KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA ? 20 0L f / 0;

1. UME HA JIEKAPCTBEHMUS ITPOAYKT

6X723-30 (¢ -0i- 1%

Xaspukc 720 uHkekMoHHa cycnensus (/Jlo3a 3a neua)
Havrix 720 suspension for injection (Junior monodose)

XaBpuKkc 720 MHXKEKLIMOHHA CYCIEH3Us B NPeABapUTENHO HanbjiHEHA cnpuHLIOBKA (/]0o3a 3a nena)
Havrix 720 suspension for injection in pre-filled syringe (Junior monodose)

XaBpukc 1440 wHkekunoHHa cycneHsus (/lo3a 3a Bb3pacTHH)
Havrix 1440 suspension for injection (Adult dose)

XaBpHuKc 1440 UHXKEKLMOHHA CYCIEH31s B NPEABAPUTENHO HalTbJIHEHA cripuHLIOBKa (Jlo3a 3a
Bb3PACTHH)

Havrix 1440 suspension for injection in pre-filled syringe (Adult dose)

ancopOMpaHa BakCHHa cpeuly XenaTtut A (WHaKTHUBUpaHa)
[Hepatitis A (inactivated) vaccine (adsorbed)]

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Xaspuxc 720 ([loza 3a oeya)
Enana no3a (0.5 ml) ceabpixka:

xenatut A Bupyc (MHakTHuBUpaH) [Hepatitis A virus (inactivated)]' 720 ELISA Units
' npou3Be/IeH B YOBEIIKK AMMIOUAHH (MRC-5) kneTku
> aficopOrpaH BbpXy alyMHHHEB XMAPOKCHL, XUAPaTHPaH 06110: 0,25 munurpama Al

Xaspuxc 1440 ([oza 3a ev3pacmuu)
| 103a (1 ml) cbabpxka:

xenatut A Bupyc (MHakTuBUpaH) [Hepatitis A virus (inactivated)]' 1440 ELISA Units
' npou3sBeieH B YoBelkH AMMIoMaAHH (MRC-5) knetku
* asicopOMpaH BbpXY alyMHHHEB XUAPOKCHUI, XHUAPATHPAH o6wmo: 0,50 munurpama Al

BakcuHaTa Moxke 1a cbabpaka ciieiM OT HEOMUUMH W GopMaieXH, U3MOJI3BaHH B Mpolieca Ha
MPOMU3BOACTBO (BXK. TOUKa 4.3).

[ loMOLIHM BelllecTBa ¢ U3BECTHO JIEUCTBHE

Xaspukc 720 (/lo3a 3a geua) cbabpxka 83 mukporpama peHuNaIaHUH W 25 MUKporpama
nosucopodar 20 Ha no3a (Bx. Touka 4.4).

Xaspukc 1440 (/lo3a 3a Bb3pacTHH) chabpxka 166 Mukporpama peHunananid u 50 Mukporpama
noJsiucopdar 20 Ha no3a (BxK. Touka 4.4).

3a MbJIHUA CIIUCHK HA MOMOLLHHUTE BELECTBA BUXKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

3a ¢pnakoHa: WHXXEKLIMOHHA CYCIEH3HS




ST a: MHOKEKLIMOHHA CYCINCH3UA B IIPCABAPHUTCIIHO HAITbJIHCHA

CMPUHLIOBKA

MbTHa TeuHa cycnensus. Ciiel cbXxpaHeHHe Molke J1a ce HabmoaaBa puHa Osna yraiika u OucTpa
Oe3lBeTHA Ha/lyTae4yHa TeYHOCT.

4. KJIUHUYHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHHS

XaBpHKC € NMoKa3aH 3a akTUBHa KMYHH3allug cpellly uHdekuus ¢ xenatut A Bupyc (HAV) npw neua.
IOHOILK U Bb3PACTHH:

- Xaspukc 720 (o3a 3a neua): 3a sb3pact ot | 10 15 roguuu BriaroudTenHo. Mosxke 1a ce

U3I10J13Ba U MPHU FOHOLLH Ha Bb3pacT A0 |8 roIMHU BKIKOYHTEHO.
- Xaspukc 1440 (/lo3a 3a Bb3pacTHH): 3a XOpa Ha Bb3pacT 16 U noBeue roauHH.

Ta3u BakcHHa TpaOBa na ce U3Moa3Ba B CbOTBETCTBHE C OHLIMATTHUTE NPENOPHKH.
4.2 /l03MpPOBKA H HAYHH HA NPHJIOKEHHE

J1lo3upoBka

ITvpeuuna saxcunayus

Xaspukc 720 ([1o3a 3a aeua) (0,5 ml cycnensus)

3a KUMYHH3aLMs Ha JIeLa W FOHOLLM Ha Bb3pacT oT | 10 |5 roaMHu BKIKOYHTENHO ce npuiiara eHa 103a
Xaepukc 720 (/lo3a 3a neua).

HM3non3paHeTo Ha eaHa no3a Xaspukc 720 ([lo3a 3a aeua) 3a MMyHH3allMs Ha FOHOLIM HA Bb3pacT oT 16
10 18 roaMHU BKJIKOYUTEHO MOXKE /1a € MPHEMJIMBO MPH HEOOXOAUMOCT (BK. TOUKa 5.1).

Xaspukc 1440 (/lo3a 3a Bb3pacthu) (1,0 ml cycnensus)
3a UMYHH3aLMA Ha Bb3PACTHU M FOHOLLIM HAa Bb3pacT 16 U noBeue ro/IMHMU Ce npuiara eJHa /103a
XaBpukc 1440 ([o3a 3a Bb3pacTHH).

3a ONTUMAJIEH aHTUTSAIO-OTIOBOP IMbPBHYHATA HMYHH3aLIMA TPAOBa J1a ce U3BBPLUM Hal-MallKo 2, 3a
npeAnoYruTaHe 4 CEIMMLIM NpeIH OYaKBaHa €KCMO3ULMA Ha XenaTuT A BUpYC (Bxk. Touka 5.1).

bycmep saxkcunayus
Cnen mbpBruHaTta BakcuHauus ¢ XaBpuke 720 ([lo3a 3a neua) unu Xaspukc 1440 (Jlo3a 3a Bb3pacTHH)
ce npenopby4Ba OycTep /103a 3a OCHIypsBaHe Ha JAbJIrOCPOYHA 3allMTa. 3a NpenoynTaHe € Ta3u Gycrep

103a J1a ce MPHJI0KH Mexay 6 meceua v 12 Meceua ciieq mbpBHYHAaTa BAKCHHALIMA, HO MOXKE /1a ce
MPHJIOXKHK 10 5 TOAUHHU clie]] MbPBHYHATA BaKCHHALMA (BX. Touka 5.1).

Biraumozamensiemocm

XaBpHKC € B3aMO3aMeHseMa C IPYrH HHAKTUBUPAHH BAKCHHH CPELLly XenaTHT A.




Cmapuecka ev3pacm

Hma orpaHuyeHn aaHHuU OT ynotpebara Ha HHaKTUBHPAHH BAKCHHHM CPELIY XenaTHT A NnpH Xopa B
cTapuyecKa Rb3pacT.

IHeduampuuna nonyaayus

beszonacHocTTa M e€purkacHocTTa Ha Xaspuke 720 (Jlo3a 3a Aeua) npu AeLa Ha BL3pacT noa | roauHa
He ca ycTaHOBeHH. HannWyHKTe NnoHacTosAlIeM JaHHH ca ONUCaHH B TO4Ka 5.1, HO NpenopbkH 3a
NO3HUPOBKATa HE MOTAT jJa ObaaT AAfEHM.

HauyuH Ha NPpHJAOACHHC

Xaspukc 720 (osa 3a zeua) (0,5 ml cycnensus) Tpabea ga ce npunara HHTPaMyCKyJIHO B o0nacTTa Ha
JENTOUAHHA MYCKYJ PH €1a K FOHOLLH, a TIPY MaJIKH Jela — B aHTepoaaTepaiHaTa YacT Ha HeapoTo,
aKo JENTOUAHHAT MYCKY BCE OWIE HE € AOCTATHYHO pa3BUT (BXK. TOUKa 6.6).

Xappukc 1440 (Jlosa 3a b3pactau) (1,0 ml cycnensus) Tpsadea a ce npuiara MHTPaMyCKYJIHO B
obnactra Ha JeTOHAHUA MYCKYJI MTPH KOHOLIH H BB3PACTHH (BXK. TO4Ka 6.6).

Hezasnucumo ot n3bpaHoTo MACTO Ha MHXKEKTHPaHe, TO TpA6Ba fa ce npHTHCHE cHitHo (6e3 pasTpuBaHe)
34 MOHE 2 MHHYTH Cllel HHKEKTUPaHETO.

XaBpHKc He TpabBa ha ce npunara B riyTeanHara 00nacr.

XaBpHKC He TpROBa l1a ce NMpHiiara BbTPECHAOBO MPH HHKAKBH 00CTOATENCTRA.

XaBpHKc He TpaOBa Aa ce npuiiara NoAKOXHO WIH HHTpadepManHo (BxkK. Touka 4.4).

4.3 IlporuBonoxa3anns

CBPBbXUYBCTBHTENHOCT KbM aKTHMBHOTO BELIECTBO MIIH KbM HAKOE OT MOMOLLHHUTE BELLECTBA, H3OPOEHH
B TOYKa 6.1, MJIH KbM HEOMHLHH WK GOpPMAIAEXH.

CBpPBbXHYBCTBUTETHOCT Clle[ NPEIUILHO NMPUAOKEHHE HA BAKCHMHA CPELLY XENaTHT A.

4.4 Cnennaanm npeaynpekieHHs H NpEANAIHH MEPKR NPH ynorpeda

I lpocneaumMocT

3a na ce noJoOpH MpoCaeARMOCTTa HA GHONOrHYHHTE NIEKAPCTBEHH MPOAYKTH, HMETO H NapTUAHUAT
HOMEP Ha MPHUIIOKEHUS NPOAYKT TpsaOBa ACHO Ja ce 3arH1CBar.

O6K NpenopbkH

KakTo u npu Apyry BaKCHHH, NPUNONKEHUETO Ha XaBpukc Tps6Ba aa ce OTAOKH MPH XOpa ¢ OCTPo
TeXKO hebpunHo 3abonasane. Jleka HHpeKLMA, KaTO HaNpUMep NpPocTyaa, He TpA6sa Aa BoaM 10
OT/laraHe Ha BaKCHHaLMUATA.

KakTo npy BCHUKHM HHXKEKUMOHHH BAKCHHH, BUHArK TPAOBA J1a MMa FOTOBHOCT 33 MOAXOANIO JIEHEHHE
W HaOofeHKe B Ciiyvai Ha psaKa aHaQWIaKTHYHa peakuua ciel MPHIOKEHHETO Ha BAKCHHATA.

[IpenopbuBa ce BHUMaTENHO HabMOACHHE B NPpOAb/KEHHE Ha Hali-Manko |5 MUHYTH cnen
BaKCHHAUMUATA.




Cnen WK JOPH Npean KOSTO H Aa € BAKCHHALMA MOXE [ia HAaCTLAK CUHKOT (NpUnaabk), ocobeHo B
IOHOILIECKA BB3PacT, KATO NCHXOTEHHA peakUXA KbM HHXEKTHpaHETO ¢ uria. Toil Moxe aa ce
CBNPOBOXKJA OT pa3/IMYHH HEBPOJIOTHYHH NPU3HALIM, KATO HanpuUMep MpexoAHO HapyLIEeHHe Ha
3PEHUETO, NAPECTEIUA H TOHUUHO-KIIOHUYHH ABHXKEHHMA HA KpaliHHLUTE Mo BpeMe Ha
Bb3CTaHOBABAaHETO. BaxkHO € a ca BbBEACHH MpoLeaypH 3a u30ArBaHe Ha HapaHABaHE BCNeACTBHE Ha
MpUnaabK.

XaBpHUKC HAMA Aa NMPEAOTBPaTH HHPEKUMA C APYFH NPHUYHHUTENHU Ha XENATHT, KaTO HallpuMep
xenaTut B BUpyc, xenatut C BUpyc, xenatuT E BUpyC WK APYrH NaTOreHH, KOUTO € H3BECTHO, Ye
NPUYAHABAT HHPEKUMK HA YepHHUA OpoD.

B13MOKHO € iMuara, Ha KOMTO ce npusiara BaKCMHAaTa, A4 ca B MHKYOALIMOHHUA FIEPHOA HA XEMaTHT A
HHEKUHA MO BpeMe Ha BakcHHauuATa. He e u3BecTHO nanu XaBpHKC Lile NPeAOTBPATH XENATHT A B
TE3U CJIyYaH.

Kakto v npu Bcaka apyra BakCHHa, NPOTEKTHBEH HMYHEH OTTOBROP MOXE a2 He 6bae MOCTUIHAT NpH
BCUYKH BAaKCHHUPAHM,

[lpy UMYHOKOMITPOMETUPAHU AMLA UMYHHHMAT OTTOBOP KbM XaBpHUKC MOXE Aa € HapylueH. [1pu Tax
BHHAru € HeoOXOAUMO Ja ce€ npuaara 2-1030Ba CX€Ma Ha BAKCHHALUA.

Xaspukc TpabBa 1a ce npunara ¢ ocofeHo BHUMaHHe NpH Xopa ¢ TPOMOOLUTONEHHS HITH HAPYILEHHUE
Ha KPbBOCHCHPBAHETO, Thil KATO NPH TAX CNEeA HHTPAMYCKYJIHO MPHIOKEHHE MOXKE 14 HACTBNH
KbpBeHe. 1o H3knoyeHHe H aKko TOBA € B CbOTBETCTBUE C OPHLIMATIHUTE MPENOPHKH, BAKCHHATA NPH
TaKUBa Xopa MOXe Ja Obae npunoxeHa noJKoKHO, HO NPH TO3H MbT HA BBBEXKAAHE MOXKE 11a CE
Noy4u no-cnad or onTUManHus aHTHUTAN0-0TroBOp cpeiny HAV. U npy aBata meTa Ha BLBeXKJaHe
CNEN MHXKEKTUPAHETO MACTOTO HA HHKEKTUpaHe TpAOBa Aa Ce NPUTUCKA CUITHO NOHE JIBe MHHYTH (0e3
pa3TpUBaHe).

HomMoluHBK BellecTRa

Xaspukc 720 (Ho3a 3a aeua) cvaspka 83 Mukporpama eHUnaNaHUH BLB BCAKA J034.
Xaspukce 1440 ([o3a 3a pp3pacTHH) cbaAbpka 166 MUKporpama PpeHnnanaHuH BbB BCAKA 103a.
QeHHNaNaHUHBT MOXKE Ja HaBpean Ha Xopa ¢ PeHUIKETOHYDHS.

Xaspuxc 720 (Ho3a 3a ncua) cvabppxa 25 Mukporpama nonucopdar 20 BbB BCAKa 103a.
XaBpukc 1440 ([losa 3a Bb3pacTHH) cbabpka 50 MUKporpama rionucopbar 20 BBB BCsAKa 103a.
[TonucopbaTure MOrat 1a NPHYKHAT ANEPruyHU PEaKLiuH,

Ta3u BakcHHa cbALpPkKa No-mManko oT | mmol Hatpuit (23 mg) Ha [03a, T.€. MOXKe J1a Ce KaxKe, ye
NMPaKTHUYECKH He ChAbPXKA HATPHH.

Ta3u BakcHHA CbABpXKA KaMH, no-Manko ot | mmol (39 mg) Ha fo3a, T.€. NPAKTHUECKH HE ChObPKA
KaJMH.

4.5 B3anumoaeHCTBHE C APYTH JICKAPCTBEHH NPOAYKTH H ApYrH GOpMH HA B3aHMOAeHCTBHE

HokonkoTo XaBpHUKC € HHAKTUBMPAaHa BaKCHHA, CLITBTCTBALLATA M yNoTpeDa ¢ ApPYrH HHAKTUBUPAHH
BAKCHMHH € MaNnKoO BEPOATHO J1a MOBJIMAE CLOTBETHUTE UMYHHH OTTOBOPH.




XaBpUKC MOXe [ia Ce NIpUnara eAHOBPEMEHHO € BCAKA OT CNEAHUTE BAKCHHH: CPeELlly KOpeMeH TH,
CpeLly XbTa TPECKA, CpelLy XoJiepa (3a HHKEKLHOHHO NPUIIOKEHHE), CPEIY TETAHYC WIH C
MOHOBAJIEHTHH HJIH KOMOWHHPAHH BaKCHHM Cpewtry MOpOWITH, napoTHT, pybeoia u BapHLiena.

XaBpHKC MOXE [1a C€ NpHiara eJHOBPEMEHHO ¢ UMYHOIJIOOYIMHH. BENpeKH ye B TaKbB clyyail
TUTPHTE Ha aHTUTEIATA MOXKE 1a ca MO-HUCKU OTKONIKOTO cAea npuiarade camo Ha Havrix, gensT Ha
BAaKCHHHPAHUTE, NPH KOUTO Ce MOCTHra CEPOKOHBEPCHA, HE CE pa3iyaBa.

KoraTto ce cMmATa 3a He00OX0aAUMO ChbNBbTCTRAILO NPHITOXKCHHUC Ha HH)KCKLIHOHHH BAKCHHHA U1K Ha
HmyHOFHOGYHHHH, BCCKH OT APOJAYKTHUTC TPHGBH Aad CC IMpHara ¢ pa3iHiyHa CNpUHLUOBKA H UIria H Ha
PA3JIMHHO MACTO HA HHAKCKTHPAHC.

4.6 DepTHIAHATET, OPEMEHHOCT H KhpMEHe

bpeMeHHOCT

Heronsm odbem naHxu npu OpeMeHHH xeHM (3a u3xoaa ot 300 no | 000 cnyyas Ha GpeMeHHOCT) He
MOKA3BAT, Y€ AKTUBHOTO BELLECTBO MPHUYKUHIBA MATPOPMAUKH UAK eTaTHA/HeOHATATHA TOKCHYHOCT.
[lpoyuBaHusiTa NPH JKHBOTHH HE MOKA3BaT PENPOLYKTHBHA TOKCHYHOCT {BXK. TOUKa 5.3).

YnorpebaTta Ha XaBpHKC N0 BpeMe Ha OpeMEHHOCT MOXKeE Aa ce OOMHCIIH, aKo e HeobXxoauma.

KbnpMene

He e n3secTHO Aanu XaBpHUKC ce eKCKpeTHpa B KbpMaTa. BENpekH Ye pUCKBT MOXKE Aa ce CYMTA 32
HEe3HAYHUTENEH, B MEPHOAA Ha KbPMEHE XaBpHUKC TPAOBa Aa ce ApUara caMo ako € KaTeropHuHO
HEOOXOIMMO. |

QepTUnuTeT
JIunceaT AaHHU MO OTHOLUEHKE Ha eeKTUTE HA XaBpUKC BbpPXY depTHIXTeTa NpH xopa. Edexrure
BEPXY QEPTHINTETA MPH XOpa HE ca OLEHABAHK B NPOYYBAHHSA NPH )KHBOTHHU.

4.7 EdexTH BLpPXY cnocofHocTTa 32 modupane H padora ¢ MAIIHHK

XaBpHKC He MOBINABA MK MOBNUABA NPEeHEOPEMMO CNOCOOHOCTTA 32 todupane H paboTa ¢
MAallUHHH.

4.8 Hexe/laHH JIeKAPCTBEHH pPeaKIHH

O0obmenue Ha npodaa Ha He30nacHOCT

Hali-uecTute MECTHH HEXXeNaHH peakLnH, KAKTO MPH Jela, Taka ¥ MpH Bb3PacTHH, ¢a Bonka v
3a4EPBABAHE HAa MACTOTO HA HHXKEKTHPAHE.

Hari-uecTHTe 001UM HEXKENAHM peaKLUu ca pa3apa3sHUTENHOCT NPH Aelia U YMopa M IaBobonne npu
BL3PaCTHH.

CHHUCHK HA HEXKENTAHUTE peakLiMK B Tabanued BUA

Jannu om Krunudnu unumearus

[IpopunbT Ha 6e30nacHOCT, npeacTaseH B TabAKLIATA NO-10Y, C€ OCHOBABA HA NaHHH OT
5 331 yuacTHHUM, BKNIOYMTENHO | 664 neua (Ha Bb3pacT Ao 18 roauHu), BakcHHUpaHu ¢ Xaspuke 720
(Ho3a 3a neua), u 3 667 sb3pacTrH (0T 16-roaHiIHa BL3IPACT Harope), BAKCHHUPaHH ¢ Xaspukc 1440
(Ho3a 32 BBb3pacTHH) B KIIHHUYHHY U3NHTBaHHA (UA1aTa BaKCHHUpaHa koxopra). O6uio 3 193 no3m
Xaspukc 720 ([o3a 3a neua) v 7 131 nosu Xaepukc 1440 ([Jo3a 3a Bb3pacTHH) ca NPHIOXK




KIHHUYHUTE M3nUTBaHuA. O0wwo 3 971 go3u Xaspuxe 1440 (Io3a 3a Bb3pacTHU) Ca NPUIIOKEHH
eaHoBpemeHHO ¢ Engerix B npu 2 064 Bb3pacTHH yHACTHHLIM.

CHobLueHUTE HeXXENaHW PeaKiuu ca W3OpOEHH MO YECTOTA KAKTO CIENBA:

Muoro yecth (2 1/10)

YecTu (= 1/100 no < 1/10)
Heuectu (= 1/1 000 no < 1/100)
Penku (= 1/10 000 mo < 1/1 000)

Muoro peaku (< 1/10 000)

B1B BCAKa OT FPYNATE 110 4ECTOTa HEKENARUTC pCAaKLIHH Ca HEGPQEHH B HU3XO0AAUl PCA 1O OTHOWCHUC
Ha TAXHATA CCPHUO3HOCT.

CHcTeMo-0praHeH KJiaac HecroTa HexeJlanH peakuHu
2)
HHPEKLUA HA FOPHHUTE AMXATEAHK MbTHLNA '
Undexunu u nHdectaunm HEUYECTH peKu P A ma ‘<,
pPUHUT
Hapyuweuus Ha MeTabonn3Mma
HECTH JIAFICA HA ANeTHT

XPaHEHETO

IlcUXUUHH HAPYLUECHHA

MHOIO YCCTH

pasfpasHuTenHocT

MHOI'o 4CCTH

rnagobonue ¥

chrHuBocT

HapylieHus Ha HepBHaTa YECTH
cUCTEMA HEYeCTH samasHocT &
peaKH xunectesus ), napecresus ‘¥
CTOMALHO-YPEBHH NMPH3HALH H
CTOMAWIHO-YPEBHY HAYIIEHH | cumnromu 9 nuapua ), rapene
HEYEeCTH MOBPBLUAHE
HapyuiieHus Ha KoKara u HEYECTH obpus '}
NOAKO)KHATa ThKaH PEAKH npypuryc
Hapylenus Ha MyckyTHO-
CKEJIETHATa CUCTEMA H HEYeCTH MHaNrus %), MyCKyaHO-CKeNeTHa pUrnaHocT 2

CHEIHHHUTEIHATA ThKAH

OOy HapyleHUA U epeKTH Ha

MHOI'O HCCTH

60J1ka Ha MACTOTO HA UHXKEKTHPAHE M EPHTEM
Ha MACTOTO Ha MHDKEKTHpaHe, ymopa %)

Hepa3NoNOXKEHHE, MOBULLIEHA TEMNEpaTypa
(= 37,5 °C), peaxuiMa Ha MACTOTO Ha

YECTH HHDKEKTHpaHe (KaTo Hanp. ynabTHeHHe Y Ha
MACTOTO Ha MPHIIOKEHHE
MACTOTO Ha HH)KEKTHPAHE U NOJAYBaHe Ha
MACTOTO Ha HHXXEKTHPaHE)
HEYECTH rpunonoacbuo 3abonssane !
peakm BTpHcahe

) camo 3a Xaspuke 720 (Jlo3a 3a geua)

) camo 3a Xaspukc 1440 (JIo3a 3a Bb3pacTHH)

) cbOGLIABAHH B KATErOpHs NO 4€CTOTA ,,4ecTH™ npu Xaepukc 720 (Jo3a 3a acua)

) cboGuraBay B KaTeropus no 4ecToTa ,,HeuecTH™ npu Xaepukc 720 (Joza 3a aeua)

) cToMallHO-4peBHK — BKITIOUBAT raicHe, MOBPBIIAHE, JHAPHSA (CHMIITOMMTE HE Ca 3aNHCBAHA
MOOTAEHO)




Hocmmapxemunzoeu oannu

U3bpoenuTe no-10ny AOMBIAHUTENHH HEXETaHW PeaKlMK ca YCTAHOBEHH N0 BPEME Ha
NOCTMAPKETHHIOBOTO Habmoaenue kakto 3a XaBpukc 720 (Jlo3a 3a neua), Taka v 3a XaBpukc 1440

(o3a 3a BL3pPACTHH).

CHcTeMo-OpraHen KJjaac YecToTa HexellaHH peakunm

aHaQHUNAKCHS, ANCPruYHH PEaKLIHH,
BKNIOUHTENTHO aHa(HIaKTOWIHH

HapylieHus Ha HMyHHaTa cHcTeMa peAKH
pPeakLMM H peakiyd, nojgobHa Ha
cepyMHa bonect
HapyluieHus Ha HEpBHaTa CHCTEMA peaKH [bPHOBE
Cba0oBH HApYLIEHHS peaKH BACKYJIHT
HapyweHns Ha koxarta U NoAKO)KHATA — aHFHOHEBPOTHYEH OTOK, EpHTEMA
ThKaH MYJNTHDOPME, YPTHKApUs

HapylueHus Ha MyCKyNHO-CKeleTHaTa

peIKH apTpajirus
CHCTEMA H CbEAHHHUTENHATA ThKaH

CrobiiaBane Ha MOAO3UPAHHN HEKENAHU PEAKLIMU

CpoOLlaBaHero Ha MOAO3UPAHU HEXENAHM peaKLHMHU Cliefl pa3pellaBaHe 3a ynotpeba Ha JieKapcTBEHHUS
NPOAYKT € BaxKHO. ToBa no3BoasBa A1a NPOABLIKH HAOMOAEHHETO Ha CHOTHOLEHHETO NOJ13a/PHCK 32
NieKapcTBeHns MPoayKT. OT MEANLIMHCKATE CTICLHAJTUCTH CE H3UCKBA 2 ChoOIaBaT BeAka NoA03UpaHa
HEXKENAaHa PEaKUMs Ha:

H3nbaHuTEeAHA areHUHUA NO NeKapcTBaTa

yn. ,.JJamsH ['pye* Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

4.9 Ilpeno3npane
o BpeMe Ha MOCTMAPKETUHIOBOTO HabMIOAeHUE ca chOOWIaBaHH CITYUaH Ha Mpego3HpaHe.

Hexenanure cuOMTHA, ChobLIaBaHH cnea npeqo3MpaHe, ca NoaobHH Ha CHOOUIABAHUTE NMPH HOPMAJTHO
NPUWIOXKEHHUE Ha BAKCHHATA.

5. ®APMAKOJOI'MYHU CBOHUCTBA

3.1 PapmMakoaAHHAMHYHH CBOHCTBA
@apmMakoTtepanesTHyHa rpyna: Bakcunm cpetny xenatir A, ATC kxoa JO7BC02

MexaHuu3bsM Ha AeHCTBUE

XaBPHKC OCHTYpsiBa MMyHH3auus cpeily HAV, ctuMynupaiiky cneuddHyHin HMYHHH OTTOBOPH,
NPOsABEHH Ype3 HHAYLHpaHe Ha 0Opa3yBaHeTO Ha aHTHTENa cpely HAV,

®apMakoABHAMHYHH €DEKTH

MMyHOreHHOCTTa Ha XaBpHKC € oleHeHa B 39 npoyuBaHKs npu noseye oT 6 000 yuacTHULIM,
BKJIIOYBALIW Bb3PACTHH, KOHOILIH H Oeua.




Hmynen omaosop

B xHHNYHHUTE NTpOoyuBaHUa py 99% OT BaKCHHHUPAHHUTE € MOCTHTHATA cepoKOoHBEpcHs 30 reHa cnen
N03aTa 332 MbPBUYHA BAKCHHALIHA.

B noarpyna Ha KJIHHUYHH MPOYYBAHHs NPH BbL3PACcTHH, B KOUTO € NPOYYBaHa KWHETHKATA HA HMYHHUS
OTrOBOp, CJIEA NPWIOKEHHE Ha fAo3aTta XaspHKC 1440 (o3a 3a Bb3pacTHH) 332 MbPBHYHA BAKCHHALIUA €
YCTaHOBEHa paHHa ¥ Obp3a CEpOKOHBEPCHA, KAKTO cleaBa: Ha 13-Tus aeH npu 79% OT BAKCHHHPAHHTE,
Ha | 5-tus aeH npu 86,3%, Ha 17-Tua geH npu 95,2% v npu 100% Ha 19-THsa aew.

Mma orpaHHueHH 1aHHK OT KITMHHYHH NPOYUYBaHHUA NPH KbpMaueTa Ha Bb3pacT noj | roauna. B Te3u
npoyuBaHua Xaspukc 720 ([loza 3a geua) € npunarana Ha Bb3pacT 2, 4 ¥ 6 MeceLa HTH KaTo 2 [103H,
MPHUJIOXKEHHU C HHTEpBA 6 Mecella MOMEXY HM, KaTO MbpBaTa € NPHIOKEHa Ha Bb3pacT oT 4 10 6
Mecella. XyMopanHH aHTHTena cpeuly HAV ca ycTaHOBEHH NpH NOBeUeTO BAKCHHUPAHH €MH MECeLl
CleA NPHIIOKEHUETO HA MOC/IeAHaTa 0103a BaKCHHA; KbpMaveTara ¢ nNpeJpapuTeNHO HATMYHU aHTHTENa
OT MakKara ca ¢ NoAYEPTaHO MO-HHCBK OTIOBOP B CPABHEHHE C MbPBOHAYATTHO CEPOHEraTHBHUTE
KbpMaueTa (BX. TouKa 4.2).

B KnHHHUYHKTE NPOYYBAHKA NpH Aeua Ha Bb3pacT | — 18 roarun cneurdUyHU XyMOpaaHH aHTHTE A
cpewty HAV ca ycraHoBeHH Ha 15-THa neH npu Haa 93% ot BakcHHMpaHuTe, a npu 99% — enquH Mecell
cjiea NPHIIOKEHHETO Ha no3aTta Xaspuke 720 ([Jo3a 3a aena) 3a mbpBUUHA BAKCHHALUA.

B KJIMHHUYHHTE NPOY4BAHHA, B KOUTO Ha IOHOLUH Ha Bb3pacT 16-18 roguHu e npunarana Xaspukc 720
([o3a 3a neua), xymopainu antutena cpeily HAV ca ycraHoBeHu Ha 15-THa aeH npu Hag 94% ot
BakCHHHUpaHHTe, a NpH 100% - eauH mecew cnen npuaoxkeHueTo Ha go3arta Xasphke 720 ([oza 3a
Jiella) B MbPBUYHATA BAKCHHALIUA.

HmyHnen omeo6op npu nayuenmu ¢ XpoHUuHO ¥eproOpobro 3abonseane

B aBe KIHHUYHH H3NHTBaHUA 300 yuacTHULM C XPOHHUUHO YepHOOPOOHO 3a009BaHe (XPOHUUEH
XenaTHT B, xpoHHueH xenaTtuT C WnH Apyro) ca BakcuHupanu ¢ 2 fosu Xaspukc 1440 (loza 3a
BB3PACTHH), NPUIIOKEHH C HHTEPBAN 6 MeceLa MoMeKaY UM. BakcHHara e ocurypuna oTkprsaeMH
TUTPH HA aHTUTENA €AWH MeCel] Clie]l BTOpaTa 1034 NpH noHe 95% ot BakCHHUpaHUTE.

Hepcucmupane na umynnus omeosop

3a ocurypssaHe Ha ALAFOCPOYHA 3alUMTa TPAGBA fa ce npuioxu Oyctep ao3a Mexcay 6 u 12 Meceua
c/leq ro3aTa 3a MbpBHU4HA BakcHHaLMa ¢ Xaspuke 720 (Ho3a 3a acua) unu Xaephke 1440 (o3a 3a
Bb3pacTHH). EAMH Mecell cnen aatara Ha npujaraHe Ha OycrTep 103ata B KIMHHYHUTE W3MUTBAHHA
BCHYKH BAKCHHHPAHH Ca CEPONO3HTHBHH.

AKO OycTep n03aTa He ¢ NpUACXKEHa Mexay 6 u 12 Meceua cliely 103aTa 33 IbPBHUUHA BAKCHHALIMS, TH
MOXKe Ja Obie NpUNoKeHa 10 5 rOAWHH CJled A03aTa 33 MbPBHYHA BaKCHHALUA. B cpaBHUTENHO
H3TIHTBAHE NPH BL3PACTHH € YCTaHOBEHO, ue OycTep A03a, NPUIIOKEHa A0 S roANHHU ciea A03aTa 3a
MbpBHYHA BAKCHHALIMA, BOAH A0 NOAOOHM HYBA HA aHTHTE aTa KaTo OyCTep A03a, NPUIIOKEHA MEXAY
6 U 12 Meceua cnen no3aTa 3a MbpBHYHA BAKCHHALHA.

OueHeHO e ABATOCPOUHOTO MEPCUCTHPAHE HA TUTPUTE HA AHTHMTENATa CPELly XenmaTHT A chen
2 no3n Xaspukc 1440 ([lo3a 3a BB3pacTHH), NPHIONKEHH C MHTepBan 6 10 12 Meceua NoMexiy
uM. B nBe knHHUYHN H3NNTBAHHA NPH BB3pacTHH 96,7% u 100% oT BaKCHHHpaHHUTE ca Gunu Bce




OlIe CEPOMNO3IUTUBHH CBHOTBETHO cien 17,5 roavHn (npoyusaHe HAV-112) W 17 roauHn
(npoyurane HAV-123).

Hannukure aaHHu oo 17 1 17,5 roanHy no3Bonsear ja ce nporHo3upa, ue Hait-mManko 95% u 90% ot
YUYACTHHULIMTE Lle OCTaHAT cepono3uTHBHU (= 15 mIU/ml) chrorreTHO 30 1 40 roavHu caen

BaKCHHALIUATA.
HannyHUTe NoHAcToALLIEM AAHHM HE MOKA3BaT HEODXOIHMOCT OT NONMBJIHHTEIHA PEUMVYHH3ALIHA TTPH

HMYHOKOMIICTCHTHH HHAHBHIH CJied ABY1030B KYPC Ha BaAKCHHAL HA.

Moxe fa ce ouakBa NPOABKUTENHOCTTA HA 3aLMTATa NPH aeua cien 2 ao3un Xaepuke 720 (Jlosa 3a
Aeua) aa e nogobHa Ha NpOrHO3upaHaTa no-rope NPOAbL/IHKUTETHOCT HAa 3aIMTATA NIPH Bb3PaCTHH.

5.2 @PapMaAKOKXRHETHYHH CBOHCTBa
3a BAKCHHH HE C€ H3UCKBa OLEHKA HAa (PapMAKOKHHETHYHHTE CBOMCTBA.
5.3 Ilpeak/IHHHYHM ZAHHH 3a 0€30MACHOCT

Ot npoyuBaHHs 3a 3allMTa NpPH LUIKMIIAH3ETA HEe € YCTAHOBEH 0COOEH PUCK 3a XoparTa.

C npyra, komOHHUpaHa BakcHHa cpelly xenatHT A U xenatut B (HAB) e nposeneHo npoy4saHe 3a
PENpORYKTHBHA TOKCHUHOCT NpH IIbXoBe. Tazu KOMOMHUpaHAa BAKCHHA ChABPIKA ChLATa aKTHBHA
ChCTaBka Kato XaBpHuKC. Ha nabpxoBeTe € npuiokeHa HHTpaMyckyaHo 5 ot no3ara HAB 3a xopa
(MHTpaMycCKy/THO HHXKekTHpaHe Ha 200 pl, coabpkawm 144 ELISA Units xenaTUT A BUpYC
(MHaKTHBHpaH), 4 MHKpOrpaMa NMoBbPXHOCTEH xenatuT B anThred u 0,09 mg anymunnii noa dpopmara
Ha aTyMHHHUEBH COJIH). T4 He e CBBbP3aHa C TOKCHYHOCT 332 MaiiKUTE K HE Ca YCTAHOBEHH
HebaronpUATHY HIIH CBbP3aHH C BAKCHHATa e(eKTH BbpXY Npe- WIK NMOCTHATATHOTO Pa3BHTHE Ha
dheTyCHTe/MATKHUTE.

6. DOAPMAIEBTHYHH JAHHHA

6.1 Caonchbk Ha TOMOIMHHTE BElIECTBA
AMHHOKHCEJIMHH 32 HHKEKUMH (CbhIbpKauiy heHUNIalaHUH)
Hunarpues gocdar

MoHoxanues docgar

[Tonucopbat 20 (E432)
Kanues xsiopua

Hatpuee xnopun
Bojaa 2a vixekuuu

6.2 HecbBMECTHMOCTH

[Ipy unca Ha Npoy4BaHHUA 338 HECBBMECTHMOCTH, TO3U JIEKAPCTBEH NPOAYKT He TpabBa Ja ce CMecBa ¢
ApYrH AE€KapCTBEHH MPOAYKTH.

6.3 Cpok nHa rognoct
3 TOAMUHM.
6.4 Chneunajnu yc/10BHSE HA ChXPAHEHHE

Ha ce cvxpaHaBa B xnagunHuk (2 °C no 8 °C).




Jla He ce 3ampa3aBa. BakcuHaTa TpsaOBa 1a ce U3XBBPIIH, aKO € 3aMpb3Baia.
Jla ce cbXpaHsBa B OpUrMHaJiHaTa ONMakoBKa, 3a Jia ce Npeana3y OT CBET/IMHA.

JlaHHUTE 3a cTAaOUTHOCT NMoKa3Bar, ye XaBpHuKc € ctabuieH npu temneparypu 1o 25 °C 3a 3 nuu. Tesm
JAHHH ca NMpeAHa3HAYE€HH /1a HAITbTCTBAT MEJAULIMHCKHUTE CINELMAIUCTH caMO B ClTyyai Ha BPEMEHHO
TEeMIEePaTypPHO OTKJIOHEHHE.

6.5 BuaucbabpkaHHe HA ONNAKOBKATA

Xaspukc 720 (/1lo3a 3a neua)

® 0.5 ml cycneHn3us B npeiBapuTENIHO HaMbJIHEHA CNPUHLIOBKA (CTBKJIO THI |) ¢ rymeHa
(OyTHiI0Ba rymMa) 3anyiuajka—rjiaBa Ha OyTajloTO M r'yMEHa Kanavka Ha BbpXa Ha CIIPHHLIOBKATA.
OnakoBku no 1, mo 5, no 10 v no 25, ¢be uau 6e3 urnu.

® 0.5 ml cycnensus BbB (p1akoH (cTbkI0 TU [) ¢ rymeHa 3anyiuanka (OyTuioBa ryma).
OnakoBku no 1, no 5, no 10 u no 25.

Xaspukc 1440 (/lo3a 3a Bb3pacTHH)

v | ml cycnensus B npeBapUTEIHO HaNbJIHEHA CNPUHLOBKA (CTHKJIIO THI I) ¢ ryMmena (6yThioBa
ryma) sanyluajka—rjiaBa Ha OyTajJloTO M T'yMEHa Karnayka Ha BbpXa Ha CNpHHIIOBKATA.
OnakoBku 1o 1, no 5, no 10 v no 25, ¢bC UK 0€3 Uriu.

J | ml cycnensus BbB (pyiakoH (cTbkiio Tvn 1) ¢ rymena 3anyiuiaska (6yTuiioa ryma).
OnakoBky no 1, no 5, no 10 1 no 25.

Kanaykara Ha BbpXa U rymeHara 3anyliajika—rjiaBa Ha OyTaJloTO Ha NpeBapUTE/IHO HaMbJIHEHATA
CNPHHLIOBKA W 3anyllajikaTa Ha (piakoHa ca NpoM3BeAeHH ChC CHHTETHYHA ryMa.

He BCHUKHM BUAOBE OMNAKOBKK MOrar aa ObaaT myCHaTH Ha rnasapa.
6.6 CpneunajHH NpeANnasHU MEePKH NPH H3XBbPJIsHe H padoTa

XaBpHKC € MbTHA Te4Ha cycneHsus. [1o Bpeme Ha cbXxpaHeHHe Moxke 11a ce oOpa3yBa ¢uHa Osna
yTalka ¢ 0e31BeTHa HalyTaeyHa TeYHOCT.

[Ipean npunoxxeHue BakcuHaTa TpsaOBa na Obae nperjenaHa BU3yaHO 3a YY>K/H YaCTHLIM M/ WK
OTKJIOHEHHSA BbB BbHIIHHA BUA. [Ipeaun ynorpedara Ha XaBpukc (1akOHBT/NpeiBapUTESTHO
HarnbJIHEHaTa CIPUHLIOBKA TPsAOBa /1a ce pa3k/jaTh 100pe 10 NojyyaBaHeTO Ha MoJyrnpo3pauHa Osia
CyCneH3us. AKO M3IJ1eXKaa Mo Apyr Ha4MH, U3XBbpJIeTe BaKCHHATA.

YKa3aHus 3a NpeJABapUTEIHO HaNbJIHEHATA CMPUHLIOBKA

Jlyep-nok apanrtop

XBaHeTe CIPUHLOBKATA 3a TAJIOTO, a He 3a OyTanoTo.

OTBHHTETE KanaykaTa Ha CrIpMHIIOBKATAa, KaTo
3aBBbPTUTE B M10COKA, OOpaTHa HaA YaCOBHUKOBATa

Tano : CTpeJiKa.
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_ 3a 1a NpUKpPEINUTE Mrjata KbM CPHHLIOBKATA,
| Kﬂf'e“TUP Ha HI1aTa ChEAMHETE KOHEKTOPA Ha MrJiaTa ¢ Jlyep-JoK aJanrtopa
3aBBbPTETE YETBBPT O0OPOT 110 MOCOKA Ha
4YaCOBHUKOBATA CTPEJIKA, I0KATO YCETHUTE, Y€ €
- 3aTerHara.

i
-
[

He w3abpneaiite OyTanoro Ha CHpUHLIOBKATa U3BBHH
TAN0TO H. AKO TOBA C€ CJTY4YH, HE MpUJIaramre
BaKCHHara.

U3xBbpAsiHE
Heu3nonsBaHUAT 1€KapCTBEH NPOAYKT UM OTNAAbYHUTE MAaTEPHAIU OT HEro TpAOBa /1a ce U3XBBPIIAT

B CbOTBETCTBHE C MECTHHUTC U3UCKBAHHA.

7. HNPUTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA
GlaxoSmithKline Biologicals SA

Rue de I’Institut 89
1330 Rixensart. benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Per. Ne 9800108 (Xaspukc 720)

Per. Ne 9800109 (XaBpukc 1440)

9. JATA HA ITbPBO PA3PEIIABAHE/IIOJHOBSABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

JlaTa Ha nbpBO paspewaBaHe: 17 anpua 1998 r.
JlaTa Ha nocneaHo noaHoBsaBaHe: 16 maii 2008 r.

10, TATA HA AKTYAJIU3BUPAHE HA TEKCTA
03/2025

[TonpoOHa nH(popmaLMs 3a TO3M eKapCTBEH NPOAYKT € NpeocTaBeHa Ha yebcaliTa Ha
M3nbaHWTENIHaTA areHUMs 1o JeKapeTnara.
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