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Pe3rome Ha EPAR 3a o6uiecTBeHO noJji3BaHe

Silgard
BaKCMHa cpeLlly 4YoBelkKM nanuiomasupyc [tun 6, 11, 16, 18l
(pekoMbuHaHTHa, aacopbupaHa)

HacTtosawmaT 4OoKyMeHT npeacTaBnsBa pestoMe Ha EBponelickua ny€nvden oueHbueH goknag (EPAR) 3a
Silgard. B Hero ce pa3sicHsiBa Kak KOMUTETBLT N0 NEKAaPCTBEHUTENIPOAYKTU 3@ XyMaHHa ynoTtpeba
(CHMP) e oueHwn nekapcTBOTO, 3a Aa AaAe MNOJIOXUTEHO CTAHPBULLE 3a pa3pellaBaHe 3a ynoTtpeba u
npenopbku 3a ycrnosuaTa Ha ynotpeba Ha Silgard.

KakBo npeacrasnsasa Silgard?

Silgard e BakcuHa. MpeacTaBasBa UHXeEKONCAHA CYCNEH3US, KOATO CbAbpXa NPeyncTeHn NpoTENHN OT
YeTUpU TMMNa YOBELLKM NanuaoMaBupyeAsmMn 6, 11, 16 n 18). MNMpeanara ce noa dopmaTta Ha hnakoHn
Unu npeaBapuTenHo Hanb/HEHU CMDUHLIOBKMW.

3a kaKkBO ce n3nonssea Silgard?

Silgard ce nsnonsea Np@ jkLa OT MBbXKK U XKEHCKM MOJ Ha Bb3pacT Haj AeBET rOAMHU 3a 3alumTa cpeLly
cnefgHuTe 3ab60n5BaHsg, NPUUYMHEHM OT YoBewkus nanunomasupyc (HPV):

e MpekaHuepo>uu ne3umn (o6pasyBaHusa) Ha LepBMKCa, By/iBaTa UKW BarMHaTta u aHyca
e paKkoBl 2aGonaABaHMA Ha LepBUKCa U aHyca;

e revuianHu 6pagaBuum.

Silgard ce npunara cbrnacHo opuUManHUTE NPenopbKMU.

BakcuHaTa ce OTrnycka Mno JieKapcKo npearnncaHue.
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Kak ce nanonssa Silgard?

Mpu Nuua Ha Bb3pacT OT AEBET A0 TPUHAAECET roAnHM MoraT Aa ce npunaraT aAse ao3u Silgard npes
WMHTEpBan OT LWeCT Meceua. AKO BTopaTa A03a Ce NOoCTaBWu MO-paHOo OT WeCT Meceua cfej nbpeaTa,
3a4b/XUTENHO TpsabBa Aa ce NpuMoXKU TpeTa A03a. 3a inua Ha Bb3pacT OT TPUHaAeCeT roAMHU MAu No-
ronemMmn obmkHoBeHo Silgard ce npunara cnopeg cxemMa C Tpu 403K, KaTo BTOpaTta Ao03a ce AaBa ABa
Meceua cnej nbpBaTta, a TpeTaTta — YeTUpu Meceua cref BTopaTta. CbhlinTe Tpu 403K MoraT Aa ce
NOCTaBsAT M NPM NIMLa Ha Bb3pacT OT AEBET A0 TPUHAAECET rOANHMU.

BuHaru Tpsibea Aa MMa Hail-Manko eauH Mecel MHTepBas MexAay nMbpBaTa U BTopaTa A03a M Hai-Mad
Tpy Mecela Mexay BTopaTa M TpeTaTta, KaTo BCMUKUTE A03u TpsbBa Aa ce NpuoXaT B paMKUTe Haelda
roavHa.

MpenopbyBa ce NMua, KOMTO ca NOMy4YMnuM NbpBaTa Ao3a Silgard, Aa 3aBbpLuaT AO30BUS PEXIM CbC
Silgard. BakcuHaTa ce npunara KaTto MyCKyJ/iHa MHXeKLUMS, 3a npeanoymtaHe B pamMoTo. i 6eapoTo.

Kak peuncrBa Silgard?

YosellknTe NnannaoMaBmnpycun ca BUpycu, NnpuunHaBealun 6pagasmum n abHoOMSH pacTex Ha TbKaHUTE.
CobuectByBaT Haa 100 TMna nanuMaoMaBuMpyCH, HAKOW OT KOMTO Ca CBbp3ail C pak Ha reHutanuuTte.
Tunose 16 u 18 Ha HPV npuuunHasaT npubnusntenHo 70% oT uepBukbsinmMTe pakosun 3abonsasaHns u
mexay 75 n 80% oT pakoBuTe obpasyBaHus Ha aHyca. Tunose 6 4 LY Ha HPV npuunHasaT okoso 90%
OT reHuTanHuTe 6pagasunLm.

Bcuukn nanunomMaBmpycm nmat TBbpAa BbHLWHA 06BMBKa 14an ,kancyna®, KoSTo e nsrpageHa oT
npoTenHn, Hapuyanu ,L1 npotenHn®. Silgard cvabpxa.npedmcrtedn L1 npotemum 3a HPV tun 6, 11, 16
1 18, KouTo ce nNpomssexaaT No MeToA, No3HaT KaTo', pekomMbuHaHTHa AHK TexHonorna™: nonydasaT ce
oT Apoxaun, nonyuunu red (AHK), koliiTo nm nospomssa aa npoussexaat L1 npotenHn. MpoTtenHnte ce
cbbupar BbB ,BupycononobHm yactmum®™ (CTpyrRTYpM, Konto Hanogobseat HPV, Taka ye opraHm3aMbT Aa
rM pasnosHaBa JiecHo). Te3n BUpyconoaobiriiHacTMumn He ca CNocobHM Aa NpUYMHSBAT MHDeKUUS.

KoraTo nmauMeHTbT NOsy4YM BaKCUHaTaMiMyHHaTa My CMCTEMa NPOU3BEXAa aHTUTeNa cpeLly
L1 npoTenHuTe. Cnep BaKCUHUPAHETC, NMpW NOBTOPHO MU3/1araHe Ha BUPYyCUTE, MMyYHHaATa CUCTEMaA €
cnocobHa aa n3rpaxaa aHtuTtena r|0—61:p30. ToBa nomara 3a 3awmTa cpeLly 3abonasaHusATa,

NMPUYNHEHU OT TE3U BUPYCH,

BakcuHaTa cbabpXxa CbMiQ \aABaHT" (CbeAnHeHUEe, CbAabPXKaLlo anyMUHMN) 3@ CTUMy/IMpPaHe Ha no-
no6bp oTroBop.

Kak e npoyveaH Silgard?

Silgard e«p28HeH ¢ nnauebo (cnsana BakcuHa) npu noutn 21 000 xeHn Ha Bb3pacT Mexay 16 n 26
rOAWHW B)YETUPM OCHOBHM NMPOYYBaHUSA MPU CXeMa C Tpu Ao3u. MNpoyyBaHuMaTa pasrnexaaTt 6pos Ha
XKEHVTE, KOUTO pasBMBaT reHUTanHun nesum munun 6pagasmum, avmxawm ce Ha HPV nHdekums. XeHute
CA_rfabntogaBaHn B NMPOAbB/HKEHNE HA OKOJI0 TPWU FMOAMHM Cnej TpeTaTa A03a Ha BakCuHaTa.

Tpu npoy4yBaHus Ha Silgard, npunaraH B Tpu 403K, pasrnexaaT cnocobHOCTTa Ha NeKapcTBOTO Aa
npenoTepaTaBa UHdekumsa ¢ HPV tun 6, 11, 16 1 18 n reHUTanHM ne3mm, NpuYMHEHn ot Tesn HPV
Tnose, npun 6530 4000 xeHn Ha Bb3pacT Mexay 24 n 45 roanHn U pasBMBAHETO Ha aHTUTENa cpely
Te3n HPV tunose npu okono 1700 MoMnyeTa U MOMYETa Ha Bb3pacT Mexay AeBeT n 15 roganHu.

[Opyro npoyydsaHe npu npmnbnmnsmtenHo 800 MoMmMyeTa U XeHU cpaBHsABa edekTa Ha ase Ao3m Silgard
npyv MOMMYeTa Ha Bb3pacT OT AeBeT A0 13 roamHu ¢ edekTa OT TPU 403U MPU MOMMYETA U MIaAMN XKEHN
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Ha Bb3pacT Mexay 16 n 24 rognHn. OCHOBHaTa MapKa 3a eheKTUBHOCT € U3rpa)kAaHeTo Ha 3alUNTHU
aHTuTena cpewy Tmn 6, 11, 16 n 18 Ha HPV eanH Meceu cnep npunaraHe Ha nocnegHaTa Ao3a.

Hakpas e npoBeneHO OCHOBHO npoy4yBaHe npu okoso 4000 MoMUyeTa M MbXe Ha Bb3pacT Mexay 16 n 26
roauHKW, B KOETO BaKCMHaTa e cpaBHeHa c nnauebo ¢ uen ga ce npoBepu edekTa Ha BakCMHaTa 3a
npeBeHUMS Ha reHMTanHu 6pagaBnum, NpekaHUEepO3HM Ne3nn n pakosu 3abonsiBaHUA Ha aHyca.

KakeBu nonsu ot Silgard ca yctaHOBeHM B npoy4uBaHusTa?

B yeTupute npoyusaHusa cpeg 21 000 xeHu, oT Hag 8000 BakcuHUpaHu cbe Silgard XeHu, KOMTO He ca
6unun nHdektnpanu c HPV tun 6, 11, 16 nnn 18 npeam ToBa, e4Ha XXeHa € pa3Buia NpekaHLepo3:-a
ne3ns Ha uepBuMKca, KossiTo 61 Morna ga ce ab/ku Ha HPV tun 16 nnun 18. 3a cpaBHeHune, 85 or'Haa
8000 >xeHn, noayunnm nnauebo BakCMHa, ca pa3Buaun ne3mn, gbaxalm ce Ha Te3n gsa HPV Tina.
MonobeH edekT Ha Silgard e HabnogaBaH Npu BKAKOYBAHE B aHanM3a M Ha Jie3nK Ha LESRUKC],
Abmxawm ce Ha gpyrm agsa HPV tuna (tvn 6 n 11).

B TpuTe npoyyBaHuMs Ha reHuTasnHu nesmmn 2 xxeHn ot noutn 8000 B rpynaTa cbC fligard ca pa3suau
reHuTanHu 6pagaBnum, KaTo He e CbobLleHo 3a cnydan Ha NpeKaHLEepPO3HM Ne2.an Ha BysiBaTa Uan
BarnHata. 3a cpaBHeHue, oT 0kos10 noytn 8000 xxeHn B nnauebo rpynata 4ya obwo 189 cnyyas Ha
BbHLUHW reHuTasHu nesumn. MNpoyyBaHusTa nokaseaT CbLo, Ye Silgard cchyypsiBa nssecrHa 3awmrta
Cpelly ne3un Ha LepBUKCA, CBbp3aHu C npuunHasawmte pak HPV Traére, BkaoumtenHo tun 31. B
AOMb/IHEHWE pe3ynTaTuTe NOTBbpPXAaBaT cnocobHocTTa Ha Silgardiga ocurypsiea 3awmra cpeLly esnm
n HPV nHdekunn npu xxeHn Ha Bb3pacT mexay 24 u 45 roanpu ([ipoyyBaHusaTa NokassaT CbLUO, Ye
BaKCMHaTa CTUMYyMpa Npou3BOACTBOTO Ha AOCTaTbUHM KOAMYELTBa aHTUTeNa cpewy HPV npu momunyeta
M MOMYeTa Ha Bb3pacT Mexay AeseT u 15 rogmuu.

MpoyuyBaHeTO, B KOETO € M3MUTaAHO MpUIoXKEHNETO Ha\Sligard B 2 403X NpyM MOMMYETa Ha Bb3pacT OT 9
[0 13 roanHK, Nokasea, ye [BeTe 403U, MPUIoXEHN Npes3 NHTepBas oT LWeCT Mecela, ca He No-Masnko
eeKTUBHU OT TPUA030BMUSA KYPC Ha BaKCUHAL5): BCMUKM YUYaCTHMLM B MPOYYBaHETO Ca pa3Buau
JocTaTbyeH 6poit aHTUTeNa cpelwy HPV eaud, Mecey cnea npunaraHe Ha nocfeaHarta Aosa.

B npoyuyBaHeTO Npv MOMYETa N MbXe hia 3 cnydas Ha reHuTanHu nesnm cped okoso 1400 naumneHTw,
Ha KOWUTO e NoCTaBeHa BakCMHaTa, b.cpaBHeHUe ¢ 32 cny4as cpes okono 1400 nauueHTu, noayymnm
nnaue6o. o OTHOLWEHME Ha NpeikaHLUepO3HUTE Ne3un Ha aHyca ca HabnwogasaHu 5 cnyyas B rpynaTta
Ha BaKCUMHMpaHuTe (CbCToskia, Ce oT okono 200 naumeHTn), CpaBHEHO € 24 criydas B rpynaTa Ha
nnauebo (B KoATO Ccbllo MimMa’oxkono 200 nauneHTn). B npoyyBaHeTo He ca HabnogaBaHU Cnyyaun Ha pak
Ha aHyca, HO Ce npegrsoara, Ye 3awmuTaTa cpelly npekaHuepo3HU fie3Mmn Ha aHyca O3HavaBa M 3awuTa

cpelly pak.
KakBu ca tickoBeTe, cBbp3aHm cbe Silgard?

B npoy4dBanmaTa Han-4ecTuTe HexenaHu peakumn npu Silgard (HabnogasaHm npu noseve ot 1 Ha 10
nauienTn) ca rnasobonme U peakumMn Ha MSACTOTO Ha MHXeKTUpaHe (3auyepBsiBaHe, 60n1Kka 1 nogysaHe).
3a (@BNHUS CNUCBK Ha BCMYKM HabnogaBaHu npu Silgard HeXxenaHu peakumm — BUXTE NMCTOBKATA.

ilauneHTn, KoUTOo rnokassaT Npu3HaUM Ha aneprud cnien npuiaraHe Ha Silgard, He TPHGBa Aa noJsiydyaBa
ApYyry 4031 OT BakcuHaTa. BakcMHupaHeTo TpH6Ba Aa ce NpeKkbCHe Npu nauneHTn, KoOUTo Ca 601HU 1
nMmaT TeMmnepaTtypa. 3a Nb/HWUA CMUCBK Ha OorpaHMU4YeHnATa — BUXXTE JIMCTOBKATA.

3awo Silgard e paspelweH 3a ynorpeba?

CHMP pewwu, 4e nonsute ot Silgard ca no-ronemm oT pucKoBeTE, M Npenopbya Aa ce n3gane
paspelleHue 3a ynoTpeba.
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KakBu Mepku ce npeanpuvemMar, 3a Aa ce rapaHTupa 6esonacHaTa u
ecdexkTBHa ynorpeba Ha Silgard?

Pa3paboTeH e niaH 3a yrnpasJfieHVe Ha pucKa, 3a [a ce rapaHTtupa, ye Silgard ce M3nonssa Bb3MOXHO
Hali-6e30nacHo. Bb3 0CHOBa Ha T03M nnaH nHdopMaumnsTa 3a 6e30MacHOCT e BKJIDUEHa B KpaTkaTa
XapakTepucTukKa Ha NpoayKTa u nuctoekaTta 3a Silgard, BKNOYMTENHO NOAXOAAM NpeanasHM Mepku 3a
3A4paBHUTE CMeunanuncTi 1 naumneHTuTe.

AonbnHutenHa nHdpopmaumsa 3a Silgard:

Ha 20 centemBpu 2006 r. EBponenckaTta KOMUCUA U3aaBa paspelleHme 3a ynotpeba Ha Silgard,
BanvMAHO B EBponenckusa cotos.

MbnHmaT TekcT Ha EPAR 3a Silgard moxe fa ce Hamepu Ha yebcanTa Ha
AreHuusaTa: ema.europa.eu/Find medicine/Human medicines/European Public Assessmell Reports. 3a

noseve MHMOpMaLMa OTHOCHO edYeHMeTo cbC Silgard npodeTeTe nucToBkaTa (Cble<4acT oT EPAR) nnmn
nonutanTe Bawwna nekap nnm dapmauesT.

[aTta Ha nocneaHo akTyanusmpaHe Ha Tekcta 05-2014.
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000732/human_med_001052.jsp&mid=WC0b01ac058001d124
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