a eakuuHel (0,5 Mn) cogepxuT:

AKmueHble KOMMoHeHmbI: L1 nporeuH Bupyca nanunnombl 4denoseka Ttuna 16 (BlMY-
16L.1) — 20 mxr; L1 npoTeuH Bupyca nanunnomel Yenosexa tuna 18 (BM4Y-18L1) — 20 mxr.
BcnomozamensHble egewecmea: 3-O-pesauun-4'-morHodochopunnunug A— 50 Mkr,
anoMuHus rmgpokeua — 0,5 Mr, HaTpus xnopug — 4,4 Mr, Hatpus aurugpodocdara

aurngpar — 0,624 mr, Boga pns nHbekuni — go 0,5 mn.

COI'JIACOBAHO
OMWUCAHUE MUHVCTEPCTBOM 3[IPABOOXPAHEHUS

MyTHbBIR pacTBOpP Mnocre BCTPAXUBAHUSA, Npu mmam%w lpaassl? EC%IQVW BEIARSSEP6enbiin

HHUCT pPcTBaA 3}IpaBOOXpaHeHHH
0CafioK U BeCLBETHYIO XUAKOCTD. Pecny6nauxku Benapycs

or «_i» of 2OL£P.N_' ozy
KIC N 14 or Lt 4L 20/

DAPMAKOTEPANEBTUYECKAA NPYMNA

BakuuHbl  Ana  npodunakTuku BmpyéHblx WHdpekumin. BakuuHa ana  npodunakTMku
3abonesaHuii, Bbi3biBaEMbIX BUPYCOM NANUNNOMbI YernoBekKa.

Kog ATX: JO7BMO2.

®APMAKONOM’MYECKUE CBOUCTBA

MexaHu3m delicmeus

LUepsapukc™ npeactasnseTr cobod afblOBaHTHYIO HEUHMEKLIMOHHYIO PEKOMBUHAHTHYHO
BaKUWHYy, TNPOU3BEAEHHYI0 Ha OCHOBE BbICOKOOUMLLEHHbIX BUPYCONOAOOHBLIX YacTuy
ocHoBHoro L1 Genka o60MnoyukM BUPYCOB NanuUnnoMbl YenoBeka OHKOreHHbIX Tunos 16 u 18.
Tak Kkak BupyconodobHble 4YacTuubli He copepxaTr supycHod [HK, oHM He wMoryT
UHPUUMPOBATbL KNETKW, Bbi3biBaTb UMM BocnpoussoauTs 3abonesaHue. VMccnenosaHusa Ha



XMBOTHBIX NPOAEMOHCTpUpoBanu, 4to addektusHocTs L1 BMY BakuuH Bt-l%ﬁr@doﬁ
cTeneHu obycrioBneHa pa3suUTUEM rymopansHoro UMMyHHOro OTBeTa. 6 5 5 8 - 2 Q 1 7
CuuTaeTcs, 4YTO BUPYCbl nanunnomel deroseka 16 u 18 TuNoB OTBETCTBEHHbI 3a
BO3HUKHOBEHME okorno 70 % cnyyaeB paka weiku matku, 90% cnyyaeB paka aHanbHOro
kaHana, 70% cnyyaes Bbi3BaHHoW BMY wuHTpasnuTenuanbHOWM Heonnasuu ByNbBbl U
BNaranuila BbICOKOW cTeneHn W 78% cryyaes BbidBaHHoi BlMY wuHTpasnutenuanbHow
Heonnasuu aHanbHoro kaHana (AIN 2/3) BbICOKOW CTENEeHMU.

DOpyrue oHkoreHHbie TUNbl BMY Takke MOryT Bbi3biBaTb aHOreHWTanbHbi pak (okono 30%).
BMY 45, -31 u -33 ABNAOTCA TPeMsA Haubonee YacTbiMUM HEBaKUWHHbIMKM Tunamu BlY,
KOTOpble OBGHapYXMBAKOTCA B MNMOCKOKNETOMHOW KapuuHoMe Lwewnku mMatkm (12,1%) wu
apeHokapuuHome (8,5 %).

TepMUH «nNpeapakoBble aHOreHWTanbHbIe MOPAXKEHUA», WUCMNONbL3YIOWUACA B pasgene
«[MokaszaHWa», 03HaYaeT UHTPa3NUTENUANbHYK HEONNAa3UIo LLENKU MaTKW BbICOKOW CTEneHu
(CIN2/3), uHTpasnuTenuanbHyld HEONnasu BynbBbl Bbicokor cTeneHn (VIN2/3),
UHTPpAsnNUTENuManbHylO  Heonnasuw  Braranuuwa Bbicoko  ctenenn  (ValN2/3)  wu
WHTPa3anuUTeNuanbHy0 HEONNAa3nI0 aHanbHOro kaHana seicokon creneHu (AIN 2/3)
Knunudeckue uccnedosaHusi

KnuHunyeckas adhdeKTUBHOCTS V XeHLWWH B Bo3pacTte 15-25 net

3ddexTuHocTb BakumHEl Llepeapukc™ 6bina oLeHeHa B ABYX KOHTPONUPYEMbIX [ABONAHBIX
cnenbix PaHAOMU3UPOBAHHBIX KIMHUYECKUX uccneposaHusax dasei I u lll, sBknovasLumx
19 778 xeHwuH B BospacTe 15-25 ner.
Uccneposanune dasei Il (uccnegoeanue 001/007) BKAYANO TONbKO KEHLUUH, KOTOPbIE
oTBeYanu Cnegyowmm KpUTEPUAM:

- otcyTeTeune OHK oHkoreHHbix Tunoe BMY 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66 u

68;

- cepoHeraTuBHoCTL kK BMY-16 n BMN4Y-18 u

- UMTONOru4eckue nokasarenun B HopMe.
OcHOBHbIM nokasaTenem 3 deKTUBHOCTU SBNANCA cnyyai uHduumposaHusa BMY-16 n (unu)
BM4Y-18. B «kadectBe pononHUTenbHOro nokasartensa 3d@EeKTUBHOCTU oOleHuBanach
WHpeKLUA, NepcucTUpyoLas B TeyeHue 12 mecsaues.
Uccneposanne ¢aswl Il (nccnegosaHve 008) Bkniovano xeHwuH 6e3 npeaBapuTenbHOro
onpegeneHus Hanuuusa uHgekumn BMNY, T.6. HE3aBUCUMO OT UCXOOHOW LIATOMOMUAU, a Takke
ceponoruyeckoro u [HK-ctatyca no oTHoweHuto k BIMMY Ha MOMEHT BKNIOYEHUA B
uccnenoeaHue.
OcHoBHbIM nokasaTenem 3ddekTuesHocTu Bbina CIN2 +, ceAsanHas ¢ BMY-16 u (unu) BMY-
18 (BMY-16/18). CIN2/3- n ageHokapLumHoMa wWweinku MaTky in situ (AIS) Gbinu ucnonb3osaHsbl
B KNUHUYECKUX UCCMEe[0BaHUNAX KaK CypporaTHble MapKepbl paka Wenuku MaTKu.
JononHutensHble NokasaTenu 3dEKTUBHOCTU BKMNOYanu uHMEKLMIO, NEepCUCTUPYIOLLYIO B
TeveHue 6 u 12 mecsues. COTJTACOBAHO
O e
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MHCbeKLU/Iﬂ, nepcucTupytoasa B TedeHue He MeHee 6 MecsLueB, TaKkke HBHHGTW% biM

6558 -2017

MNpodunakTuyeckas 3bDdEKTUBHOCTE B_OTHOWEHUW WHdbekumu BMY-16/18 y nonynsaumu,

MapKepOM paKa LUeiKu MaTKy Yy eHLLUuH B BospacTe ¢ 15 go 25 ner.

paHee HeuHULUMPOBAHHON OHKOreHHbIMU Tunamu BMNY

B xoae uccneposaxuns 001 6biny BakuuHuposarsl 1113 xeHWuH, 1 3pHEKTUBHOCTL BaKLMHbI
oueHuBanach B TeyeHue 27 mecsaues. YacTb xeHwuH (N=776), BaKUMHUPOBAHHLIX B XOAe
uccneposarusa 001, Habnoganucs B uccrnegosanun 007 B TedeHue 6,4 net (NpUGNU3UTENBHO
77 MecsLeB) nocne nony4eHus nepsoit fo3bi (CPeAHWiA nepuog nocnegyrowiero HabnoaeHus
— 5,9 neT). B KOHTponbHON rpynne 6o BbIABNEHO NATb crydaes MHdekuun BMN4Y-16/18 (4
BMY-16; 1 BlMY-18), nepcuctupylollein B TeueHue 12 mecaues, W oauH cnyyan BMY-16 B
BaKUMHWUPOBaHHOM rpynne wuccrneposavus 001. B uccneposaHum 007 3dpdhekTUBHOCTD
BakuMHbI Llepsapukc™ B oTHoweHun uHdpekuun BMY-16/18, nepcuctupyiouien B TeveHve 12
MmecsLeB, cocTaBuna 100% (posepuTenbHbli MHTepan 95%: 80,5; 100). Habnoganocs
lecTHaauaTb cnyyaes nepcuctupyowen uHdekuum BlY-16 w nate  cnyvaes
nepcucTupyrowent nHgexuun BMY-18, Bce B KOHTPONBHON rpynne.

B uccneposanum HPV-023 nuua ua 6pasunbckoit koropThl (N=437) uccnegosanua 001/007
Habrofaanucs B TeveHuwe B cpefHeM 8,9 neT (cTaHpapTHoe oTknoHeHue 0,4 roga) nocne
nonyYeHus nepsoil Ao3bl. lMocne 3aBeplueHUs UCCNefoBaHWs He Habmofanoch crny4yaes
UHDEKUMM UMW TUCTONATOMNOMMYECKUX WM3MEHEHW, cBsidaHHblx ¢ BM4Y-16 wnu Br4-18 B
BaKUMHWPOBaHHOW rpynne uccrniegosaHus HPV-023. B rpynne nnaue6o Habniopanoch 4
cnyyas uHMeKUMU, nepcucTupyrolleid B TeueHue 6 Mecaues, M 1 cryvan uHdekuuu,
nepcuctTupylowein B TeyeHue 12 mecsues. WccrneposaHue He ObiNo HanpaeneHo Ha
LEMOHCTPALMIO PasHULbl MeXay BakUMHUPOBaHHOW rpynnoi u rpynnoi nnauebo B
OTHOLLEHUM faHHbIX NokasaTtenen 3pPEKTUBHOCTHU.

Mpodunakruyeckas 3dbhdheKTUBHOCTL npoTuB BM4-16/18 y XEHLLUH, paHee

HeuHduuupoBaHHbIx BMY-16 u (unu) BMNY-18

B uccrnepoeaHuu HPV-008 nepsuuHbil aHanu3 3d@eKTUBHOCTU BbIMNOMHANCA Y KOropTbl
cornacHo npotokony (KCI: eHWwuHbl, nonyyYvBluMe 3 [03bl BaKUMHbLI, C OTpULaTENbHOW
ceponorveit u OHK B Mecsue 0 u oTpuuaTtenbHbiM pesynstatoMm no AHK ana tunos BIMY,
paccMaTpUBaEMbIX B Xofe aHanusa, B Mecsue 6). [laHHas KoropTa BKMOYana XEeHLWMH C
HOPManbHON LMTONOrMEN WM UIMEHEHUSMU HU3KOW CTENEeHW Ha MOMEHT BK/IOYEHUS B
UccrnefoBaHWe U UCKNYana XeHWUH C LUMTOMNOMMYECKUMN U3MEHEHUAMU BbICOKOW CTeneHu
(0,5% o6weit nonynsauuu). OTcuéT cnydaes ansa KCI1 Havanca co gHA 1 nocne nonyyYeHua
TpeTben [03bl BaKLMHDI.

B uenoM, 74% XeHLLUWH, BKMIOYEHHbIX B UCCriefoBaHue, Obinv paHee He uHduumposaHbl BMY-
16 v BlN4Y-18 (1.e. 6binu cepoHeraTusHbl U [JHK-HeraTueHbI).

B wuccriegoBaHun HPV-008 6binu npoBegeHbi ABa aHanusa: CoObITUWAHBLIA  aHanus,

BbinonHseMblt B koropte KCI, koraa BbisiBneHo He meHee 36 cniyqaeB CIN2+, CBA3AHHbIX C

COT'JTACOBAHO |
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BlMY-16/18, u aHanus B KOHUe UCCNEeRoBaHUS. 6 5 5 8 ™ 2 B 1 7
OdbdheKTUBHOCTL BaKUMHbI MO OCHOBHOMY nokasatenio 3addpextusHocTM CIN2+ B KOHUe
uccnenosaHUs npeactaeneHa B Tabnuue 1. B gononHWTenbHOM aHanuse olueHusanach
addeKTuBHOCTb BakumHbl Liepsapukc™ npotus CIN3+, ceszaxHon ¢ BMNY-16/18.

Tabnuya 1: A¢hgpexkmueHOoCMb €aKYUHLI NPOMUE NOpPaXxKeHUl wWeluKu Mamku

8bICOKOU cmeneHu, cesizaHHbIx ¢ BI14-16/18 (KCI) COI'JTACOBAHO

MUHUCTEPCTBOM SI[PABO()XP‘AHEHHH
PECITYBIIMKI BEJAPYCH

TTPIRT MITTTTe ™ 3/(PABOOXPANEH KA
Kcnw PocnyGuinen Bernpycn
AHanu3 B KoHUe uccnegosaHus®
Nokaszatenn % 3¢hcheKTMBHOCTH
3¢ heKTUBHOCTH (AoBepuTenbHbLIW UHTEPBanN
Brn4-16/18 Liepeapukc™| KoHTponb (AN): 95%)
(N =7338) (N = 7305)
n® n
CIN2+ 5 97 94,9% (87,7;98,4)
CIN3+ 2 24 91,7% (66,6;99,1)

N = KONUYECTBO XEHLUWH B KaXaoMn rpynne

N = KONWYECTBO Criy4yaes

(' KCM: BKMOYAET XEHLLUMH, NONySUBWLMX 3 003bl BAKUMHBI, CEPOHEraTUBHbLIX U
[OHK-HeratusHbix B Mecsaue 0 u JHK-HeratusHbIX K cooTBETCTBYIOWMM TUNam BMY
(BMNY-16 unu BlN4Y-18) B MecsiLe 6.

@ Bkritovas 4 cniydas CIN2+ u 2 cnyyaa CIN3+, roe 6biny yCTaHOBMEHbI
NopaxeHus Opyroro oHkoreHHoro Tuna B4, cosMmecTHO ¢ nopaxexHuamu BMN4-16
unu BMY-18. 3Tu cny4am uckno4anucs U3 aHanuaa oueHku Tuna BrMY (oM. Huxe).
©) CpenHuin nepuop HabnoaeHust — 40 mecsiLes nocne aossl 3.

B cobbituitHoM ananuse addekTuBHocTs cocTaBuna 92,9% (OW 96,1%: 79,9;98,3) npotus
CIN2+ un 80% (OU 96,1%: 0,3;98,1) npotus CIN3+. [Momumo 3Toro, ovpenbHo 6wina
NPOAEMOHCTPUPOBAHA CTATUCTUYECKU 3HauUMMas 3PdEeKTUBHOCTb BakuuHbl npotus CIN2+,
cesA3aHHon ¢ BMY-16 n BMN4-18.
AanbHerwunin aHanua cny4aes Heckonbkux Tunoe BMY skntoyan Tunel BIMY, onpenenéHHbie ¢
MOMOLLbI0O nNonumepasHon uenHow peakuyuun (MUP) xotAa OBl B oAHOM U3  ABYyX
npeaocTasneHHbiX 06pa3yos LUTONOrUKU, B JOMONHEHUE K TUNaM, BbISBNEHHBLIM B NOPaXKEHUU,
C uenbto onpegeneHns tuna (tunos) B4, sbizBaswux nopaxeHue (BbigeneHue tuna BIMY).
HaHHbit post-hoc aHanus ucknovan cnyvau (B BakUMHUPOBAHHOW U KOHTPONbHOW rpynnax),
KOTOpblE HE CYUATANUCh MNPUYUHHO CBSI3aHHbIMU C UHdekumamu BlMY-16 wnu BMY-18,
npuoBpeTeHHbIMU BO BPEMS UCCNEef0BaHUNA.
Ha ocHoBaHuu post-hoc aHanusa BbiseneHus Ttuna BlY, B pesynbTate aHanusa,
nposenéHHOro B KOHLUe uccrieqoBaHus, 6ein ycraHosneH 1 cnyyan CIN2+ B BakKUUHUPOBaHHON
rpynne no CpaBHEHW0 ¢ 82 cnyvyasiMu B KOHTponbHOW rpynne (adpdekTusHocte 98,9% (O
95%: 93,8;100)), a Takke otcytctBue cnydaes CIN3+ B BakuMHWpOBaHHOW rpynne u 22
cny4yast B KOHTponbHon rpynne (addexkrusHocts 100% (AU 95%: 81,8;100)).
CobbiTuiHBIA aHanu3 nokasan adgdekTMBHOCTb BakumHbl B koropTe KCIM npotus CIN1,
cBA3aHHoW ¢ BMY 16/18, pasHyto 94,1% (O 96,1%: 83,4,98,5). SddpeKTUBHOCTL BaKUUHbI B
koropte KCM npotus CIN1+, cBsizaHHoi ¢ BMY 16/18, coctasuna 91,7% (AU 96,1%:
4
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82,4;96,7). CornacHo aHanmy, npoBeféHHOMY B KOHLE uccrnenoBanus, 3deKTUBHOCTD
BakuuHbl B koropTe KCIM npoTtus CIN1, cessanHou ¢ BMY 16/18, coctasuna 92,8% (O 95%:
87,1,96,4).

AHanus B KOHUe uccneaoBaHus Boiseun 2 cnydas VIN2+ unu VaiN2+, cesasaHHbix ¢ BMY-16
unu BMY-18, B rpynne BakumMHauum u 7 crnyd4aeB B KOHTpornbHoW rpynne B koropte KCIT.
UccneposaHue He BbiNo HaLlENeHOo Ha BbIABNEHUE pa3nuyni Ans AAHHOrO NokasaTtens Mexay
KOHTPOMbHOW rPyNnoun ¥ rpynnow BakuMHaLWK.

A PeKTUBHOCTL BaKLMHBI MO BUPYCONOrMYECKAM MokasaTensam (MHekuus, nepcuctupytouias
B TeueHue 6 u 12 mecsues), ceasaHHbIM ¢ BMM4-16/18, B koropTe KCI1 B KOHUE UccrnenoBaHus,
npusepeHa B Tabnuue 2.

Tabnuya 2: 3¢pgpekmueHOCMb 8aKUUHbI N0 8UPYCOJI02UYECKUM rMOKasamensm,

cesizaHHbIM ¢ BI14-16/18 (KCI) COTJIACOBAHO
KCno I\J./]}ilicl;l‘g[{’](ngg(zfl;t ;?ﬁ%ﬁ;sﬁﬁfy%fmﬁm
AHanu3 B KOHLe uccneqoeanmé?)ma MuynucTepeTBY 3XPABOOXPATIEHAA
Moka3aTtenb 1 Pecenybuihiky Beaapyes
acpcdektuBHocTM |LlepBapukc™| Koutponb |% addbekTUBHOCTH
BMN4-16/18 (N =7338) (N = 7305) (ON: 95%)
n/N n/N
UHdexums,
nepcucTUpyroLlas B 94,3%
TeYeHue 6 mecaues 35/7182 588/7137 (92,0;96,1)
MHdekuus,
nepcucTUpyouas B 92,9%
TeyeHue 12 mecsues 26/7082 354/7038 (89,4:95,4)

N = KONUYECTBO XEHLWH B KAXAOW rpynne
N = KONMUYECTBO Cny4aes

() KCIM: BkNtoYaeT XEeHWMH, NoAYYMBLUMX 3 A03bl BaKLMHbI, CEPOHEraTUBHbLIX U
IOHK-HeratusHbix B mecsue 0 u JHK-HeratnsHbiX K COCOTBETCTBYIOLUM TUMaM
BM4 (BM4Y-16 unu BrNYy-18) B mecsue 6.

(2 CpegHui nepuon Habnogenus — 40 mecaues nocne 4ossl 3.

S hekTUBHOCTE B COBBITUAHOM aHanuse coctasuna 94,3% (OU 96,1%:91,5,96,3) B
OTHOLWIEHUN UHDEKUMKN, nepcucTupyrlled B TedeHue 6 mecsues, n 91,4% (AN 96,1%:
89,4;95,4) B OTHOLWLEHUN UHDEKLMU, NEPCUCTURYIOLLEN B TeYeHne 12 MecsiLies.

QAdbdekTUBHOCTL B OTHOWeHUM BMY-16/18 v xeHwmnH ¢ uHdekunein BMY-16 unu BMNY-18 Ha

MOMEHT BKNMOYEHUA B uccrneaosaHue

HeT cBupeTenscTs 3aWuThl OT 3abonesannit, BbisBaHHbIX TUnamu BINMY, K KOTOPbIM XKeHLUHb
Ha MOMEHT BKMNOYEeHUA B uccnenosaHue Ooinu OHK BlMY-ceponosutusHeiMu. OgHako nuua,
yKe uHduumpoaHHble (OHK BlMY-nonoxutensHbie) ogHUM 13 BakuMHHbIX Tunos BIMY go
BakUMHaLMK, ObiNU 3aliuLLieHbl OT KNUHUYECKUX 3a0oneBanuii, BbidbiBaeMbIX APYrUM TUNOM
BMY BakuuHbI.

AdbdekTuHocTs npotue BMY tuna 16 n 18 y XEeHLUUH, y)xe UMEBLUUX WNU _HEe WUMEBLLUX

UHdekLmMo unu 3aboneeaHue

O6uyan koropTa BakuMHUpoBaHHbIX (OKB) Brtodana Bcex cybbekTos, NoNyyMBLUUX HE MeHee

Of\HON [03bl BaKuWHbl, He3aBucuMo oT cratyca AHK BlMY, uuTonorum u ceponoru4eckoro
5
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cTaTyca Ha aTane BKIOYEHUS. 3Ta KoropTa BKMOYana XeHLUUH, pé%é% U %/IJ‘IM) angm}blz
MOMEHT UMEBLLMX UMK He uMeBLIMX UHdekumio BMNY. OTcyér cnyqaes ans OKB Havancs co
AHA 1 nocne nonyy4eHns nepeow [o3bl.

B OKB nokasatenn 3eKTUBHOCTA HWXE, MOCKOMbKY 3Ta KOropTa BKMOYAET XEeHWMUWH C
UMEBLLUMUCH WHEKLMAMU/MOPAXKEHUSMU, Ha KOTOpble He pacmpocTpaHseTcs AedcTeue
BakuvHbl Llepeapukc™.

OKB npu6n1anTenbHO COOTBETCTBYET OBLLEN NONYNSALMW XeHLWUH B Bo3pacTe 15-25 ner.
OhheKTUBHOCTL BaKLMHBI NPOTUB MOPaXEHWIA WENAKU MaTKK TSHXKENOW CTeneHu, CBA3AHHbIX C
BrNYy-16/18, 8 OKB B KOHUe uccrnegosaHus, npuseaeHa s Tabnuue 3.

Ta6nuya 3: AhgpekmusHOCMb 8aKYUHbI NPpomMue nopaxeHull welku Mamku msixénod

cmeneHu, cesizaHHbIx ¢ BI14-16/18 (OKB)

OKB"
MNoka3aTensb 3¢pPeKTUBHOCTU AHanu3 B KoHue uccnegosaHus®
. ™
BM4-16/18 u?ﬁ B___ag;l;:) :(l\? :Tg;’;;)' % 3 eKTUBHOCTH
n n (BA: 95%)
CIN2+ 90 228 60,7% (49,6;69,5)
CIN3+ 51 94 45,7% (22,9,62,2)

N = KONUYECTBO XEHLMH B KAXA0MI rpynne

N = KONWYECTBO Cry4yaes

() OKB: BkntoYaeT BCeX BaKLUMHUPOBAHHbLIX XEHLUMH (NONYYUBLUUX HE MEHEee OHON
[03bl BaKLMHbI), HesaBucumo ot cratyca AHK BMY, yutonorun u
CEepOonornyeckoro CTaTyca Ha aTane BiodeHns. 3Ta KoropTta BrioYaeT
XEHLWUH C uMeroLLMMUCs uHdekumsamn / 3abonesaHusaMun.

@ CpepHuin nepuog HabnaeHns — 44 Mecsua nocne Ao3bl 1.

P DHeXTUBHOCTL BaKLMHBI MO BUPYCONOrMYECKUM nokasatensam (MHdekunn, nepcuctupyroLime
B TeueHue 6 u 12 mecsLeB), cBssaHHbIM ¢ BMY-16/18, B8 OKB B kOHLE UCCNEA0BaHUS,
npuseneHa e Tabnuue 4.

Tabnuya 4: 3¢gpghexkmueHOCMb 8aKYUHBLI N0 8UPYCONI02UYECKUM 1OKa3amernsmM,
cesizaHHbIM ¢ BI14-16/18 (OKB)

OKB!"

MokazaTens AHanus B KoHuUe uccnengosaHusa?

3 peKTUBHOCTHU
BMN4-16/18 Uepsapukc™ KoHTponb % 3P PEeKTUBHOCTHU
n/N n/N (ON: 95%)

UHdekuusn,
nepcucTupyrouas
B TeyeHue 6
MecsueB 504/8863 1227/8870 60,9% (56,6;64,8)
UHdexuus,
nepcucTUpyrowas
B TeyeHue 12
MecsiueB 335/8648 767/8671 57,5% (51,7;62,8)
N = KONUYECTBO XEHLLUUH B Kaxaou rpyrne
N = KONU4YECTBO cry4yaes —e -
(1) OKB: BKNtOYaET BCEX BAKLMHUPOBAHHBIX XEHLUUH (NOMy4MBLIMX MHﬁngﬁﬁ ? BAHO

MeHee OfHOMW [03bl BaKUMHbI), He3aBucumo oT cratyca JHK By, 1>Eén§r{;.n‘£§52§ ‘E?&%ﬁff‘fmm‘m

Ipuxag Munucrepersa 3APABoOXpaierig
Pecnybnuru Besapycen
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LMTONOrUU 1 CEPONOrMYECKOro CTaTyca Ha aTane BKIIoYeHUs. 6 ﬂ“)‘ 5 8 - 2 O 1 7’
(@) CpenHuit nepuoa HabnogeHus — 44 MecsiLa nocne Aosbi 1.

O6uiee BNUSHUE BAKUMHBLI HA TAXECTb 3ab0neBaHuin ek MaTku, BbiasaHHbIX BMY

B xopne vccneaoeaHus HPV-008 cpaeHuBanach 4acToTa BO3HUKHOBEHWUA MOPaKEHWUNA LLEUKM
MaTKU TSXEMOW CTeneHW B rpynnax, nonyyYaswux nnauebo U BakUuHy, HE3ABUCUMO OT TuUna
AHK BM4Y B nopaxeHusix. B koroptax OKB u OKB-naive (paHee HeWHPULMPOBAHHBIX)
3 heKTUBHOCTL BakLMHbI Bblna NpoaeMoHCTpUpoBaHa B KOHUE UCCNeaoBaHUA B OTHOLIEHUU
nopaxeHui LWenku maTtku Tsxénol ctenexu (Tabnuua 5).

Koropta OKB-naive Bknioyana >eHWWH C HOopManbHbiMU nokasatensmu uutonoruun, OHK
BlMNY-HeraTueHbIX No 14 oHKoreHHbIM Tunam BMY u cepoHeratusHbix k BMY-16 u BMN4Y-18 Ha
aTtane BKMIOYEHUS.

Tabnuya 5: 3¢pchekmueHOoCMb 8aKYUHbLI NPOMUE NMOpaXxKeHuUll welKu Mamku msxénol

cmerneHu, Hezasucumo om muna [HK BIN4

AHanu3 B KOHUe uccneaosaHuna®
Uepsapukc™ KoHTponb _ |% 3chcheKTUBHOCTU
N | CnyyvaeB N [CnyuaeB (OW: 95%)

CIN2+

OKB-naive'! 5466 61 5452 172 64,9% (52,7,74,2)
OKB®@ 8694 287 8708 428 33,1% (22,2;42,6)
CIN3+

OKB-naivel" 5466 3 5452 44 93,2% (78,9;98,7)
OKB®@ 8694 86 8708/ 158 45 6% (28,8;58,7)

N = KONMYECTBO XEHLLUUH B KaXQ0W rpynne

() OKB-naive: BkMoMaeT BCEX BaKUMHUPOBAHHbLIX KEHLUUH (MOMYYMBLLUX HE MeHee
OOHOW [03bl BaKUMHbI) C HOPManbHbIMW nokasatensmu uutonorun, OHK BrY-
HeraTusHbIX No 14 oHkoreHHbiM TUnam BMY u cepoHeratusHbix kK BMNY-16 u -18 Ha
aTane BKIIOYEHUA.

@ OKB: BrNtoYaeT BCex BaKLMHUPOBAHHLIX CyOBLEKTOB (MONYYUMBLUUX HE MEHee OfHOW
003bl BakKUMHbI), He3aBucumo ot ctatyca AHK BlY, uutonorum u ceponornyeckoro
cTaTyca Ha atane BKITIOYEHUs.

©) CpegHuin nepuos HabnwoaeHus — 44 mecsua nocne 4osbl 1.

Kak riokasan aHanua B KOHUE uccnefoBaHus, sakumHa Liepsapukc™ cokpatyaer konuyecTso
npoueayp, HanNpaBreHHbIX Ha NeYeHue LWENKU MaTKW (BKNOYaA NeTNEeBYI0 3NEKTPOKOHU3aUu
LUEeNKA MaTKyN, KPUOKOHMU3AUMIO LUEKM MaTKU U nasepHble npouegypbl) Ha 70,2% (AU 95%:
57,8;79,3) B koropTe OKB-naive u Ha 33,2% (O 95%: 20,8;43,7) B OKB.

MepekpécTHan adPdeKTUBHOCTb

MepekpécTHas acpdeKTUBHOCTL BakLmHbl Liepapukc™ B OTHOLIEHUM rACTONATONOIMYECKUX U
BUpYyCOnOrMyeckux nokasartenen (nepcuctupyowias uHgekuusa) Obina oueHeHa B
uccneposaHun HPV-008 gns 12 HeBakuMHHbIX OHKOreHHbix Tunos BMY. WccnegosaHue He

6bliNO HanpaBneHo Ha OueHKy 3Q@EeKTUBHOCTU nNPOTUB 3abonesaHUi, BbI3BAHHBIX

oTAaenbHeiMvM TUnamu BlMY. AHanus no OCHOBHbIM _Mokasate MBHOCTU  Bbin
COTJIACOBAHU
MWHICTEPCTRCM 3JIPABGOX P:\H’:’i!ﬁ/{}z% 7

PECIIVRJHKY BEAAPVCD
TIpukas MuHUCTEPCTEA 3APaBOOK PATEHUR
PecenyGauky Besxapych
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3aTPYAHEH B CBA3U C HANMuMEM HECKOMbKUX COMYTCTBYIOWIUX MHEKUMA B NOPaxKeHWUsX
CINZ2+. B oTnuune OT TACTOMATOMOrMYEeCcKUX  nokasaTenew acpbekTUBHOCTY,
BUpYCONorMyeckue nokasarerm 3aheKTUBHOCTU MeHee MUCKaXeHbl Hanmuyuem HECKOSbKUX
UHMEKLUMNA. |
BMY-31, 33 u 45 nokasanuW YCTOAUUBYIO MEPEKPECTHYIO 3alUTy NPOTUB UHEKLMUK,
nepcucTupytowel B TedeHune 6 mecses, u CIN2+ Bo Bcex koropTax.

A PeKTUBHOCTb BaKLMHbI, OLEHEHHas B KOHUE WCCrefoBaHuiA, B OTHOLUEHWU WHeKLUU,
nepcucTupyolLein B TedeHue 6 mecsaues, u CIN2+, cesizaHHOW C OTAENbHBIMU HEBAKLIMHHBIMU
oHKoreHHbIMu TUNamu BMY, npeacraenena B Tabnuue 6 (koropta KCI).

Ta6nuya 6: 3¢ hekmueHocmsb eakyuHbI ON1s1 He8aKUUHHbIX OHKO2eHHbIx munoe BI14

Kcnt
UHdekuus, nepcuctupyroujas B
TeyeHue 6 mecsiueB CIN2+
Tun BNY UepBapukc™|Kontpons % LiepBapuxc™ |KoHTpons %
addeKTuBHOCT 3P eKTUBHOCTH
M (OU: 95%)
n n (BU: 95%) n n
Tunbl, cBA3aHHble ¢ BMY-16 (Bug A9)
76,8% 87,5%
BMY-31 58 247 (69,0:82,9) 5 40 (68,3;96,1)
44 8% 68,3%
BM4-33 65 117 (24,6,59,9) 13 41 (39,7;84 4)
-19,8% 62,5%
BIMY-35 67 56 (<0;17,2) 3 8 (<0;93,6)
8,3% 27,6%
BlMYy-52 346 374 (<0;21,0) 24 33 (<0;59,1)
-18,3% 28,5%
BIN4Y-58 144 122 (<0;7,7) 15 21 (<0;65,7)
Tunbl, cBA3aHHble ¢ BMY-18 (Bup A7)
4,8% 74,9%
BM4-39 175 184 (<0;23,1) 4 16 (22,3;93,9)
73,6% 81,9%
BlNY-45 24 90 (58,1;83,9) 2 11 (17,0;98,1)
-7,5% 80,0%
BMY4-59 73 68 (<0;23,8) 1 5 (<0;99,6)
2,6% 26,8%
BINY-68 165 169 (<0;21,9) 11 15 (<0;69,6)
fpyrue TMnb!
16,6% 54,4%
BIM4Y-51 349 416 (3,6;27,9) 21 46 (22,0;74,2)
-5,3% 46,1%
BIMY-56 226 215 (<0;13,1) 7 13 (<0:81,8)
2,3% 56,4%
BMNY-66 211 215 (<0;19.6) 7 16 (<0;84,8)
N = konu4yecTso cny4aes
(1 KCM: BrNioYaET XEHLMH, NoNyunBLLMX 3 403bl BakuMHbI, BHK-HeratmsHbIX K
cooTBeTcTBYtoWEeMy Tuny BMNY B mecsue O u mecsiLie 6.
Bbiny paccuuTaHbl Npeaentl 40BEPUTENBHOMO UHTEpBana B OTHOLIEHUU 3(hdEKTUBHOCTY
BaKLUMWHbI. B cnyyae BKIOYEHUS HYNEBOro 3Ha4eHus, T.e. koraa HuxHuia npeaen [IN <0,
3 PEKTUBHOCTb HE CYATAETCA CTaTUCTUYECKN 3HAYUMOIA.
SddexTuBHOCTb NpoTus CIN3 6bina NpofeMoHcTpupoBaHa Tonbko ans BMY-31, u He Geino
BUAETENLCTB 3aLMUThl NPOTUB aAeHOKAPUMHOMSI in situ AnsA kakux-nubo Tunos BIMY.

COTrJTACOBAHO

MUHUACTEPCTRCM 3[{PABOOXPAHEHMA 8
PECITYBJIVKY BEAAPVCH i
Ipukas MusucrepcTsa GEPABOOXPATICHITA ]
Pecnybuinky Benapycs
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Uepsapukc™ 6bina oueHeHa B Xo4e [ABOWHOFO  cnenoro

KnuHuueckas addbeKTUBHOCT. Y eHumH B Bodpacte 26 neTu crapwe § § § §

A dekTUBHOCTE  BaKUMHBbI
PaHAOMMU3UPOBAHHOrO KITMHWYECKOro uccneaosanus dasel Hi (HPV-015), BrniovasLuero 5778
XeHWMH B Bo3pacTe 26-72 ner (meguaHa: 37.0 net). UccneposaHus NpoBOAUNUCE B
CeBepHoit Amepuke, KOxHoi Amepuke, Asuun, TuxookeaHckoM peruoHe u Espone.
OkoHYaTenbHbI aHanua 6bin NpoBeaeH Mo 3aBepLlleHUn UCCreaoBaHusa Yepes 7 neT nocne
1-11 BaKLMHALUU.

MepBUYHON KOHEYHON TOYKOW 6bina KOMGUHALMA BUPONOTUHECKOA W FUCTONATOMoru4eckomn
KOHEeYHbIX TodeK: WHdekums, cBsasaHHas ¢ BlMY-16/18, nepcuctupylowlas B TedeHue
6 Mecsaues, u/vnu CIN1+. MNepBuyHbIn aHanu3a adpdpekTuBHOCTU Bbin NnposeaeH B koropTe ATP
ONA oueHku apdekTUBHOCTU U B obUiein KoropTe BaKUMHWPOBAaHHBLIX, KOTOpasa BKNioYana
noArpynny, cocToswylo U3 00 15 % XEeHWWH C HanuyuMem B aHamHese WHGeKuu unu
3abonesaHusa, ceAsaHHbIX ¢ BIMY (onpepeneHel kak aBa unu 6onee nocneaosartenbHbIX Maska
C OTKMOHEHUSIMA OT HOPMbi, OTKINOHEHWS OT HOPMbl B peaynbTaTax KONbMnocKonmuu Umnm
fuoncun unu Tepanus B obnacTu Wenku MaTku nocne rnonyyYeHus pesynbTaToB Maska unu
KOMbMOCKOMUU C OTKITOHEHUSMW OT HOPMbI). BkrioyeHue paHHoOW NOArpynnbl NO3BONUMIO
NPOBECTU OUEHKY NpodunakTuyeckon aphekTUBHOCTY B NONYNALMKU, KOTOpas, Kak nonararoT,
OTpakaeT pearbHble YCrOBWUS, MOCKOMbKY B3POCALIE JKEHLUMHbI ABMSAIOTCA BO3PACTHOW
rpynnowt, o6bIMHO HanpPaBNAeMOW Ha CKPUHWUHIOBBIE OBCNER0BAHUSA LLEAKA MATKW.

Pesiome no appeKTUBHOCTM BaKUMHBI NPU 3aBEPLUEHUU UCCNefoBaHUA NPeACTaBneHo B
cnegyrowen Tabnuue.

OTCcyTCTBYIOT [0Ka3aTenbCTBa TOro, 4YTO npodunaktuka nepecucTUpYoWen UHgexLmum,
KOTOpas AfUTCA NO MeHbller Mepe 6 MecsALEeB, ABNAETCA COOTBETCTBYIOLMM CypporaTHbIM
MapKepoM NpodunakTuky paxa ujeﬁkvu MaTKU Y XEHLLWH B Bo3pacTe 26 neT u cTaplue.

Tabnuya 7: 3¢pgpekmueHOCMb 8aKUUHbLI NpU 3asepuwieHuu uccnedosaHusi HPV-015

KoHeyHas Touka ATPt) OKB®@
Uepsapukc | Kontpons | 3dhdextusHocTn, | Lepsapuke | KoHtponb ShdexTUBHOCTD,
n/N n/IN % (96,2 % QW) n/N n/N % (96,2 % AU)
BMY4-16/18
6M MU n/unu 7/1852 | 71/1818 90,5 % 93/2768 | 209/2778 56,8 %
CIN1+ (78,6; 96,5) (43,8; 67,0)
6M INn 6/1815 | 67/1786 914 % 74/2762 | 180/2775 60 %
(79,4; 97,1) (46,4; 70,4)
CIN2+ 1/1852 6/1818 83,7 % 33/2733 | 51/2735 35,8 %
(<0;99,7) (<0; 61,0
ASC-US+ 3/1852 | 47/1818 93,8 % 38/2727 | 114/2732 67,3 %
(79,9, 98,9) (51,4, 78,5)
6MIMANy 3/851 13/837 78 % 42/1211 | 65/1192 38,7%
XEHLUUH, (15,0; 96,4) (6,3; 60,4)
CEpPONO3NTUBHbLIX
TONbKO B Ha4ane
uccnenosaHus
MepexpectHana 3¢dpeKTUBHOCTDL
HPV-31 10/2073 | 29/2090 65,8 % 51/2762 | 71/2775 29 %
6M M (24,9; 85,8) (<0;52,5)
COTJIACOBAHO

MWHUCTEPCTRCM 3HPABOOXPAHEHLSL
PRCIIVBIHYEN BEJAAPYCE
TIpuka: MpruucrepeTsa 3ApaBOsX parieHns

i Peonybiuku pexapych i
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HPV-45 0/2106 | 30/2088 70,7 % 22/2762 | 60/2775 | 639%

6M MU (34,2; 88.4) (38,6, 79,6)
HPV-31 5/2117 | 23/2127 78,4 % 34/2727 | 5512732 38,7 %
ASC-US+ (39,1; 94,1) (2,0; 62,3)
HPV-45 5/2150 | 23/2125 78,7 % 13/2727 | 38/2732 66,1 %
ASC-US+ (40,1; 94,1) (32,7; 84,1)

N = KONU4ECTBO YenoBeK B Kaxaon rpynne

= KONMYECTRO YENOoBeK, COOBLYMBLUKMX XOTA Bbl 06 0AHOM Cryvae, B KaXaou rpynne
6M M = 6-MecsaYHas NnepcucTupyoLas HPekLms
AN = [oseputenbHblil UHTEpPBAnN
ATP = koropTa cornacHo NpoTokony
OKB = obiyas koropta BakLUHUPOBAHHBIX
ASC-US = atunuyHble KNeTKU HEACHOro 3HadeHus (pesynbTaT UUTONOruM4ecKoro uUccrnepoBaHus ¢
OTKIOHEHUSIMU OT HOPMbI)
() peefeHbl 3 4O3bl BaKUWHbI, OTpULaTenbHbI pesynbTat uccneposaHwa Ha [HK u orcytcTBue
aHTuTen B Mecsal 0 (ecnu He yKasaHbl) U OTpULaTenbHbIl pesynsTaT uccneposaHua Ha [1HK B mecay 6
K cooTBeTcTBYloLeMy Tuny BMY (BMY-16 w/unu BIMN4-18).
(2 BeefileHa NO KpaiHeit Mepe ofHa [03a BaKuuHbl, HE3aBUCUMO OT pe3ynbTaTa UCCNeAoBaHus Ha
OHK BMY u cepornorudeckoro cratyca (ecnu He ykasawel) B mecsy 0. BkmoyeHst 15 % yenosek ¢
3abonesanveM/vHdekuuein BMNY B aHamHese.

AdhpeKkTMBHOCTL B OTHOWeEHUM 2 ASC-US (pesynbTaTr LMTOMOMMYECKOro WUCCNeAoBaHus C
OTKMNOHEHUSIMU OT HOPMbI), CBSI3AHHbLIX C OHKOreHHbIMU HEBaKLWMHHBIMU TUNaMu, cocTasuna
37,2 % (96,2 % OW [21,3; 50,1]) (ATP).

SdpexTuBHOCTL B oTHOLWeHUN CIN1+ HeszaBucumo ot Tuna BIMY, onpegenexHoro B obnacTu
nopaxeHus, coctasuna 22,9 % (96,2 % O [4,8; 37,7]) (OKB).

He 6bino nony4yeHo JokasaTensCTs 3aWwuThl 0T 3abonesaHus, BbidsaHHoro BIY, y yyacTHuy
uccrnenosaHus B BospacTe 25 neT v cTaplie ¢ NoNoXuTenbHbIM Pe3ynsTaToM UCCNEeL0BaHUS
Ha OHK u/vunu pesynbtatamu LUTOMNOMMYECKOro UCCNenoBaHUs ¢ OTKMIOHEHUAMWU OT HOPMbI
Npv BKINOYEHUM B UccriefoBaHue.

VIMmyHo2€HHOCMb

NMMyHHas peakums Ha BakLwmHy Llepsapuke™ niocne kypca nepBuYHOI BakLMHALMM

Nns BakuuH BIMY He Gbin yCTAHOBREH MUHUMAmbHBLIA YPOBEHb aHTUTEN, HeobxoauMbln Ans
3aumTbl oT CIN cTenexn 2 unu 3, Unu Ans 3awmThl NPOTUB NEPCUCTUPYOLLMX UHEDEKLUA,
CBSI3aHHbIX C BaKUWHHbLIMKU TUnamu BIMY.

Peakuus aHTuten Ha BMY-16 u BlMY-18 Obina oueHeHa ¢ NOMOLWbBIO TUNocneumduy4eckoro
npsiMoro  UMMyHodpepmeHTHOro aHanusa (UOA). lNonyyeHHbId pesynbTaT COOTBETCTBOBAn
pe3ynbTaTy aHanuM3a HeuTpanusauum Ha ocHose xumepHoro supyca (PBNA).
NMMYHOreHHOCTb, WHAYLMPOBAaHHAA Tpems fo3amu BakumHbl Llepeapukc™, 6bina oueHeHa y
5465 xeHWumH B BospacTe ¢ 9 go 55 net u y 6onee 800 myxunH B Bodpacte ¢ 10 ao 18 ner.
Mo paHHbIM KNMHUYECKUX uccnepoBaHuit, 6onee Yem y 99% usHavanbHO cepoHeraTuBHbIX
XeHLMH COCToANach cepokoHsepcusa K oboum tunam BMY 16 u 18 yepes mecauy nocne
BBEAEHUS TpeTben f03bl. NHayuupoBaHHble BakUWHOW cpefHUWe reoMeTpuyeckue 3Ha4YeHus
Tutpos IgG (GMT) HamHoro npesbilianu TUTpbl, HabniogaemMble Yy >KEHWWH, paHee
WHDULMPOBAHHBLIX, HO BbiNEYMBLUMX WHpekuuo BMY (ectecTBeHHas wuHdexkums). Y
U3HaYanbHO CEePOnO3UTUBHBLIX U CEPOHEraTUBHbIX XEHLUMH Nocne BakumMHauum Habnoaanucs
OfMHAKOBbIE TUTPBI. COTJACOBAHO |

b
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YCTOMYUBOCTL UMMYHHOM peakLmm Ha BakumHy Llepsapukc™ 6 5 5 8 - 2 B 1 7

UccnepnosaHue 001/007, Bkniovyaswiee XeHWWH B BospacTe oT 15 ao 25 net Ha MOMEHT
BaKUMHaLMMW, OLUEHUBANO UMMYHHYIO peakuuio Ha BMY-16 u BM4Y-18 8 TeueHune 76 MecaLeB
nocne BBeAeHUS nepeBoi [03bl BakuuHbl, B xoge uccnepgosaHus 023  (noarpynna
uccneposanus 001/007) oueHKa UMMYHHOP peakuuu npoaokanack B TedeHue 113 mecaues.
Mo 92 cybGbekTam B BakUMHUPOBAHHOW rpynne umenucb AaHHble 06 WMMYHOreHHoOCTW 3a
uHTepsan [M107-M113] nocne nepeoi 403k BaKUWHbI CO CPEAHUM NEepuoaoM HabnogeHus
8,9 net. Cpeau atux xeHwuH 100% (OU 95%: 96,1;100) Gbinu cepono3uTusHbl K BMNY-16 1
BMY-18 no ananusy NPA. NHgyumposaHHbie BakLUMHOW cpeHWe reoMeTpu4eckme 3Ha4YeHUs
TuTpoB IgG ans BM4Y-16 u BM4Y-18 gocturnv HauebiCclEro nokasaTens Ha 7-oM Mecsue, a
3aTeM CHU3UNUch u ctabunusupoeanuck Ha 18-om Mecsile Ao uHTepsana [M107-M113], npu
3TOM cpefHue reoMeTpudeckue sHayeHus Tutpos no UOA gna BMY-16 u BlMY-18 Bcé ewé
npesbillany cpegHue reoMeTpuyeckne 3HavyeHus Tutpoe no UDA, Habrnogaembie Y MEHLLNH,
BbINIEYUBLLUX €CTECTBEHHYI0 MHekuuio BIY, B 10 u 6onee pas.

B uccnepgosaHumn 008 MMMYHOreHHOCTb B TeYeHue nepuoga Ao Mecsua 48 cooTseTcTBoBana
UMMYHHOMY OTBETY, nonydeHHoMy B uccriegosaHum 001. Noxoxuin kuHeTu4eckuin npodusb
Habno[anca ¢ HeNTPaNU3YLWMMU aHTUTENaMN.

B gpyroM KnuHu4YeckoM wuccnegosaHun (uccrniegosaHue 014), BKMIOYABLIEM XEHWUH B
Bo3pacTe 15-55 neT, y BCeX XeHLMH Npou3oLLna cepokoHBepcus k oboum tunam BMY 16 u
18 nocrie TpeTben Ao3bl (Ha 7-oM Mecsue). OpHako cpefHUe reoMeTpUYecKue 3HaYeHUs
TUTPOB BbiNU HWXE Y XEeHLWMH cTapiue 25 net. 470 xeHwwmH (142 B Bo3pacTte 15-25 net, 172
B Bo3pacTe 26—45ner u 156 B BO3pacTe 46-55ner), KOTOpble 3aBeplumny yyactue B
uccnegosanun HPV-014 u nonyuunu BakuuHy no 3-4o30Boi cxeme, Habnoganu B TeveHune
nepuoga po 10 neTr B paclumpeHHoM uccnegoeaHun HPV-060. Yepes pecsats ner nocne
BBegeHUs nepsoi no3el 100 % >keHWMH B BO3pactHou rpynne 15-25net, 992% B
Bo3pacTtHou rpynne 26-45netr un 96,3% B8 rpynne 46-55net BCe ewe ocTaBanucb
cepono3auTueHbiMM Kk BMY-16, n 99,2 %, 93,7 % n 83,8 % — k BlMY-18 coorBeTcTBEHHO. BoO
BCEX BO3PACTHbIX rpynnax cpefHue reoMeTpuyeckue 3HaYeHWs TUTPOB OCTaBanuchb Mo
MeHbLUen mepe B 5-32 pasa (gns BMY-16) un 3—14 pas (ans BMY-18) Beiwe, Yem TakoBble y

MEHLLNH, U3NEUYUBLUNXCA OT €CTECTBEHHOW uHdexumn, Bbl3BaHHOW 060MMU aHTUreHaMu.

CBuaeTenLcTBO aHaMHECTUYECKOW peakumMy (MMMYyHHas NamsaThb)

B uccneposanun 024 (noarpynna wuccnegosanus 001/007) 65 cyGbekram Obina BBegeHa
npobHaa fosa BakuuHbl LlepBapukc™ B cpegHem uepes 6,8 neT nocrne BBEAEHUS NEpBON
A03bl BaKUMHbLI. AHaMHecTu4eckuin otseT Ha BMY-16 u BMY-18 (no UDA) Habniogancs yepes
OOHY Hegeno W 4epe3 OauH Mecsiy rnocne BBeAeHWs npPobGHOW A[03bl, CcpegHue
reoMeTpuyeckue 3HaYeHUs TUTPOB Yepe3 Mecsl, nocrne BBefeHWs MNpesbilanu 3HaYeHUs,

3aperncTpupoBaHHblie HYepes MecaAy nocne nposeneHunaA NepBUYHON BaKUMHaLMU, cocrosLen

u3 3 pos. COTI'JIACOBAHO
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OueHka 3ddekTusHocTU BakumHbl Llepsapukc™ v nogpoctkos Ha ocHose 3dhdeKTUBHOCTU Y

MOJ10AbIX XKEeHLLNH

Kak nokasan coBoKynHbilt aHanua (HPV-029,-30 v -48) y 99,7% u 100% peso4yex B BospacTe 9
NeT cocTosnach CepokoHBepeus k Tunam BIMY 16 1 18 nocne TpeTbeit f03bl (Ha 7-0M MecsiLe)
COOTBETCTBEHHO CO CPEAHUMU rEOMETPUHECKUMU 3HAYEHUAMU TUTPOB HE MeHee, YeM B 1,4 U
2,4 pa3s NPeBLILLAWMUMI 3HAYEHUS, NONYYEHHbIE Y NOAPOCTKOB U XeHWwuH B BospacTte 10-14
neT u 15-25 net, cOOTBETCTBEHHO.

B aByx knuHuuyeckux uccneposaHunsx (HPV-01 u -013) y fesodek ¥ nogpocTkos B BO3pacTte
10-14 neT y BCex 1L CocTosAnacs cepokoHBepcus k Tunam BMY 16 u 18 nocne TpeTben [03bl
(Ha 7-0M MecsiLue) CO CPeAHUMU TeOMETPUYECKUMU 3HAYeHUsMU TUTpoB B 2 U Gonee pas
NPEBbLILLALIUMU 3HAYEHUR, NONYYEHHbIE Y XeHLWUH B Bo3pacTe 15-25 ner.

B knuHuyeckux uccnegosanusix (HPV-070 u -048), nposBeaeHHbIX y fAeBoyek B BospacTe 9-14
NneT U MonyYMBLLIMX 2-X [O30BYK cxeMmy BakuuHauuu (0, 6 mecaues unu 0, 12 Mecaues) U y
MOMOAbIX XeHLWUH B Bo3pacte 15-25 neT, nony4YuBLUMX CTAHBAPTHYIO 3-X A030BYKO CXEMY
BakumMHauuun (0,1 n 6 mecsues), BCE YYacTHUUbBI UCCeaoBaHUS UMENU CEePOKOHBEPCUKD K
Tunam BMY 16 1 18 yepes MecsL nocrie BBeAeHUA BTOPO 403bl BaKLMHbI. MMMYHHBIR OTBET
y AesoyeKk 9-14 net nocne 2-i [o3bl He OTNUYANCA OT OTBETA XeHLUH B Bodpacte 15-25 net
nocne 3- [O3bl.

Ha ocHOBaHUM 3TUX OaHHbIX UMMYHOrEHHOCTU caenaH BbiBog 06 addEKTUBHOCTYU BaKLMHbI
Uepeapukc™y neeouek B Bo3pacte 9-14 nerT.

OnuTenbHOCTb UMMYHHOFO OTBETA Y XKEHLUWH B BO3pacTe 26 neT U crapuie

B uccrneposanuu dassi Il (HPV-015), BknovaBLieM XeHUWMH B Bo3pacTe 26 neT u crtapiue, y
BCEX XEHLMH NPOou3oLLNa CEePOKOHBEPCUS Yepe3 oauH Mecsil nocne BBefeHUs TpeTben
posbl. Ha 84-om mecsaue, T.e. 4epes 78 MecsueB nocne 3aBeplleHUs BCEro Kypca
BakLuHauumn, 99,3% u 959% wu3HayanbHO CepoHEeraTMBHbIX OKEHWMUH OocTanucb
CeponoauTUBHbIMA N0 aHTU-BMY-16 u aHTU-BMY-18 anTuTenam cootseTcTBeHHO. Bcee
U3HaYanbHO CeponoO3UTUBHBIE XXEHLUWHbI OCTanUCb CEpPOnO3UTUBHBIMU Mo aHTU-BlMNY-16 u
aHTU-BMNY-18 aHTMTEenam. TUTPbl aHTUTEN JOCTUMU HaUBBLICLLErO YPOBHS Ha 7-OM MecsLe,
3aTeM MOCTENEHHO CHMXanUcb Ao 18-ro Mecsila U octaBanuce Ha ctabunbHoOMm yposHe A0

84-ro mecsaua.

NMMYHOreHHOCTb Y NULL MYXKCKOro nona B Bo3pacte ot 10 go 18 net

UMMYHOreHHOCTb Y MYXHUH Obina oueHeHa B 2 KNUHUYeckux uccneposaHusax HPV-011
(N=173) u HPV-040 (N=556). [aHHbie nokasany COMOCTaBUMYIO UMMYHOrEHHOCTb Yy IuL
MYXCKOro U >xeHckoro nona. B uccnegosanuum HPV-011 y Bcex yyacTHukoB Habrnioganack
cepokoHBepcus B oTHoweHun BMMY-16 u 18 u cpepHne reoMmeTtpudeckue 3HadeHUs TUTpa
6l HEe MeHblue, YeM HabnogaBlMvecs Yy XeHWMWH B Bospacte oT 15 po 25ner B
uccnegoeanuu HPV-012.

MepeHoc AaHHbIX N0 3dEKTUBHOCTU B OTHOLLEHUW NOPAXEHUA U PaKa aHanbHOro kaHana

12
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Uccneposarus addekTUBHOCTU BakuuHbl Llepsapukc™ B  oTHoweHun npeapaxosbix
nopaxeHuit aHanbHOro kaHana He nposogunoce. OfHaKo UCCNeaoBaHUs, NpoBeAeHHbIe Y
pesouek B Bo3pacTe ¢ 9 ao 14 net (uccnegosanve HPV-071) U y xeHLuH B Bo3pacTe ¢ 18
00 45 neT (uccneposaHue HPV-010) ycToMuvBo [LeMoHCTpuposanu Gonee BbICOKUM
WMMYHHbI/t OTBET MPU NPUMEHEHUU BakuuHbl Liepsapukc™ no cpaeHeHvio ¢ npenapaToM
CpaBHEHUS, AMA KOTOPOro NonyyeHsl yéeauTenbHbie AaHHbIE O 3awnuTHOR 3deKTMBHOCTY B
OTHOLIEHUU NPeaPaKoBbIX NOPAXEHUN aHANbHOro KaHana.

UMmmMmyHoreHHocTb Y BUY-uHDULUMPOBaHHbBIX XEHLWWUH

B wccnegoeanuv HPV-020, nposeperHoMm B KOxHoi Adppuke, Liepsapukc™ nonyyanu 22
BUY-HenHPULUMPOBaHHbIE XeHWwMHbl U 42 BUY-uHPULUMPOBaHHbIE XEHUWUHBI (KNUHUYecKas
ctagus 1 no knaccudukaumm BO3; koropta ATP Ansa MMMyHOreHHoctu). Bce ydyacTHUUbI
Obinu cepono3uTuBHbLIMKM B aHanu3e ELISA k BMY 16 u 18 Tunoe 4Yepes 1 mecsay nocne
MOMNyYeHUA TPETbEN 403bl BaKLMHBI (Ha 7-M MecsiLie), U Cepono3uTUBHOCTL K Tunam B4 16 u
18 noanmepxuBanace Ao 12-ro mecsaua. CpegHue reomeTpuyeckue 3HavyeHus TUTPOB
BuirNsgeny 6onee HU3KUMK B rpynne BUY-uHdUUMpoBaHHbLIX XeHWUH 6e3 npesbiweHns 95%
[OBEPUTENBHOIO UHTEPBAana; KIMHUYECKAs 3HAYMMOCTb OaHHOro HabnoaeHUs HewsBecTHa.
dyHKUMOHanNbHbIE aHTUTeNna He onpegensnuck. OTCyTCTBYET uHMOpMaLMA O 3aluTe NpoTUB
nepcucTupyolen WHdekuMM U npegpaxkoBbiX NopaxeHuid cpeau BUY-uHDULMPOBAHHBIX

XEHLMH.

NOKA3AHUA

Mpodunaktuka npeapakoBbiX aHOTEHUTANbHLIX MOPAKEHUNA (LWEAKU MaTKW, BYMbBbI,
Bnaranuila W aHanbHOro KaHana) W paka LWenka MaTku W aHanbHOro KaHana,
06YCNOBMNEHHbIX onpefeneHHbIMA OHKOreHHbIMU TUNamMu BUpyca NarnunrioMbl Yenoseka, B
Bo3pacTe ¢ 9 ner.

BaxHas uHGoOpMaumMs MO QaHHbIM MOKa3aHWAM npeacTaeneHa B pasgenax «Mepel
NPeaoCTOPOXHOCTUY U «PapMaKkonorndeckne CBOUCTBa».

BakuvHa Llepsapukc™ pomkHa nNPUMEHSTLCA B COOTBETCTBUM C  oduLmanbHbIMU

pexoMeHaaLUAMU.

NMPOTUBOIMNOKA3AHUA

rMﬂepquCTBMTeJ'IbHOCTb K moﬁomy N3 KOMNOHEHTOB BaKLIUHbI.

Ccnocob NPUMEHEHUA U [O3bI
CxeMblI eaKyuHayuu

PekoMmeHgyemasa cxema BakLMHauuMW 3aBUcuT OT Bo3pacTa.

Bo3pacTt Ha MOMEHT CxeMa UMMYHU3aL UK

BBeAeHUNA NepBOU A03bl COTJIACOBAHG

MUHHUCTEPCTBCOM 3APABOOXPAHEHII?
PECIIYBRJVKH BEJIAPYCD

TIpukas MAHKCTEPCTBA 3APAROOX PAHCHS
Pecnybaunicy Bexapycn
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9-14 neT BknIOYUTENBHO* Oee posel no 0,5 mn. BeeneHve BTOpoW A03b!I BO3MOXHO

mexay 5 u 13 Mecsuamu nocne ssefeHus 1-i 4o3bl.

C 15 neTt u cTapuwle 3 gosbi no 0,5 mn B mecsaupl 0, 1 v 6**

*Ecnu BTOpas [03a BaKUWHbI HasHa4aeTcs paHee 5 MecsueB nocne BBeAeHUA 1-4 posbl
BakKUUHbI, 06s3aTeNbHO HasHaveHue 3-i 4o3bl.

** MNpu HEOBXOAUMOCTU rMBKOM CXEMbI BaKLMHALMU BTOPas 403a MOXET BBOAUTLCS Mexay 1
u 2,5 MecauaMu nocrne BeedeHUs Nepsoit Jo3bl, a TPeTba Ao3a Mexay 5 n 12 mecauamu
rnocne BBeAeHUs NEPBOA A03bI.

HeobxoaMMoCcTb peBakuMHauMyW K HacTOALWEMY BpEMEHW He ycTaHoBneHa (cM. pasgen
«dapmakonormieckue CBOUCTBa»).

Nuuam, nonyyYnBLLMM MEPBYIO AO3Y BaKUUHbLI, PEKOMEHAYETCA 3aBepLInTb KypC BakumMHaLuu,
COCTOSILLMI U3 Tpex J03 (cM. pa3aen «Mepbl NPeaoCTOPOXHOCTUY).

MpumeHeHue y aeten (< 9 ner)

BakuuHa Llepsapukc™ He pekomeHgyeTcs ANA NpUMEHeHWs y aetelk 00 9 neT B CBA3U C
HEJOCTaTOuYHBbIM KOMWYECTBOM fAaHHbIX O 6e30nacHOCTU U UMMYHOreHHOCTU BaKUUHbI B
OaHHON BO3pacTHOW rpynne.

Cnocob eeedeHus

Llepsapukc™ BBOAUTCA BHYTPUMBILLEYHO B 06MacTb AENbTOBUAHON MbIlLbl (CM. pasgentl
«Mepbl NpefoCcTOPOXHOCTU» U «B3aumogenicTame ¢ JpyrumMu nexapcTeseHHbIMU cpeacTBamu
W npoyne Buabl B3aUMOAENCTBUMNY).

Liepsapukc™ Hy npu kakux o6CTOSITENLCTBaX HeNb3s BBOAUTL BHYTPUCOCYAUCTO UMUK
BHYTPUKOXHO. [laHHble O MOAKOXHOM BBeAEeHUW OTCYTCTBYKOT (cM. pasgen «Mepbl
NPEeSoCTOPOXHOCTUY).

Mpu BBegeHuM BakuwHbl Llepsapukc™ ofHOBpPEMEHHO C APYrMMU  VUHBEKLUMOHHBIMU
BaKUMHaMM BakuMHbl OOMKHbI BBOAUTBCS B pasHble ydacTku Tena (cMm. pasgen
«Bsaumogeicteue C JpyruMUM  NeKapCTBEHHbIMWM  cpeacTBaMu U npodne  Buabl
B3aUMOLENCTBUN).

Mpu xpaHeHUU BakUWMHbI OGpasyeTcs Menkuii Genbid ocafok ¢ npospadHoit GecuseTHOM
HafoCcano0uHOM XXMAKOCTBIO, YTO HE ABNSETCA YXyALEeHUEM KayecTBa.

BakuuHy cnegyeTt XopoLo BCTPAXHYTb Nepes UCNonMb3oBaHUEM.

Copepxumoe nakoHa/wnpuua ¢ BaKUMHOW HeobxoguMo [0 U nocrne BCTPAXUBAHUA
BM3yanbHO MPOBEPUTb HA OTCYTCTBUE MOCTOPOHHUX YacTUL, U Ha COOTBETCTBME OMUCaHUIO
U3nN4eCcKkux CBONCTB.

Ecnu BakuMHa He COOTBETCTBYET MpUBEOEHHOMY OMUCAHWUIO UMW COAEPXXUT NOCTOPOHHUE
YacTuubl, ee cneayeT YHUYTOXUTD.

BakuuHy cnegyeT ucnonb3oBaTh Cpasy nocne uasnedeHns U3 XxonogunbHuka.

OpHako AnA  OOHOA030BbIX KOHTEMHEpOB C BakuMHOW Obina nNPOAEMOHCTPUpOBaHA

CTabunbHOCTL B TeveHue 3 AHel npu xpaHeHuu npu Temnepatype 8-25 °C # B TeyeHue

OAHOro AHSA — Npy Temnepatype 25-37 °C. Ecnu BakuMHa He ObiNa UCNQML3NRaHA B TeYeHUe
COTJACOBAHOG
MUHMCTEPCTRCM 3PARC X PAXIBH 14

PECIIVBIURY BEIAPYCH
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aHHOoro nepuona, ee cnegyetT yHUUYTOXUTD. -
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HNHempykyusi no NpuMeHeHUro 8aKUUHbI 8 npedeapumeano 3anosiIHeHHOM wrnpuye

1. YaepxuBas UMIMHEP wnpuya (HO He MOpLUeHb Lnpuua) OfHOM PyKOW, NOBEPHYTb
KOMMayoK Wwnpuua NpoTUB YacoBOW CTPENKM.

2. MpUnNoXuTb UrAy K LUMPULY, NOBOPaYUBas ee Mo YacoBOW CTPEenke A0 Tex nop, noka
OHa He 6yaeT 3adukcuposaHa.

3. Y6paTb Kkonnavok urnsl.

4. BeecTu BaKUUHY.

Konnauox
urnb

WUrna

Winpuy

MopweHb UunuHap
wnpuvua wnpuya

Konna4ok
wnpurya

J

Heucnone3oBaHHas BakLuyHa ¥ OCTaTKU YNaKOBOYHbIX MaTepuanoB rnofnexar YHAUTOXEHUO

B COOTBETCTBUU C NoKanbHbIMU TpéﬁOBaHMHMM.

MEPbI NPEOOCTOPOXHOCTH

Kak u B crny4ae Apyrux WHBEKLMOHHBIX BAKUMH, NPUBWUTbIE AOMKHBI HaXOAUTLCA MOA
MeAULIMHCKUM HaBnioaeHUEM, U B HarM4uU AOMKHbI ObiTb BCE MeAULMHCKME CpeacTsa Ans
OKasaHWsi NOMOLM B Cryyae BO3HUKHOBEHUS PEAKON aHadunakTU4ecKoW peakuuu nocne

BBEAEHUA BaKLMHDI. COTJACOBAHG
MWHHUCTEPCTBCM 3IPABOCXPAHEH M)’ia
PECIOVBIIKHY BRJIAPYCDH [

Hpuxas MunKCTEPCTBA 3APABOOXPATIEHHA
Pecnyfnuku Berapycs
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Mocne ool BakLMHALMU UNU UHOTAA Nepes Hel BO3MOXHO BO3HUKHOBEHUE oﬁ%ogoEoZ B
0COBEHHOCTMN Y NOAPOCTKOB, KaK NCUXOreHHas peakLmUa Ha UHbekuuio. Takne oGMopoKu MoryT
COMPOBOXAATbCA HEKOTOPbIMU HEBPOMNOrMYeCKUMU CUMMTOMaMW, TaKUMU KaK BpEeMeHHble
3pUTEnbHble PacCTPONCTBA, MApecTeansi U TOHUKO-KMNOHUYECKUE ABMXKEHUS KOHEYHOCTed B
npouecce asbl BoccTaHoBneHus. [lepen BakuuHauve#h BaXHO YAOCTOBEPUTHCH, HTO
nauneHT He NONyYUT NOBPEXAEHU B criyyae obmMopoka.

BeepeHue BakuuHbl LlepBapukc™ pormkHO ObiTb OTMOXEHO Y nUL B OCTpbI nepuon
3a6oneBaHus, CONPOBOXLAKLWUACA NUXOPAA0YHLIM COCTOSHUEM. Hanuyune HesHauuTenbHon
WHexkuumn (Hanpumep, NpocTyaa) He ABNAETCA NPOTUBOMOKa3aHWeM Ans BakuuMHauumu.
BakuvHy HW npu  kakux o6CTOATEnbCTBaX HENb3sAs BBOAUTb BHYTPUCOCYAUCTO  UNU
BHYTPUKOXHO. [JaHHbIe O NOAKOXHOM BBEAEHUU OTCYTCTBYIOT.

Kak u B cnyyae Apyrux BaKUWH, BBOLMMbIX BHYTPUMbIWwe4HO, Llepeapukc™ cnepyeT ¢
OCTOPOXHOCTbIO MPUMEHATL NMPU  TPOMBOLMTOMEHUU UMW  HAPYLUEHUAX CBEPTbIBaOLIEN
CUCTEMbl KPOBU, MNOCKOMbKY BO BpeMA BHYTPUMBILIEYHOrO BBEAEHUA  BO3MOXHO
BO3HUKHOBEHWNE KPOBOTEYEHMUIA.

Kak 1 npu BBeieHUU pYrux BakUuH, 3aWMWUTHBIA UMMYHHbBIA OTBET MOXET hOpMUPOBaTLCA He
y BCEX BaKLUMHUPYEMBbIX.

Llepeapukc™ szawuuiaer Tonbko OT 3aboneBaHuil, BbisBaHHbiX BMY-16 u BMNY-18, u 8
HEeKOTOPOW cTeneHu oT 3aboneBaHui, BbI3BaHHbIX PALOM OPYrX OHKoreHHbIX Tunos BMNY (cm.
pasgen «dapmMakonorMdeckue CBOUCTBa»). [103TOMYy BakUMHUPYEMbIE OOSMKHLI NPOLOMKUTD
cobniofeHne COOTBETCTBYIOLMX Mep MNPedoCTOPOXHOCTU B OTHOLUEHUU 3abonesaHuit,
nepegaBaeMbiX NOMNOBbIM NyTEM.

BakuuHa nokasaHa TOMbKO B LENsiXx NPOUNakTukn U He OKasbiBaeT BUAHUSA HA aKTUBHbIE
BMNY-uHdekumn wunuM uMerolleecs KnuHudeckoe 3abonesaHuve. BakuuHa He obnapaer
TepaneBTUdecknMm adpdpekTtom. Takum o6pa3oM, BakLuHA HE nokasaHa ANsA nevYeHus paka
WENKU MaTKUW WNU UHTpasnuTenuanoHOW LUepBuKanbHOW Heonnasuvu. BakuuHa Takke He
nokasaHa fAns NpodUNaKTUKA MNPOrpecCcMpoBaHUs  OPYrUX UMEROWUXCA  NOPaXeHWUH,
Bbi3BaHHbiX BMY, mnnu BlriY-uHdekunin, umeslwnMXcs [0 Havana BakuMHauuu, BbI3BaHHBIX
BMPYCamu BaKUMHHOMO WUnv HEeBaKUMHHOro TUMmosB (CM. pasfen «3ddeKTUBHOCTL B
oTHoweHun BIMY-16/18 y xeHWwuH ¢ npusHakamu nHdpekuuu BM4-16 unu BM4-18 Ha MoMeHT
BKIMIOYEHUA B UCCNEJ0BaHUE ).

BakuvHauvs He 3aMEHSIeT PYTUHHbBIA LiepBUKanbHbIA CKPUHUHE. B CBSA3W C TeM, YTO HU oAaHa
BaKuuHa He aBnseTca addekTuBHon Ha 100% u Liepsapukc™ He oBecneynBaeT 3awuTy oT
Bcex Tunos BlMY unu umeowmxca BlIY-uHpekunin, pyTUHHBIA LepBUKANbHBIA CKPUHWUHT
UMEET KPUTUYECKOE 3HA4YeHWe U [OMKeH NPOoBOAUTHCSA B COOTBETCTBUW C MOKaNbHBIMU
pekoMeHaauuaMUn.

JAnuTenbHOCTb 3auUThl NONHOCTLIO HE yCTaHoBneHa. HeobxoauMOCTb U BPEMEHHBIE PaMKU
peBakuuHauun He onpegenexsi.

3a UCKIIOYEHUEM OrpaHUYEHHBIX AaHHbIX UMMYHOFEHHOCTU y Ny ¢ BeccumnToMHeiM BUY
COTIJTACOBAHO

MUAHHCTEPCTROM BIPABOOXPAHEHUS s 16
PECTLYBIAKY BEXAPYCD
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(cM. paspen «®dapMmakonoruyeckue CBOWCTBA»), HET [AaHHbIX MO 3(PPEKTUBHOCTU
Liepsapukc™ y nuy C HapyLEHHbIM WMMMYHHbIM OTBETOM Ha BaKUMHALMIO, TakUX Kak
MaUMeHTKY, MOMYYaloWMe UMMYHOCYNPECCUBHYIO Tepanuio. B aTux rpynnax agexksaTHbId
UMMYHHbIA OTBET MOXET ObiTb HE [OCTUTHYT.

JaHHbIX © 6e30nacHOCTW, WUMMYHOT€HHOCTU UMY  APPEKTUBHOCTU B OTHOLUEHUU

B3avMo3aMeHseMocTH BakUMHbI Liepsapukc™ ¢ gpyrumu BMY-BakumHamu He nony4eHo.

APUMEHEHUWE NPU BEPEMEHHOCTU U NAKTALUA

BepemeHHOCTb

CneunanbHbIX WUCCreaoBaHWA NO MPUMEHEHUID BaKUUHbI Y OepeMeHHbIX XEHLUH He
npoBoAunoch. [aHHbIX NPUMEHEHUs1 Y GepeMeHHbIX XEHLUUH, CoBpaHHbIX U3 PEerucTpos
BepeMeHHOCTER, B Xo4e INMUAEMUONOTMYECKUX UCCrefoBaHUA U HEHaMEepeHHOro
NPUMEHEHUS B XOAE KMUHUYECKUX UCCNEAOBaHUA HELOCTAaTOMHO ANA TOro, 4Tobbl caenatb
BbLIBOA, O TOM, BNUSET N UMMYyHU3aLms BakuuHon Llepsapukc™ Ha puck HebnaronpusiTHbIX
ucxonos 6epeMeHHOCTEN, BKKOYAA BbIKUAILLL.

OpHako B Xo4e NporpaMMbl  KMUHUYECKOrO passutus Obino  3adukcuposaHo 10 476
BepemeHHoCTeit, BKNoYas 5 387 y KeHWMH, KOTopsIM BBOAUNAch BakuuHa Liepsapukc™. B
LIENIOM, COOTHOWIEHWE >EHLUMH C onpefeneHHbIMU Ucxogamu GepeMeHHOCTU (3[0pOoBbId
pebeHoK, pebeHOK ¢ OTKNOHEHUAMU, BKINIOYAA BPOXOEHHbIe aHOManuu, npexaespeMeHHble
poabl, BblknAakill) Obino O4UHAKOBEIM MEXAY rpyrnammn nedeHus.

MccneqoBaHus Ha XUMBOTHbLIX HE BbLIABUMM NPAMOro WUAM OMOCPEefoBaHHOrO BpepHoro
BO3OENCTBUA Ha PepTUnbHOCTL, BepemMeHHOCTb, pas3BuTue 3MmOpuoHa/nnopa, poabl Unu
nocTHaTansHoe passuUTUE.

B KkauyecTBe Mepbl NPefOCTOPOXHOCTM NpeanodyTUTENbHO ulberaTb BBEAEHUS BaKUWHbI
Llepsapukc™ Bo Bpems 6epemMeHHOCTH.

BepeMeHHbIM XEHLUMHAM UMK XKEHLWWHAM, NNaHupywmuM 6epeMeHHOoCTb, peKoMeHayeTCs
OTNOXWUTb UMY NPepBaTh BakUMHaLUM0O 40 paspewleHus 6epeMeHHOCTH.

[pyoHoe BCKapMNMBaHue

B KIMHUYECKUX WCCNefoBaHUAX He oueHuBanoch sosfeilctaue Llepsapukc™ Ha pered,
HaXOoAALMUXCA Ha TPYAHOM BCKAapMINUBaHUY, B Cny4Yae BakuuHaLMu MaTepen.

MpuMeHeHve BakuuHbl LlepBapukc™ B nepuof nakTauMu BO3MOXHO TOMbKO B Cnydae
NpeBbILEHUA 0XUAAEMOWN NOMb3bl HAZ PUCKOM.

PepTUNLHOCTL

HaHHbIX HE nony4eHo.

NOBOYHOE AEUCTBUE
Kpatkuit 0630p npocduna 6esonacHoctu
B KNUHUYECKUX UCCNENoBaHUSAX, BKMIOYABLUMX AEBOYEK W XeHLWMH B BospacTe ¢ 10 ao 72-x

net (BospacT 79,2% W3 KOTOPbIX Ha MOMEHT BKIOYeHUs B uccneposaHue cocrasun 10-25
COTJACOBAHO

MUHHCTEPCTBOM 3IPARCOXPAHEHH 17
PECHVYBJIHKM BEJAPYCD

TpuKas MuHUCTEPCTBA 3APABOOXPATICRIA
Pecnyhrinru Bexapych
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net), BakumHy Llepsapukc™ ssogunu 16 142 naumeHTkam, B T0 Bpems kak 13 811 nonyuanu
npenapaT KOHTpons. B TeyeHue Bcero nepuoga WUCCMenoBaHUA NPOBOAUNU MOHUTOPUHT
cepbesHbiX MOBGOYHLIX peakuuil, pasBMBLUMXCA Yy nNauveHTok. B npepgsapuTensHo
onpepeneHHol rpynne nuy (Uepsapukc™ = 8130, npenapat koHTponsa = 5 786) noGoyHble
peakuuu perucTpuposanuce B TeveHue 30 [fHeid nocne Kaxaoh wuHbekuuu. B AByX
KNUHUYECKUX UCCNENOBAHUAX C YyHacTUEM MyxXuuH B BodpacTe oT 10 ao 18 net, 2617 MyXHuH
nonyunnu Llepsapukc™, nocne 4ero oHU HaxXOAUNUCL NOA aKTWBHBLIM HabnoaeHueMm Ans
OLeHKM 6e30NacHOCTbI0 BaKLUHBI.

HauBonee yacTtoil no6oYHOU peakumel nocne BakumHauum Gbina 6onb B MecTe BBeAeHUs,
Habnopgaemas nocne eeegeHus 78% Bcex [o3. B 6onbWUHCTBE CrydaeB gaHHan peaxkuus
XapakTepu3oBanach OT ferkoi 4o cpefHel CTeneHblo TAXECTU U Bbina HENPOAOIMKATENBHON.
HexenaTtenbHble peakuun, KoTopbie Obinu onpefeneHbl Kak Mo KpalHeid Mepe BO3MOXHO
CBfi3aHHbie C BakUMHaLuen, Bbinv nepedncneHbl B COOTBETCTBUU C YaCTOTOW BCTPEYaeMoCTU.
YacToTa BCTpe4aeMocTy onpesenseTcs cneayowmm obpasom: oveHb yacmo (2 1/10), yacmo
(2 1/100 n < 1/10), Hedacmo (= 1/1 000 u < 1/100).

[aHHble KTMHUYECKUX UCCIea0BaHUNA:

UHbekyuu u uHsasuu

Hewacmo: UHDEKLIUN BEPXHUX ObiIXaTenbHbIX NyTel

Co cmopoHkI HeP8HOLU cucmems!

OueHb Yacmo: | ronosHas 6onb

Hewyacmo: ronoBoKpyXXeHue

Co CmMopoHEI xenyOouHO-KUWEYHO20 mpaKkma

Yacmo: CUMNTOMbI CO CTOPOHbI XenyaoYHO-KULLEYHOro TpakTa, BKo4as

TOLLUHOTY, PBOTY, Anapeto, 6onb B 06NacTu XueoTa

CO CMOPOHbI KOXU U NOGKOXHO-XXUPOSOLU Kilemyamku

Hacmo: 3y, Cbink, KpanueHuua

CO0 CMOPOHbI KOCMHO-MbILWEYHOU cucmeMbi U CoedUHUMENbHOU MKaHU

OueHb yacmo: | Muanrus

Yacmo: apTpanrus

Obuwue u MmecmHbie peakyuu

OyeHb Yacmo: peakun B MecCte BBefeHWA, BKnw4yauue 6onb, noKpacHeHue,

NpUNYXnocTb; YyBCTBO YCTaNocTu

Hacmo: nuxopagka (= 38 °C)
Heyacmo: npovMe peakumv B MECTE BBEOEHWA, BKMOMAOLWUe YNNoTHEHUE wu
napecresuu.

DaHHble NOCTMapKeTUHIOBOTO HabnoaeHUa

C0 cmOpOHbI KDOBEMBOPHOU U NUMGbamuyecKoll cucmemsi

Yacmoma He | numdageHonaTus

SO ACORA ’[II\::

T K OKITIECT OO AFLA LS K
MUHHCTEPCTBOM 3IPABOOXPAHEHS!
PECHIVRIIKHK BERAPYCH 18
IIpukaz MusHeTepeTBa 3LPAas0OXpasnesns
Pecuybuurn Bexapycs
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ussecmHa:* 655 8 - Z U 1 7

C0o cmopOoHbI UMMYHHOU cucmeMs!

Yacmoma He | annepruyeckne  peakuuu  (Bodas — aHadunakTudeckue

ussecmHa:* aHadunakToungHble peakumu), otek KBuHke.

Co cmopOHkI HEPBHOU cucmeMbl

Yacmoma He OGMOpO‘-I Hble COCTOAHUA U  BEereTtococypuctbie peakuymu  Ha

ussecmHa:* WHBEKLUMIO, WHOrga CconpoBoOXAawllneca TOHUKO-KIMOHUYECKUMU

OBuxeHuaMu (cM. pasgen «Mepbl NpeaoCTOPOXKHOCTUR).

*B cBA3N C TeM, YTO HUXKeyKasaHHble nobouHbie peakumn ykasblBanucb B CMOHTAHHbLIX

CcooBbLEeHUsX, HE NPeacTaBNAETCA BOSMOXHbBIM [OCTOBEPHO OLIEHUTL UX HacToTy.

B KNUHUYECKNX UCCNefoBaHNAX CXOXMIA Npodune GesonacHoCcT Habnoaancs y NaUMeHToB ¢
npegLecTayowen unu Tekywein BMY-uHdekumnen no cpasHeHuto ¢ naumeHtamu, AHK BMY-

HeraTUBHBLIMU UNWU CEPOHEraTUBHbIMU K aHTUTenam BMNY-16 u BMN4Y-18.

NEPEOO3UPOBKA
O cnyyaax nepefo3vpoBKku He coobilanocs.

B3AUMOOENCTBUE C OPYITMMWU NEKAPCTBEHHbLIMW CPELCTBAMU U MPOYME
BUAblI BSAUMOOENCTBUU

M3 BCex KMUHUYECKUX WUCCNEROBaHMA ObiNW UCKTIOYEHBI Nuua, KOTopble nonyvanu
UMMYHOrNOBYMUH UMK NpenapaThl KPOBU B TEYEHUE TPEX MECsLIEB Nepes BBeASHUEM NEPBOU
[03bl BaKUVHbI.

[puMeHeHUe ¢ ApYrMMU BakLIMHaMU

BakuuHa Llepsapukc™ MoXeT NPUMEHATLCS OQHOBPEMEHHO C KOMBUHUPOBAHHON BYCTEpPHO
BakUMHOW, coJepxallerh KOMNoHeHTbl gudTtepun (d), ctonbHsxka (T) U Koknwowa
[auenntonsapHasa)] (pa) ¢ unu 6e3 UHaKTUBUPOBAHHBIM NONUOMUENUTHBIM KOMMNOoHEHTOM (IPV)
(BakumHbl dTpa, dTpa-IPV) B OTCYTCTBUM KIMHUMECKM 3HAYUMMOro BAWUSHUA moboro
KOMMOHEHTa nioboii BaxkUMHbl Ha BblpaboTky aHTuTen. BeegeHue BakumHbl Llepsapukc™
yepes Mecsay nocne kombuHuposaHHoW dTpa-IPV BakuuHbl NpUBOOUNO K  CHUXKEHUIO
reoMeTpu4eckux sHayeHun Tutpos aHTu-BMNY-16 u aHTn-BlMNY-18 no cpasHeHuo ¢ BBEAEHUEM
TONbKO BakuUMHb! Liepsapukc™. KnvHuyeckas 3Ha4MMOCTb AaHHOTO ABINEHUA HE U3BECTHA.
BakuuHa Llepsapukc™ MOXeT NPpUMEHATECS O4HOBPEMEHHO C KOMOUHUPOBAHHON BaKUUHO
nNpoTuB renatuta A (MHaKTUBUPOBaHHOW) U renatuta B (coaepxaiyein pekoMbuHaHTHyo [HK)
UNU ¢ BakuMHON NpoTus renatuta B (copepxawen pekombunaHTHylo OHK). Mpu BBeaeHun
BakuuHbl Llepsapukc™ ofHOBpEMEHHO C APYrUMU WHBEKLMOHHBbIMWA BaKUUMHAMU BaKUUHbI
OOMKHbI BBOAUTBHCA B pa3Hble y4acTku Tena.

He pnonyckaeTcs cMewWwMBaTL BakKLUHY C APYTMMU npenapataMu B OAHOM wnpuue!

[NpUMEHEHME C rOPMOHaNbHBIMW KOHTpaLEeNTUBaMu COTJIACOBAHG
MUWHNCTEPCTBOM SUPABOOXPAHEN S
PECHVBIURY BRIAFYCEH b
puxas Muxucrepcrsa :{L{{J&Booxpmx(:z!im'P
Pecny6imicu Beaapycn
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Oxoro 60 % eHluH, nonyyaslwux sakumny Llepsapukc™ B knuHUYEcKUX UCCNEROBaHUSX,
npUHUManuU nepoparnbHele KoHTpauenTtusbl (MOK). Cseupetensctsa BruvsHus [MOK Ha
addeKTMBHOCTL BakumHbI Liepsapukc™ oTcyTcTBYIOT.

[MpUMeHEHUE C CUCTEMHBIMU MMMYHOCYNPECCUBHbBIMUY NEKAPCTBEHHLIMU CDEACTBaMU

CM. pa3gen «Mepbl NPesoCTOPOXHOCTUAY .

BIMAHUE HA CMOCOBHOCTL YNPABMIATb ABTOMOBUITEM UMW ABUXKYLIUMUCA
MEXAHU3MAMMU

CneunanbHbiX UCCNeJoBaHUiA O BAUSHUNA BaKLMHBI HAa CNOCOBHOCTL YNPaBnsaTe aBTOMOGUIEM
UNU OABUKYLLIMMUCS MeXaHU3MaMu He nNpoBoaunock. OaHaKo HEKOTopble NoboYHbIe peakLmu,
nepeuncrnenHHbie B pasgene «Mo6oyHoe AecTBUEY, MOTYT BPEMEHHO BNUATL HAa CNOCOBHOCTL
ynpasnsiTe aBTOMOGUIEM U MEXaHU3Mamu.

®OPMA BbIMYCKA

Mo 0,5 mn BoO hnakoH U3 HEWTPanbHOrO CTEKNa, YKYNOPeHHblt NPOGKOA U3 CUHTETUHECKON
6YTUNOBOA pe3uHbl U anOMUHUEBLIM KOMMa4YKoM nof obKaTKy, CHabXeHHbIM 3alUTHOW
NNacTUKOBON Kpbilueykoi. Mo 1, 5 unn 10 cdnakoHoB B 6NUCTEp U3 NONUITUNEHA BbICOKOW
nnotHocTtw. Mo 1 (1 unu 10 onakoHos) unu 2 (No 5 cdonakoHos) BrnucTepa B Navky KApTOHHYIO
C VHCTPYKLUMSMU NO NPUMEHEHUIO.

Mo 0,5 M B WNpUL U3 HEATPaNbHOro CTekNa, CHabXeHHbIW 3aWMUTHBIM KonnavkoM. Kaxasin
LLNPWL, NOCTABNSETCS B KOMMNMEKTE C OQHOWM UrMOW B NNACTUKOBOM KOHTeHepe. KaHions urnbl
3aKpbiTa KONNAa4ykoM U3 NoNuaTuneHa.

Mo 1, 5 unu 10 wnpuues B GnMcTepe U3 NONU3TUNEHa Bbicokoi nnoTtHocTu. Mo 1 (1 urm 10
wnpuues), 2 (no 5 wnpuues) Gnuctepa B Nayky KAPTOHHYIO C UHCTPYKLIMEN MO NPUMEHEHUIO.
Mnu no 10 WnNpUUEB C UHCTPYKLMEA NO NPUMEHEHUIO B NaYke KapTOHHOW CO BCTPOEHHbLIM

KapTOHHbLIM TOTKOM C 3aLUTHOU nepcbopau.meﬁ OT HECAHKI{MOHNPOBAHHOIO BCKPBITUA.

CPOKTOOHOCTHU

4 ropa.

He ncnonb3oBaTh nocne UCTeYeHUs CpoKa roqHOCTH, YKa3aHHOro Ha ynakoBke.

[laToli OKOHYaHUA CpoKa roAHOCTUM SABNAETCA NOCNEAHUA AeHb Mecsua, yKasaHHoro Ha

ynakoBKe.

YCNOBUA XPAHEHUA
XpaHuTb Npu Temnepartype ot 2 po 8 °C.
He 3aMmopaxuBaTtb. XpaHuTb B HEAOCTYMHOM ANA AeTeit MecTe.

XpaHuTb B OpMFMHaﬂbHOﬁ ynakoBke Ansa 3awuTbl OT CBETA.

COTJTACOBAHO
MUHHCTEPCTBOM BIPABOCX PAREHMS
PECIIVBIMKY BEJIAPYCEH

Ipukaz M;muc’r:epcrsa 3APABOOXPAICHHA 20
Pecnyfauwu Bexapycs

ycnoBua TPAHCNOPTUPOBAHUA
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Mpu TemnepaTtype ot 2 go 8 °C. He 3amopaxueaTs.

yYCcnoBusa OTNYCKA
YnakoBKa, cogepxallas ogquH LWnpuL unu dnakoH, — no pelenty spaya.
Ynakoska, cogepxauwas 10 u Gonee wnpuues wnu NakoHoB, — ANs nevebHo-

NPOPUNAKTUHECKUX YYPEXKTIEHMIA.

NPOU3BOAUTENb

MakcoCmuTKnsiiH Baonogxumkans c.a., Benbrus / GlaxoSmithKline Biologicals s.a., Belgium
Pio ae n'3SHetuTio, 89, 1330 PukceHcapT, Benbrus / Rue de I'Institut, 89, 1330 Rixensart,
Belgium ,

MNapk ge na Hyap 9nuH, Pro dnemuxr 20, 1300 Basp, Bensrus / Parc de la Noire Epine, Rue
Fleming 20, 1300 Wavre, Belgium

3a pononHuTenbHOU MHOpMaLuen obpawaTbea:

MNpeacrasutenscteo OO0 «GlaxoSmithKline Export Limited» (Benuxkobputanus) B

Pecnybnuke benapyco o
TJTACOBAKG
MuHck, yn. BopoHsiHckoro 7A, oduc 400 MUHHCTEPCTROM BHPALNOXPAREH L.

Ten.: + 375 17 213 20 16; dpaxc + 375 17 213 18 66 PESIVRIIN BEILLPYC

TIprxaz MuHUCTERCTEA 3APABOOK DARSIH:
Pecnybninxn Berapyce

LIEPBAPUKC siBnseTcs TOBapHbLIM 3HAKOM rpynnbl komnanuin GSK.
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