KPATKA XAPAKTEPUCTHUKA HA INPOAYKTA

1. HMME HA JIEKAPCTBEHHSI TIPOJYKT TENHA ATERUMS 110 NEXAPCTBATA |

EHXEPUKC B 20 muxkporpama/l ml
MHXEeKUMOHHA CYCIIEH3Hs B IPEJIBAPUTETHO HANTbJIHeHA cnpnnunnxa S A

Bakcuna cpeuty xenatut B (p/IHK), (aacopbupana) Y } ; f 19-0- W |
09U 102 |

ENGERIX B 20 micrograms/1 ml - T
Suspension for injection in pre-filled syringe I ——
Hepatitis B (rDNA) vaccine (adsorbed)

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Enna no3a (1 ml) cuabpixka:

[loBBpXHOCTEH aHTUI'E€H Ha XenaTtuTt B Bupyc'-?
(Hepatitis B surface antigen)'-* 20 MuKporpama

'AcopOHpaH BbpXY allyMHUHHUEB XHIPOKCH/I, XHUJpaTHPaH, B KOJIHYECTBO, OTTOBAPSIIO Ha
06w 0,50 mg Al**

‘IIpou3BesieH B ApOXKAEBH KIETKH (Saccharomyces cerevisiae) upe3 peKOMOHHAHTHA
JIHK TexHonorus

3a MbJIHUS CITUCHK HA IMOMOIIHUTE BEIIECTBA BUXKTE ToYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

MHXeKIMOHHA CYCIIEH3Us B TIPEABAPUTEITHO HAIIbJIHEHA CITPHHIIOBKA.
CycneH3usTa e MbTHa Osiia.

4. KJ/IMHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHS

EHXXEPHUKC B e noka3an 3a akTHBHa UMyHH3alus cpelly xenatuT B BupycHa
HHQEKIUs, IPUYUHEHA OT BCHYKHU U3BeCTHH cyOTunoBe Ha HBV, npu HeMMyHHH 1HLa Ha
Bb3pacT Ha U HaJl 16 roguHu. I pynuTte oT HaceJIEHUETO, KOUTO TpsaOBa na ObaatT
WMYHHU3HPaAHH, Ca ONPEIEJIEHH B3 OCHOBA Ha O(PUIIHATTHUTE TPENOPHKH.

Moxe na ce odaksa, ye uMyHu3auusta ¢ EHXKEPUKC B me ocurypu 3ammra u cpely
xenatuT D, Tt kKato xenatut D (mpuunnen ot HDV) He Moxe 1a ce pa3Bue 1pu
OTCBCTBHE Ha Xenatut B undexkuus.

4.2 Jlo3MpoBKa M HAYHH HA NMPHJIOKEHHE

Jlo3upoBka

TPHIOXKEHHE TIPH JIMLIA 10 ¥ HaA | 5-roauiHa Bb3pacT.




AKO 10 BpeM€ Ha BAKCHHALIMOHHHSA KYPC PUCKBT OT XenaTuT B HHPEeK1us € OTHOCUTETHO
MaJIbK U MOXe€ Jia ObJi€ rapaHTUPAHO 3aBbpIIBAHE HA ITbJIHUSA BaKCHHAIIMOHEH KYPC,
EHXEPUKC B (20 mukporpama/l ml), Moxxe 1a 61 nmpuaaraHa cblo ¥ IIpH JIKLA Ha
BB3pacT OT 11 10 15 roaguHu BKIIOYKTENHO, KAaTO C€ U3I0JI3Ba CXeMaTa ¢ MPHI0KEHHE Ha
2 103M (BHXKTE MO-0JIY ¥ B TO4YKa 5.1).

prﬂh‘llHH UMYHU3AYUOHHU cXeMU

JInna Ha u Ha 16 TOIUHMU:

Morart 1a OpaaT npenopbyaHu 2 CXEMH 3a IbPBHYHA HMYHH3AIHA:

Cxema ¢ umyHu3auuu Ha 0, 1 1 6 Meceld, KOSTO BOJM JIO ONITUMAaJIHA 3allUTa HA 7-MUS
Mecell U 10 u3padoTBaHE HAa BUCOKH KOHIIEHTPAIIMH aHTHTEJIA.

bbp3a cxema ¢ umyHHn3auuu Ha 0, 1 u 2 Mecelu, KOSTO 1€ OCUTYPH 3al|Ta M0-0bp30 U
ce nnpueMa no-a100pe ot nauueHtute. [Ipu Ta3u cxema Ha 12-Tus Mecel| TpsOBa Ja ce
TPHJIOKH YETBBPTA 1034, 3a J1a CE OCUTYPH NMPOAB/DKUTEIIHA 3alllMTa, Thil KaTo
KOHLICHTpAllMUTE Ha aHTUTEJIaTa CJie]l TpeTaTa 03a ca Mo-HUCKH B CpaBHEHHE C
YCTAaHOBEHUTE CJIe] cXxeMara ¢ uMyHu3anuu Ha 0, 1 u 6 mecenm.

JIuna Ha u Hax 18 roauHu:

[Ipu u3KMIOYUTETHH 0OCTOATEIICTBA TPH BH3PACTHH, KOraTo Ce Hajiara J0pH M0-0bp30
IOCTUIaHe Ha 3allUTa, HaIp. JIKLA, [IbTYBAllU 10 00JIaCTH C BUCOKA €HJIEMHYHOCT, KOUTO
ca 3aMnovyHa/IM Kypca Ha BaKCHHaLIM Cpelly XenaTtuT B eaquH Mecen npeJii 3aMHHABaHETO,
MO>K€E J1a ObJie U3II0JI3BaHa CXeMa OT TPH MHTPAMYCKYJIHH MHXKEKIIMH, TPHIIoxKeHH Ha 0, 7
H 21 neH. Korarto ce u3non3sa Ta3u cxema, Ha 12-usg Mecell cjie/] MbpBaTa /103a ce
[MpeNnopbHYBaA IIPUIIOKEHHUE HA YETBBPTA J103A.

JIlunta ot 11 1o 15 roaMHu BKJIIOYUTEIHO:

EHXXEPHKC B (20 mukporpama/l ml) moxke 1a Ob/ie npuiarana mp JiMiia Ha Bb3pacT OT
1 mo 15 roauHu BKIIFOUMTENHO 1O cxema ¢ uMyHH3anuu Ha 0 u 6 mecell. B To3u ciyuyaii
obaue, JJOKaTo He € HallpaBeHa BTopara J103a BAKCHHA MOJXKeE J1a He ObJe U3rpajeHa
3allMTa cpemty xenatuT B uHgekuuu (Bxk. Touka 5.1). 3aToBa Ta3u cxema TpsiOBa Ja ce
M3110J13Ba CaMO KOraTo IO BpeMe Ha BAKCHHALIMOHHMS KYPC PUCKBT OT XernaTut B
MH(EKIUA € OTHOCHUTEIHO MATBK U KOTaTo MOXe J1a O'bJie rapaHTHPaHO 3aBbPLIBAHE HA
[TbJIHUS] BAKCHHAIIMOHEH KYPC, KOHTO C€ CbCTOHU OT JIBE J03H. B ciiyyauTe, mpu KOHTO
T€3H YCJIOBHS HE Morart J1a ObJaT rapaHTHpaHH (HanmpUMep NpH MalKMEHTH Ha
XE€MOJHaJIK3a, NP MI'bTYBAIX B €eHAEMUYHHU PETHOHH U NPH OJIM3KH KOHTAKTHH Ha
HH(pEeKTHpaHu JMua), Tpsaosa na 6bae npunoxen EHXXEPUKC B (10 muxporpama/0,5 ml)
KaTo ce u3noJi3Ba Obp3ara cxema (Ha 0,1,2-12 Meceun) uiu cxeMara ¢ npHJIOXKEHHE Ha 3
034 BaKCHHA.

[lanineHTH HA ¥ HaA 16 roauHu U ¢ 6b0peYHa HEIOCTATHLYHOCT, BKIIOUYHTE
Ha XeMOJHaJIu3a:

[IbpBHYHAaTa HMYHH3aLIMOHHA CXEMa MTPH MMAIIHEHTH ¢ OBOpeYHa He
BKJIFOUMTEIIHO MALMEHTH HA XEMO/IHAIN3a, C€ CbCTOU OT YETHPH Y ]I



(2 x 20 pg) Ha u3bpana nara, Ha 1-Bus, Ha 2-pus M Ha 6-Us Mecell CJIe]] JlaTaTa Ha
[IPUJIOKEHUE HA ITbpBaTa J103a. UMyHH3anmoHHaTa cxeMa TpsiOBa J1a ce aJlanTupa C el
OCHUT'ypsBaHE HA KOHLEHTpauuu Ha antl-HBs anturenara, paBHU UM O-BUCOKHU OT
IIPUETOTO 3a 3alMTHO HUBO oT 10 [U/I.

Ciyyau, Ipu KOUTO € M3BECTHO MJIM c€ noao3upa u3naraie Ha HBV:

B ciyyait Ha HacTBIUIIO Hackopo u3narane Ha HBV (nanp. yboxxaaHe ¢ KOHTaMUHHApaHa
urina) nepsara g03a EHXXEPUKC B moxe na 6b1ae npunoxeHa €THOBPEMEHHO C
xenatuT B umyHorno0Oyiud (HBIg), HO Ha pa3nuyHu HHXKEKIIMOHHHU MecTa (BIXK.

Touka 4.5). llpennopbuBa ce U3noJI3BaHETO HA cxemara ¢ uMyHu3anuu Ha 0, 1, 2 -12
MECEIIH.

Te3n HUMYHH3AIIHOHHH CXCMH MOTI'aT Ja oBaar dJalITUPAHH CL06P33H0 UMYHH3AlITHOHHHUTC
[IPAKTHKH Ha CbOTBETHATA AbpiKaBa.

bycmep oo3a

HanuyHuTe NOHACTOSALLEM JaHHU HE MOAKPENAT HE0OX0AUMOCTTa OT OycTep BaKCHHAIUS
MPH UMYHOKOMIIETEHTHH JIMLIA, [IPH KOUTO € HATKULIE UMYHEH OTTOBOP CJIe/ ITbJIHUS

II'bPBHYEH UMYHH3aLMOHEH Kypc (anti-HBs nocrBakcunanuonen tTutesp = 10 1U/1). Lancet
2000, 355:561

Obaue npu UMYHOKOMIIPOMETHPAHH JHLIA (Hamp. JIMIAa ¢ XpOHHYHa OBOpeyHa
HEJI0OCTAaThYHOCT, MAIllMEHTH HA XeMoauaiu3a, HIV-no3utuBHM una) ce npenopnyBa
IPUIIOXKEHUETO Ha OYCTEPHHU J03H C L€/ NOIbpXKAHE Ha KOHIIEHTpaluy Ha anti-HBs
aHTHTEJIaTa paBHU HJIH MO-BUCOKHU OT IMPHETOTO 3a 3auTHO HUBO OT 10 IU/I. Cnen
BaKCHHAIMs MPH UMYHOKOMIIPOMETHPAHHU JIMLIA CE NIpenopbyBa U3MEPBAaHE HA TUThpaA Ha
T€3U aHTUTENa Ha Bceku 6-12 Mecena.

Tps0OBa na ce uMar npeaBU1 HALIMOHAJIHUTE MPENOPBKU 110 OTHOIIEHHE Ha OycTep
BaKCHHAIIUATA.

3amensiemocm na Xenamum B eaxcunume
Buxxte Touka 4.5.

HayuH Ha NpUIIOKEHHE

EH)XEPUKC B TpsbBa na ce MHXEKTHpa HHTPAMYCKYJIHO B J€JITOMIHATA 00J1acT NpH
Bb3PaCTHH H Jelia.

1o u3kroueHHe BakCHHATa MOXe J1a Objie NPUIIOKEHA MOJAKOXKHO MPH MALMEHTH C
TPOMOOIIUTONEHHS HJTH C HAPYIIEHUS B KPbBOCHCHPBAHETO.

4.3 IlporuBonokazanusn

EH)XXEPHUKC B e Tps0Ba na ce npuiara npH JiMia ¢ H3BeCTHA CBPbXYYB
KbM aKTUBHOTO BELLECTBO HJIM KBM HSKOE OT IIOMOIIHUTE BELIECTBA, U3
TOYKa 6.1 WM Ha MALIMEHTH, MPU KOUTO Ca Ce MOSIBHJIM CUMIITOMH Ha

CBPBXYYBCTBHTEJIHOCT ciel npeauinHo npuioxenne Ha EHXXEPUKC

tad



Kakro npu apyrure Bakcuuu, npuinoxenrnero Ha EHXKEPUKC B tps6Ba na 6n1e
OTJIOXEHO IIPH JIMLIA C OCTPO TEKKO (peOpuiiHO 3abonsiBane. HaimuueTo Ha jeka
MHOEKIUS HE € MPOTUBOMOKA3aHHE 3a HMYHH3aIIUA.

4.4 Chneuua/iHM npeaynpexjaeHus U nNpeana3Hd MepKH NMpH ynorpeda

CHHKOII (IpUNagbK) MOXeE J1a HACTBIIH CJIE WJIK JIOPH NPEIH BCSKA BAKCHHAILUA,
OCOOEHO IpH OHOUIU, KaTO NICHXOT€HHA PEaKIUs KbM HHKEKTHPAHETO ¢ uria. Toi Moxe
Jla ce CBIIPOBOXKAA OT HAKOJIKO HEBPOJIOTHYHH MPHU3HAKA KATO IIPEXOJHO CMYIIEHHE Ha
3PEHUETO, N1apecTe3usl K TOHUYHO-KJIOHHYHHU JIBUXKEHUS Ha KpalHHUIIMTE MO BpeEMe Ha
Bb3CTAHOBSABAHETO. BaXKHO € Ja ca HAJIMIIE MPOLEAYPH 3a H30ArBaHe Ha HapaHsIBaHE
BCJIEJICTBHE HA MPUNA/IBIIUTE.

[Topaau abirus MHKyOalMOHEH NEPUO/ Ha XenaTuT B € Bb3MOXXHO 110 BpeMe Ha
HMYHH3alHATA J1a € HATHLIE Hepa3no3HaTa HHdekius. B TakuBa ciyyan BaKkCHHATa MOXKE
Jla He NpeaoTBpaTH XenaTtut B nHdpeknusTa.

Bakcunara He npeanaszBa oT HH(pEKIUS, IPUYHHEHA OT JIPYTH MATOreHH, KOUTO
UH(pEKTUpaT YepHHUs apo0, kato BUpycuTe Ha Xenatut A, xenatuT C u xenarut E.

KakTo ¥ MpH oCTaHAIUTE BAKCUHH, 3aLIIUTEH HMYHEH OTTOBOP MOJXKE J1a HE Ob/1e
[IOCTUTHAT IIPU BCUYKH BAaKCHHUPAHH.

YCTaHOBEHO €, Y€ UMYHHHUSAT OTrOBOp KbM XenaTuT B BakcHHUTE MOXe 1a Ob/ie HaMalleH
OT peauna ¢paxkropu. Te3u ¢pakTOpu BKIIOYBAT MMO-HANpEaHAIA Bb3PACcT, MBXKH I10J1,
3aTJIBCTABAHE, TIOTIOHOIYLIIEHE, HAYHMH HA NPHJIOKEHUE U HAKOW XPOHUYHH 3a00JIIBaHUS.
Tpsi6Ba na ce 00CHAM U3BBPLIBAHE HA CEPOJIOTHYHO U3CJIEIBaHE TIPH TAKWBA JIUIIA, IPH
KOHUTO € HAJIMIIE PHUCK J1a HE C€ IIOCTUTHE CEPOITPOTEKLIUS CIIEI MIBJIHUA KYpPC C
EHXXEPUKC B. TpsabBa na ce ma npeaBu1 NPHIOKEHHUETO HA JIONBIHUTEIHH JI03H 34
nvia 0e3 Ui ¢ 1o-cyiad UMyHEH OTrOBOp CJie/l BAKCHHALIMOHHHUS KYPC.

[TanueHTH ¢ XpOHUYHO YepHOAPOOHO 3a0onsBaHe uiu ¢ HIV undekuus, kakto u
HOCHTEJIH Ha xenatut C, He TpsOBa 1a ObJaT U3K/IKOUBAHH OT BAKCHHAIIUS CPELILY
xenatuT B. B Te3u ciyyan BakcuHara € 0COO€HO NpenopbYUTEIHA, Thil KaTo XenaTturt B
BUpYCHaTa HH(PEKLU MOXE J1a MpoTeye B TeXKa hopMa NPH TE€3U MALIHEHTH:
CJI€I0BATEJTHO NpPELEHKAaTa 3a BAKCHHALUA cpelly xenaTtuT B TpsOBa na ce npasu ot
JeKap 3a BCeKH oTaeneH ciyyau. [Ipu HIV-unpextupanu nuna, kKakro ¥ rnpu naimueHTH C
OBOpeYHa HENOCTATHYHOCT, BKJIFOUUTENIHO TE3U HAa XEMOUAIN3a, U NPH NMAIUEHTH C
yBpeJicHa HMYHHa CHCTEMA, € Bb3MOXHO Jla HE C€ JIOCTUIHAT ONTHUMAJIHU KOHIUIEHTpAIlUH
Ha anti-HBs anTuTena cnen nbpBUYHHUA KMYHH3aLMOHEH Kypc. B Te3un ciayyan moxe aa ce
HAJIOXKH MPHIIOKEHHUE HA JOIBJIHUTEIIHH 103U BAKCHHA.

EHXEPHUKC B He Tps6Ba na ce npunara MHTpaaepMaaiHOTO WK B IJIyTeyca, Thil KaTo
TOBa MOX€E Jla IOBEJIE 0 MO-HUCHK OT ONITUMAJIHUA UMYHEH OTrOBOP KbM BaKCHHATA.




[IPpHJIAIraHC HA MOAXOJAIIO JICHCHHUE B PC/IKH CJIYYaH Ha ﬂHﬂ(bH.l'lHKTH‘-IHB. pC€aKliui CJIC
I[IPHJIOKCHHUEC HA BAKCHHATA.

Ta3u BakcHHa cpabpKa MO-MaJIKo 0T 1 mmol Harpuii (23 mg) Ha J103a, T.€. MOXKeE J1a ce
KaXke, Y€ NPaKTUYECKH HE ChAbpPXa HATPHUH.

| IpocneumMocT

3a 1a ce noo0pu NpocaeIuMoCcTTa Ha OMOJIOTHYHHUTE JIEKAaPCTBEHH MPOJIYKTH, HMETO U
NapTHIHUAT HOMEP Ha MMPUJIOKEHUS NMPOAYKT TpsiOBa ACHO Ja Ce 3arnucBar.

4.5 B3aumojaelncTBHE ¢ APYIrH JIEKAPCTBEHH NMPOAYKTH H ApYyrH ¢opMH Ha
B3aHMO/IeHCTBHE

EnnoBpeMennoto npunoxenue Ha EHXXEPUKC B u ctangaprHa no3a xenatut B
uMyHoro0yuH (HBIg) He Boau 1o HamansBaHe KOHIIEHTpaluuTe Ha anti-HBs
aHTHUTEJIaTa, MIPH MOJI0XKEHHUE, Y€ JBaTa IPOJAYKTa C€ MHKEKTHPAT Ha pa3IuMyHH
MHKEKIIMOHHH MECTA.

EH>XEPUKC B moxe na ce npuiara ycrnopeaHo ¢ BaKCHHM cpeny Haemophilus
influenzae Tun b undexuuu, ¢ BIDK BakcuHa, ¢ BAKCHHH cpelty xenatut A, nudrepus,
TE€TaHyC, KOKJIIOL, [TOJIMOMHUEIIUT, MOPOMJIH, NAPOTHUT U pyOeoJa.

EHXXEPUKC B Moxe 1a ce npuiiara e THOBpeMEHHO ¢ BaKCHHA CPEILy YOBEIIKH
nanuiaomeH supyc (HPV).

[Tpunoxenunero na EHXKXEPUKC B no enno u cwino Bpeme ¢ LlepBapukc (HPV Bakcuna)
HE€ MoKa3Ba KJIMHHYHO 3Ha4YMMO ITOBJIMsIBAHE HA aHTUTEJIHUS OTroBOp KbM HPV
aHTUI€HUTE. AHTU-HBS reoMeTpuYHuTE CpeIHU AaHTUTEIIHU KOHIIEHTPALIUH ¢a OHJIH T10-
HHUCKHM ITPH €IHOBPEMEHHO IMPHUIIOKEHHUE, HO KJIMHWYHOTO 3HA4Y€HHE Ha TOBA HaOJIIOeHHE
HE € U35CHEHO, ThH KaTO HUBAaTa Ha CEPOINPOTEKIIMA OCTaBaT HENMOBIUAHHU. [IpolleHTHT Ha
nuuara, Jocturiaiii autu-HBs > 10 mIU/ml e 6un 97,9% npu eqnoBpeMenHa
BakcuHaus 1 100% 3a EHXXEPUKC B npunoxen caMocTosiTeTHo.

Pa31MYHUTE HHXKXEKIIMOHHU BAKCUHH BUHAru TpﬂﬁBa Ja CC IIpHJiaraTtT Ha pa3JIM4YHH
HHKCKIIHOHHH MECCTaA.

EHXXEPUKC B moxe na ce u3noJsi3ea 3a 3apbplliBaHe Ha MbPBUYHUS UMYHH3AIlHOHEH
KypcC, 3alI0YHaT C IJIa3MeHa WM C pyra peKOMOMHAHTHA BaKCHHA cpelly Xenatut B, uim
aKO C€ Hajiara NnpHuJIoKeHHe Ha OycTep J03a IIpH JIMLA, KOUTO MPH MBPBUYHHS
MMYHH3ALHOHEH KypC ca OMJIM BAKCUHUPAHH C MJIa3MeHa MM ¢ Jpyra peKoMOHHaHTHA
BaKCHUHa cpelly xenatur B.

4.6 DepTHaHTET, DPEMEHHOCT H KbPMEHE

bpeMeHHOCT

EdexkTsT Ha MOBbPXHOCTHHS aHTUIeH Ha BUpYyca Ha XenatuT B (HBs
(eTaTHOTO pa3BUTHE HE € OlEHABaH.



BBrpeku ToBa, KaKTO NMpU BCHYKH HHAKTUBUPAHU BUPYCHH BaKCHHH HE CE€ OYaKBa
MPOAYKTHT Ja aoBeje 10 yBpexxaanus Ha rioga. EHDKEPUKC B TpsbBa na ce npuiara
[10 Bp€ME€ Ha OPEMEHHOCT CaMO KOraTo € HaJOXKUTEJIHO U Bb3MOXKHHUTE IPEeIUMCTBA
HaJIBUIIABaT [MOTEHIHAJIHUTE PUCKOBE 3a IUI0/1A.

KbpMeHe

EdexreT BbpXy KbpMauera oT npusiaraieto Ha EH)KEPUKC B Ha TexHuTe Maiiku He €
OLICHABAH B KIMHUYHHU U3IUTBAHMS, ThH KaTO HAMA JAHHH 3a €KCKpEIUsITa My B MIISIKOTO.

KbspMmeHeTo He e npoTuBonoka3anue 3a npuioxenue Ha EHXKEPUKC B.

DOEpTUIIUTET

EHXXEPHUKC B ne e npoyuBaH npu u3nuTBanus Ha pepTHIMTETA.

4.7 EdexkTH BLpXY criocodHocTTA 32 odupaHe H padoTa ¢ MAIIHHH
EHXXEPHUKC B He noBiusiBa Wiy noBiIusBa NpeHEOPERUMO CITOCOOHOCTTA 3a odHpaHe
1 paboTa ¢ MallluHH.

4.8 Hexe1aHH JIeKAPCTBEHH peaKIHH

Pe3ziome Ha npoduia Ha 6€30MACHOCT

[IpopunsT Ha 6Ge30macHOCT, NpeiIcTaBeH Mo-10Jy, C€ OCHOBABa Ha JIaHHH OT 5 329 nuua,
[IPOCJIEAEHH B 23 NIpOyYBaHHS.

B ceramnus csectaB Ha EHXXEPUKC B He ce chabpxka THOMepcan (OpraHuyHo XUBAYHO
cheuHeHne). ClieIHUTE HEeXeaHH peaklluy ca ChoOIIaBaHy clie]] ynorpedara Ha
THOMEpcal-ChbpiKalara (popMa Ha BaKCHHaTa, KakTo | rnpu popmMara 6e3 THomepcal.

B e1HO KIMHUYHO W3NHMTBaHE, MPOBEJEHO ChC CETalllHUA ChCTAB Ha MPoAyKTa (0e3
THOMEpPCaJl), € yCTaHOBEHA YeCTOTa Ha 00JIKa, 3a4epBIBaHE, MOlyBaHe, yMOpa,
raCTPOSHTEPHUT, I11aBOOOJIME U NOBUILIEHA TEMIIEpaTypa, CpaBHUMA ¢ HaOJIr01aBaHaTa nmpu
[TPOBEJICHUTE KJIMHUYHH ITPOYUYBAHUS C NIPEAUIIIHHAS THOMEPCAI-ChABPKalll ChbCTAB Ha
BaKCHHara.

Tabdsm4HO pe3loMe HA HeXKeJIAHHUTE PeaKIHH
[o yecToTa HexxenaHUTE peaKlMH 3a 034 ca OINpE/IEJIEHH KATO:

Mmnoro yectu: (= 1/10)

Yecrtu: (= 1/100 no < 1/10)
HeuyecTtn: (= 1/1 000 oo < 1/100)
Penku: (> 1/10 000 no 1/1 000)

MHuoro peaku: (< 1/10 000)




CHcTeMo-opraHeH KJiac YectoTa Hexe1aHH peaknuH
KJIMHHHYHH H3NMUTBAHHA

Hapymenus Ha kpbBTa ¥ JIuMpHaTa | Peaku JIumpaneHonarTus
CHCTEMA

Hapyimenus Ha metabosiu3Ma u YectH 3ary0a Ha aneTuT

XPaHEHETO

| lcuXH4YHHU HapyLIEHUS Mnuoro yectu | PazapasHuTenHoCT
Hapymenus Ha HepBHarta cuctema | Yectw | CpHIMBOCT, I1aBodome
 Hewecrn | 3amagmwocr
Penku IlapecTte3us
CTOMAaIIHO-YPEBHHU HAPYICHHUS YectH CToMalHO-4YpPEBHU CUMIITOMHM
(kaTo rageHe, MoBpbIIAHE,
JAuapHsi, KopeMHa 00JiKa)
Hapymenus Ha Koxara u Penku Yprukapus, NpypuTyc, OOpuB
[MOJIKOXKHATa ThbKaH
HapymeHust Ha MyCKyJIHO- Hewecrw | Mwagrws
CKeJIeTHaTa CUCTEMA U Penku ApTtpairus

CbCAHHHUTCIIHATA ThbKAdH

OO1uu HapyuieHUs U €PEeKTH Ha
MSCTOTO Ha MPHJIOKEHHE

O O O aE O W O O e e S

HeuecTH

boJika ¥ 3a4yepBsBaHE Ha

- e s e s

Tpecka (= 37,5°C),
HepasIoJIOXKEHUE, IMOJYBaHE HA
MHXEKIIMOHHOTO MSCTO, peaKLHUs
Ha HHXXEKIIHOHHOTO MSCTO (KaTo
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['purnonogodHo 3ab0ssiBaHe

[TocTMapKeTHHIOBO HA0/I0IEHHE

Mudexuuu U uadectauuu

MEHUHTUT

HapyuieHusi Ha KpbBTa U JJUM@HaTa cucTemMa

TpombonuTOnEeHus

HapymeHus Ha UMyHHaATa cucTeMa

AHa(punakcus, aJlepru4yHu
peakUHH BKIIFOYUTEITHO
aHa(PUIIAKTOU/IHU PEaKLMU U
HanonoO0sBally cepymMHa 00J1ecT

Hﬂp}’IHEHHﬂ Ha HCPpBHATaA CUCTEMA

Ennedanut, eHuedanonarus,
I'bpPYOBE, NIAapajn3a, HEBPHUT
(BKJIFOYUMTETHO CHHIPOM Ha
['uien-bape, HeBpUT Ha OYHHUSA
HEPB U MHOXKECTBEHA CKJIEpO3a),
HEBPOIATHS, XUIIOECTE3HS

CBHA0BH HapyLICHUS

BackynuT, XMIMIOTOHHUSA

Hapymenus Ha Kkoxara ¥ noJIKo)KHaTa ThKaH

Eputema myntudopme,
AHTMHEBPOTUYEH OTOK, MJIOCHK
nuied (lichen planus

e

HapymeHnus Ha MyCKYJIHO-CKeJIETHaTa CUCTEMA U

CbCAUHHUTCIIHATA THKAH
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JOKJIaJBaHa CXO0/IHA YECTOTA HA OOIIUTE U MECTHUTE HEXEJIaHHU PEAKILIHH CJIE] 2-ﬂ03OBaTa

cxema ¢ EHXXEPHUKC B (20 mukporpama/l ml) B cpaBHEHHE ¢bC cTaHAapTHaATa 3-1030Ba
cxema ¢ EHXEPUKC B (10 mukporpama/0,5 ml).

CpoOlLllaBaHe Ha MOA03UPAHH HEXKEJIAaHH pEeaKIMH

Cpob1aBaHeTo Ha NOJAO3UPAaHU HEXKEJIaHH peaKliM| Clie]l pa3pellaBaHe 3a ynorpeda Ha
JIEKapCTBEHHUS MPOJAYKT € BaXXHO. ToBa Mo3BoJisgBa a NpoAb/DKH HAOII0IEHHETO Ha
CHOTHOLIEHHUETO 110J138/PUCK 3a JIEKApCTBEHUS NPOAYKT. OT MEIMIIMHCKUTE CIIELIHATUCTH
Ce€ U3MUCKBA Jla ChOOLIABaT BCSAKA M0J03MPpaHa HeXeJlaHa peakIus Ha:

M3nbiaHuTEIHA areHIus 10 JieKapcTBaTa

yi. ,,Jlamsn I'pyeB” Ne 8

1303 Codus

Tell.: +359 2 8903417
yeOcait: www.bda.bg

4.9 Ilpexo3upane

1o BpeMe Ha mocTMapKeTUHIOBOTO HAOJIIOIEHHE ca CHOOIIABAHU CJIyYyaH Ha
npeao3upane. Hexenanure peakiuu ciies npejgo3upaHe ca rmojJ00HH Ha ChoOIaBaHUTE
[IPH HOPMAJIHOTO MPUJIOKEHUE HA BAKCHHATA.

5. ®APMAKOJIOIT'MYHU CBOUCTBA
5.1 ®dapmMakoAHHAMHYHH CBOHCTBA

®apmakorepaneBTuyHa rpyna: XenatuT B Bakcuna, ATC koxa: JO7BCO1

MexaHM3bLM HA JIEHCTBHE

EHXEPHUKC B unayuupa o6pazyBaneTo Ha cnellM(UYHH XyMOPAJIHH aHTHUTEJIA CPELLy

HBsAg (anti-HBs anturtena). Konuentpanuu Ha anti-HBs antutenara > 10 1U/I ce
CYHTAT 3a 3allUTHH cpeuly HH(pekuus ¢ Bupyca Ha xenatut B (HBV).

dapMakoIHHAMHYHH edeKTH

B npoBeaeHNTE H3NMUTBaHUS € YCTAHOBEHA 3allliTHA €(PUKACHOCT MeXy 95% u
100% 1nipu HOBOpPOEHH, Jie1la U Bb3PaCTHH, H3JI0KEHH Ha PHUCK OT 3apa3siBaHe.

e 31paBH JMIla HA Bb3pacT Ha U HaJl 16 TOIUHMU:
Tabnuuara no-noay 060061aBa yCTaHOBEHHUTE IO BpeMe Ha KJIMHHYHH HU3ITUTBAHHUSA C
pa3JInYHU CXeMH Ha UMYHH3auus (rmocoyeHu B pazaei 4.2) c EHXEPUKC B
(20 mukporpama/l ml) HuBa Ha ceponpoTekiius (T.€. MPOLUEHTHTE Ha JIMIATA C

KOHLIeHTpaluu Ha anti-HBs anturenara > 10 [U/]):

onynanus | Cxema HuBo Ha ceponpoTeKuns
3apaBH JIM11a HA H HaJl 0, 1, 6 Mmecenn Ha 7-MH Mecell: > 96%
16 roguHm
0, 1, 2-12 meceun Ha 1-BH Mecell;

Ha 3-TH MECEeIL;




Monyaanus Cxema HuBo Ha ceponpoTeKIus

31paBH JIMIA HA U HaJl 0,7, 21 nau-12 mecenr | Ha 28-Mu 11eH: 65,2%
18 ronqunu Ha 2-pu Mecel: 76%
Ha 13-tu meceu: 98,6%

JlanHuTe B Tab/MMIIaTa ca TeHEpUPaHH C BAKCHHUTE, ChIbpIKAIU THOMepcal. /Be
JOIBJIHUTEIHUA KJIMHUYHH U3ITUTBAHUSA, IIPOBEJICHU C HACTOSAIIUS ChCTAB Ha
EHXXEPUKC B, koiiTo He chabpka THOMEpPCAJI, IPH 3/IpaBH KbpMaueTa U Bb3PaCcTHH
[I0Ka3BaT, Y€ HACTOALIMS CHhCTAB MPEAU3BUKBA MOJOOHH HUBA HA CEPONMPOTEKIIHUS,
cpaBHEHH ¢ Te3u npu npeauiHus cbetaB Ha EHXXEPUKC B, chabpikalin Tnomepcann.

e 3paBH JMIAa HA Bb3pacT OT 11 roguHu 10 ¥ Ha 15 rounu:
HuBarta Ha ceponpoTeKiLus (T.€. IPOLUECHTUTE HA JIMlaTa C
KOHIIeHTpauuH Ha anti-HBs anturenara > 10 IU/1), nosyyeHu B CpaBHUTETHO U3IHUTBAHE
C JIBETE pa3IMuHHU JIOZUPOBKHU M CXEMH 3a UMYHHU3alUs 1pu Jiuna ot 11 1o 15-roauinxa
BB3PacT BKJIKOYHUTEIIHO, Ca OLIEHEHH J10 66 Mecena ciie/l MbpBaTa 03a OT IbpBUYHATA
BaKCHHALMs U ca NnpeacTaBeHH B Tadiuuara no-g0ay (ATP koxopra 3a epUKacHOCT):

Baxcanannonna Mecenn cjiea nbpBaTa 1032 BAKCHHA

cxemMa 2 AR RNy 30 42 54 66

i SRR T S HwuBo HA ceponpoTeKIHS .
ENGERIX B 55.8% 87,6% | 98,2%* | 96,9% 92.5% 94,7% 91,4%
(10 ng/0,5 ml)

(0, 1, 6 meceun)

ENGERIX B 11,3% 26,4% | 96,7%* | 87,1% 83,7% 84.,4% 79.5%
(20 pg/1 ml)

(0, 6 Mmeceun)

* [Ipu muua Ha Bb3pactT ot 11 70 15 roauHM BKIIIOUMTENIHO, Ha 7-MHs MeCell Clie]]
BakcHHauusa ¢ EHXXEPUKC B (20 mukporpama/l ml) (cxema 0, 6 meceun) 88,8% ot

BaKCUHHUpPaHHUTE U3paboTBaT KOHIEeHTpauuu Ha anti-HBs antutena > 100 mIU/ml, a cien
BakcuHauus ¢ EHXKEPHUKC B (10 mukporpama/0,5 ml) (cxema 0, 1 u 6 meceun) 97,3%

OT BaKCHHUpaHUTE u3padboTBaT TUTpH Ha anti-HBs antutena > 100 mIU/ml.

YcraHOBEHUTE cpe/IHM reoMeTpruyHu KoHUeHTpauuu (GMC) ca cborBeTHO 2 739 mIU/ml
u7 238 mliU/ml.

Bcuyku Mia B ABere BakCHHaAIHU rpynd (N=74) ca nonyuyuiy npeau3BUKBalla ja03a 72
no 78 Mecena ciea nmbpBUYHATA BaKkCHHaNUA. EQUH Mecen 11o-KbCHO, ITPH BCHYKH JIMIIA ce
[IpOosiBiBa aHAMHECTHYEH OTroBop ¢ HapacTBaHe Ha GMC ot 108 u 95 nbTH 3a nepuoa
OT BpEME OT NPEaH 10 CJIe] IPEAU3BUKBAHETO, CbOTBETHO IIPH 2-1030Bara ¥ 3-1030Bara
IbPBHYHA CXEMA, U € YCTAaHOBEHO, Y€ Ca CEPOIPOTEKTHPAHU. 1€3H JaHHH MOTBbPIKAABAT,
4ye HMyHHA MaMeT € HH/yLlHpaHa [MPH BCHYKH JIMLA, KOUTO ca OTTOBOPUJIM Ha IMbPBHYHATA
BAaKCHHALIMA, JJaXKe [IPH TE3U, KOUTO Ca 3aryOuJiu CeporpoTeKIUsaTa Ha 66-1s1 Mecell.

e [lanneHnTu c ObOpeyYHa HEIOCTATTHLYHOCT, BKJIIOYHTETHO MMAllHEHTH Ha
XEMOHAJIN3a: =
HuBara Ha ceponpoTeKius NpH JIMIAa Ha Bb3pacT Ha U Hax 16 roauHu /i RO
HEJI0CTAThYHOCT, BKJIIIOYMTETHO MAllAEHTH Ha XEMOHAJIN3a, Ca OLICHEA IR




MCCCL CJICA ITbpPBATa J03d OT IIbPBHYHATA BAKCHHAIIUA, H Ca ITPCACTABCHH B TabsMara

no-/10.1y:

Bb3pacr (roannn)

Cxema

HuBo Ha ceponpoTeKkuus

Hau Han 16

0. 1.2, 6 Mmecelu

(2x20 pg)

Ha Mecell 3: 55.4%
Ha mecell 7: 87.1%

e [lanuenTu ¢ auader tun II:
HuBarta Ha ceponpoTeKHs MPH JiMIa Ha Bb3pacT Ha ¥ Haa 20 roagunu ¢ auadet tun Il ca
OLICHEHH €IMH MECEI] CJIe]] 1oCJIeIHaTa J03a OT IIbpBUYHATA BAKCHHAIUA U ca
IpEeACTaBEHU B TabJiMuara mno-ao.y:

—

Bw3pacr (roannn) Cxema HuBo Ha ceponpoTeKIus
Ha 7-HA Mecell
20-39 88,5%
40-49 0, 1, 6 Mecenn 81,2%
50-59 (20 pg) 83.2%
> 60 58.2%

e |loHW)KaBaHe yecToTaTa Ha XCIATOLCIYJIAPCH KAPUHHOM ITPpH JICLIA.

HaOnroiaBaHa € 1MpeKTHA Bpb3Ka MEXy HAIMUYMETO Ha XenaTuT B undexius u
pa3BuTHETO Ha XenaroueaynapeH kapunHoM (HCC). B kimanyHo w3nurBane B TaiiBaH
[IpH Ae1a Ha Bb3pacT OT 6 10 14 roauHy € yCTaHOBEHO, Y€ BaKCHUHALIMATA CPEILy XeraTUT
B Boau 10 HaMaJIsiBaHEe HA CJIyYaUTE HA XeNaTole/yIapeH KapiHHOM.

5.2 @PDapMaKOKHHETHYHH CBOICTBA

3a BaKCMHHU HE C€ U3MCKBA OlleHKa Ha (hapMaKOKHHETHYHHTE CBOMCTBA.

5.3 Ilpeak/HHMYHH JAHHH 32 0€30MACHOCT

[IpeaxksiMHUYHHTE JaHHU 3a O€30MacCHOCT OTrOBapAT Ha U3MCKBaHUATA HA CBETOBHATA

3JIpaBHA OpraHu3alus.

6. DAPMAILEBTHUYHU JAHHHU

6.1 ChnuchbK HA NOMOINHUTE BEIeCTBA

HarpueB ximopun

Jlunatpues pocdar quxuapar
Harpues nuxuaporesngocdar
Bona 3a HHXeKIUH

3a agcopOeHTa BHXKTE TOYKa 2.

6.2 HecbBMEeCTHMOCTH

an JIUTICA Ha IMPOYYBaHHA 3a HECBbBMECTHUMOCTH, TO3H JICKAPCTBEH I1

Add CC CMCCBaA C JIpYI'd JICKApCTBCHH ITPOAYKTH.
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6.3 Cpok Ha rogHocr

3 rOIUHH.

6.4 Choeumna/iHH yCJIOBHSI HA CbXPaHEHHe

Jla ce cbxpansBa B xJyiaauiiHuk (2 °C — 8 °C).

Jla He ce 3ampa3ssgBa.

Jlanuure 3a crabunHocT noka3sart, ye EHXXEPUKC B e ctabunen npu teMneparypu a0
37 °C 3a 3 auu uim 10 25 °C 3a 7 nuu. Te3u naHHM ca npejiHa3Ha4YeHM J1a Hal'bTCTBAT
3[JpaBHUTE NMPOPECHOHAIMCTH CaMoO B CJIy4yail Ha BPEMEHHO TEMIIEPaTyPHO OTKJIOHEHHE.

6.5 Buawu cbabpkaHHe HA ONMAKOBKATA

1 no3a (1 ml) cycnensus B npeaBapuTeTHO HaN'bJIHEHA CIIPUHIIOBKA (CTBHKJIO THII I) ¢
rymeHa riasa (OyTuioBa ryma) Ha OyTajgoTo M ryMEHa Kamayka Ha BbpXa Ha
CIIPUHIIOBKATA.

[Io 1 npeaBapuTeIHO HAITbJIHEHA CIIPUHIIOBKA B KAPTOHEHA KYTHA.

Kamaykara Ha BbpXa ¥ ryMeHara rjiaBa Ha OyTaJloTO Ha NIpeABapUTEIHO Ha'bJIHEHATa
CIIPUHIIOBKA Ca NPOU3BE€JICHH CHC CHHTETHYHA T'yMa.
6.6 ChneunajHH NpeanasHH MEpPKH NPH H3XBbPJIsAHE H padoTa

[To BpeMe Ha CbXpaHEHUETO Ha BaKCMHATa MOXe Jia ce oOpa3yBa ¢uHa OsJia yTaiika u
npo3pauyHa Oe31BeTHA HajayTaeuHa TeyHocT. Clies1 pa3kiialllaHe BaKCHHATa € JIEKO
orajiecLupalla CyCreH3us.

[Ipenn npunoxeHue TpsaOBa 1a ce orjeaa BU3yaaHo 3a HAIMYUETO Ha Yy KM YaCTHIH
W/WJIHA 3a IPOMSIHA BbB BBHINHHUSA ¥ Bua. B ciydaii, ye 3a0enexure HIKOE OT TE3H
U3MEHEHHs1, HEe IIpUjIaranTe BakCHHara.

BakcuHara TpsOBa na ce mpuiI0KH BeHara cjie/1 OTBapsHe.

YKa3aHus 3a [NPpCABAPHUTECIHO HAITBJIHCEHATA CITPHHIIOBKA

Jlyep-nok apanrtop

XBaHeTe CNPUHLIOBKATA 3a TAJI0TO, a He 3a OyTasnoTo.

OTBUHTETE Kanaykara Ha ClIpUHUOBKATA, KaTo A
3dBBPTHTC B MNOCOKA, OﬁpaTHﬂ Ha 4YaCOBHHUKOBATa

Tsano a8 CTpeJika.




. 3a 1a NpUKpENM1TE UriaTta KbM CpPUHLIOBKATA,
Konekrop Ha urnara CbEAIMHETE KOHEKTOpa Ha Wrjara c Jyep-JokK
afianTopa u 3aBbpTeTe YETBBPT OOOPOT MO NOCOKA Ha

M - YaCOBHUKOBATA CTpPEJIKA, JOKATO YCETUTE, Ue €
L - E] 3aTerHara.

He w3abpnBaiTe OyTanoTo Ha CNPUHLIOBKATA U3BBH
TAJIOTO K. AKO TOBA C€ CJIYYH, HE NpuUaaramre
BaKCHHara.

N3XBBpIIsiHE
Hen3non3BaHUAT JIeKapCTBEH MPOAYKT HIIM OTIAAbYHUTE MAaTEPHAIIH OT HEro TpsiOBa J1a
C€ U3XBBPJIAT B CbOTBETCTBUE C MECTHUTE U3UCKBAHMS.

7. HPHUTEXATEJI HA PAZPEIIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals s.a.
Rue de I’Institut 89.
1330 Rixensart, benrus

8. HOMEP HA PABPEHIEHUETO 3A YIIOTPEFBA
Per. Ne 20000247

9. JATA HA ITBPBO PA3ZPEIIIABAHE/TIOJJHOBSIBAHE HA
PASPEHIEHHUETO 3A YIIOTPEBA

Jlara Ha mepBO pa3pemiaBane: 15.03.1988 r.
JlaTta Ha nocnenHo nogHoBsBaHe: 22.02.2010 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

04/2023




| Avo?V oA '7.2
KPATKA XAPAKTEPUCTHUKA HA HNPOAYKTA ' bbb

Vs e

1. HME HA JEKAPCTBEHUS IIPOIYKT 10-05- 0

EHXEPUKC B 20 mukporpama/l ml
NHXeKIMOHHA CYCIICH3UA

Bakcuna cpemy xenatut B (p/IHK), (ancopbupana)

ENGERIX B 20 micrograms/1 ml
Suspension for injection
Hepatitis B (rDNA) vaccine (adsorbed)

2. KAYECTBEH U KOJIMMECTBEH CBCTAB
Enna no3a (1 ml) ceaspxa:
[IoBBPXHOCTEH aHTUI'€H Ha XenaTtut B Bupyc!:?

(Hepatitis B surface antigen)'-? 20 Mukporpama

' AncopOHpaH BbpXY aIyMHUHHUEB XUIAPOKCHU]I, XUIPATHPAH, B KOJIUMYECTBO,
oTrosapsio Ha 06mo 0,50 mg A"

’IIpousBejieH B OpOXJA€BH KIETKH (Saccharomyces cerevisiae) ype3 peKOMOHHAHTHA
JIHK TexHoJorus

3a IBJIHUSA CITUCHK HA MOMOIIHHUTE BEIECTBA BHXXTE TO4YKA 6.1.

3. JIEKAPCTBEHA ®OPMA

NHXEeKIMOHHA CYCIIEH3HUA.
CycneHn3usara € MbTHa Osia.

4. KIMHHYHU JAHHHU
4.1 TepaneBTHYHM NMOKA3AHUSA

EHXXEPUKC B e noka3aH 3a akTHBHa MMYHM3allMs Cpelly Xenatut B BUpycHa
UHGEKIUA, TPUIHHEHA OT BCHUKH U3BECTHH cyOoTHNOBe HA HBV, npu HeuMyHHH
JIMLIA HA BB3pacT Ha ¥ HaJ 16 roauHu. [ pynuTe OT HaceJlI€eHHETO, KOMTO TpsAOBa 1a
ObaT UMYHH3HUPAHH, Ca ONPEACIEHH Bb3 OCHOBA HA OQHULIMAITHUTE IIPENOPHKH.

Moxe na ce ouakBa, ye uMyHH3auuaTa ¢ EHX KEPUKC B mie ocurypu 3amura u
cpelry xenatut D, Tei kaTo xenatuT D (nmpuuuHeH or HDV) He Moxke na ce pa3Bue
IIpU OTCHCTBHE HA XenaTuT B undexuus.

4.2 J103MpOBKA H HAYHH HA NPHJIOKEHHE

J1o3upoBKa

npeaHa3Ha4YeHa 3a anJIO}KeHHe IIpH JIMLA J0 U Ha 15-roauiiHa B'bapac A |
AKO M0 BpeEM€E Ha BAKCHHALIMOHHHUS KYPC PUCKBT OT XEenaTturt B HH¢)EKHH¥ R

OTHOCHUTCJIIHO MAJIBK H MOXE€ 14 6’]5:,116 rapaHTHpPAaHO 3aBbpPIHIBAHEC HA ITBJIHHU \f ” qya



BakcuHauuoHeH Kypc, EHXKEPUKC B (20 mukporpamas/1 ml), moxe na 0bae
[IpHJIaraHa ChbIlO U IPH JIMLA Ha BB3pacT OT 11 10 15 roauHu BKIIIOYUMTENHO, KATO CE
U3I10J13Ba CXEMATa C MPHIIOKEHUE Ha 2 103U (BMIKTE IO-A0JIY M B TO4YKa J.1).

HBPSHWHH UMYHUIAYUOHHU CXEMU

JIuma Ha ¥ Hax 16 roauHuU:

Morar ga Ob1aT NpenopbrYaH 2 CXEMH 3a ITbPBUYHA UMYHHU3ALUA:

Cxema ¢ uMyHH3auuu Ha 0, 1 1 6 Mecel, KOSITO BOAM A0 ONTHMAaJIHA 3all[MTa Ha
7-MHs Mecell ¥ 10 u3paboTBaHE HA BUCOKH KOHLIEHTPAllUU aHTHUTEJIA.

bbp3a cxema ¢ UMyHH3aluH Ha 0, 1 1 2 Mecelu, KOSTO 1IE€ OCUTYPH 3aIluTa Mo-0bp30
M ce Impuema 1o-goope ot nmauueHture. [Ipu Ta3u cxema Ha 12-Tus Mecen TpsOBa 1a
C€ MPUJIOXKH YETBBPTA Z1034a, 3a Ja CE€ OCUT'YPH NMPOABbJKUTEIHA 3a1UTa, Thi KaTO
KOHLIEHTPaI[MMTE HAa aHTUTEJIaTa Clie] TpeTaTa 103a ca O-HUCKU B CPAaBHEHUE C
YCTaHOBEHUTE CJIe]] cXxemara ¢ UMyHu3anuu Ha 0, 1 u 6 Meceru.

JInna Ha ¥ Han 18 roouHu:

[Tpu U3KITHOUYUTEIHH 00CTOATEIICTBA IPH BB3PAaCTHH, KOraTo C€ Hajlara JOpH Mo-0up30
[IOCTHUIAaHE Ha 3alMTa, HAIIp. JIMLA, ITbTYBAILIM 10 00JIaCTH C BUCOKA EHIEMHUYHOCT,
KOUTO Ca 3al0YHAJIM Kypca Ha BaKCHUHALMA CpEILy XenaTutT B equH Mecer npeau
3aMMHAaBaHETO, MOXeE J1a OBb/1€ U3M0JI3BaHa CXeMa OT TPH MHTPAMYCKYJIHH HHXKEKIIHH,
npuioxeHu Ha 0, 7 1 21 geH. KoraTto ce u3noi3Ba Ta3u cxeMa, Ha 12-ust Mecel| ciel
IbpBaTa 7103a CE NMPENOpPbYBa MPUIOKEHHUE HA YETBBPTA J034.

JInna ot 11 10 15 rogMHy BKJIIFOYHTEIHO:

EHXEPUKC B (20 mukporpama/l ml) Moxe 1a Ob€ npuiiaraHa npu Jmia Ha
BB3pacT oT 11 10 15 roauHu BKIIOYUTEITHO MO CXeMa ¢ UMyHH3auuMu Ha 0 u 6 Mecelr.
B To3m ciy4aii, o6ade, JOKAaTO HE € HallpaBeHa BTOpaTa JIo3a BAKCHHA MOXE Jia HeE
ObJe U3rpazeHa 3ammura cpeuy xenatut B undexkuun (Bxk. Touka 5.1). 3aToBa Ta3u
cxemMa TpsiOBa J1a ce M3I0JI3Ba CaMO KOraTo IO BpeMe Ha BAKCHHAIHOHHHS KYPC
PHUCKBT OT X€NaTUT B HHPEKLMA € OTHOCHTEIHO MAJIbK M KOraTO MOXeE J1a ObJIe
rapaHTHPaAHO 3aBBPIIBAHE HA ITbJIHKUS BAKCUHAIIMOHEH KYpPC, KOUTO CE€ CBCTOM OT JBE
n034. B cimydyauTe mpu KOUTO TE€3U YCIIOBHUSA HE MOrar J1a ObJaT rapaHTHPaHH
(HarpuMep IpH NMALUEHTH Ha XEMOAWaIN3a, IIPU IbTYBAIY B CHAEMHUYHU PETHOHH U
npu OJIM3KU, KOHTAaKTHU Ha MH(EKTHPAHU JIMLIA), TpAOBa 1a Ob1e MPUIIOKEH
EHXEPHUKC B (10 mukporpama/0,5 ml) kato ce uznonssa 6bp3ara cxema (Ha 0,1,2-
12 Meceln) WM cxeMarTa C IMPUJI0OKEHHE Ha 3 1034 BaKCHHA.

[larinenTy Ha ¥ HaA 16 roauHu ¥ ¢ 0bOpeYHa HENOCTATHYHOCT, BKJIKYHUTEIHO
MAlMEHTH HAa XEMOIMAJINU3A:

[IspBHYHAaTa UMYHH3aLMOHHA CXEMa IIPU MALMEHTH ¢ ObOpeYHa HEI0CTaThYHOCT,
BKJIIOYUTETHO MAMEHTH HA XEMOIMAJIN3a, C€ ChCTOH OT YETHPH YABOECHH JIO3H

(2 x 20 pg) Ha u3bpaHa nara, Ha 1-Bus, Ha 2-pusA ¥ HA 6-UsA Mecell cJie]] JaT /. Aua o
MPWIOKEHHE Ha IMbpBaTa N03a. IMyHH3alMOoHHaTa cxema TpsaOBa J1a ce agITHpz A
[IeJ1 OCHIypsiBaHE Ha KOHIIEHTPaluK Ha anti-HBs aHTHTenaTa paBHU HIIH AGSBACY é‘% \&
OT IIPHETOTO 3a 3aIMTHO HUBO OoT 10 [U/L. : oy




Ciyyau, IIpH KOUTO € U3BECTHO MM C€ Moao3upa u3naraHe Ha HBV:

B ciy4yau Ha HacTBIIMIIO HACKOpO H3naraHe Ha HBV (Hanp. yooxnaHe C
KOHTaMHHHpaHa urja) mepBarta go03a EHXKXEPUKC B moxe na 6b11e npuiioxkeHa
€IHOBpPEMEHHO ¢ Xenatut B umyHornooynun (HBIg), Ho Ha pa3nMyHH HHXXEKIHOHHH
MecTa (BX. Touka 4.5). [IpenoppuBa ce U3MOJI3BAaHETO HA CXeMaTa ¢ HMYHH3aI[HH Ha
0, 1, 2 -12 Mecenu.

Te3u UMyHHU3aIIMOHHU CXEMHM MOraT Jia ObaT aganTUpaHu ChOOpa3HO
MMYHHU3AIMOHHUTE NMPAKTUKK HA CbOTBETHATA IbPIKaBa.

bycmep oo3za

Hanu4HuTE NOHACTOAIIEM JaHHU HE MOAKPENAT HEOOX0IMMOCTTA OT OycTep
BaKCHHALMs [IPU UMYHOKOMIIETEHTHH JIMLIA, IPH KOUTO € HAJIUIIE HMYHEH OTTOBOP

clie]] IIbJIHUAT IbPBUYEH UMYHH3alMOHEH (anti-HBs nmocTBakCHHALIMOHEH TUTHD = 10
[U/1). Lancet 2000, 355:561

Obaue, mpu UMYHOKOMIIPOMETUPAHHU JTHLIA (HAIp. JIMLIA C XpOHHYHA OBOpeuHa
HEJIOCTaThYHOCT, MTAlIHEHTH Ha Xemonuanus3a, HIV-no3utuBHM ML), ce nmpenopbryBa
IPHUJIOXKEHHETO Ha OYCTEPHH ZI03M C L) NOAAbPXKAHE HAa KOHLIEHTpAallMK Ha anti-HBs
aHTUTENAaTa PaBHU WU II0-BUCOKHU OT MPHETOTO 3a 3aiuTHO HUBO OT 10 IU/I. Cnen
BaKCHHALIUsA NMPH HMYHOKOMIIPOMETHPAHH JIMLIA CE€ IIPENOPBbYBA U3MEPBAHE HA TUTHPA
Ha TE€3H aHTUTEJIa Ha BCEKH 6-12 mecena.

TpsibBa na ce uMar npeaBu HAUHOHATHUTE MPEMOPBKH 110 OTHOIIEHHE Ha OycTep
BaKCUHALIMATA.

3amensemocm Ha Xenamum B eaxcunume
BuxTe Touka 4.5.

HayuH Ha IIDUJIOKCHHC

EHXEPHUKC B TpsiOBa fa ce HHXEKTUpa HHTPaAMyCKYJIHO B A€JITOMAHATA 00J1aCT IpHU
Bb3PAaCTHHU U J€la.

ITo u3kIrOYEHHE BaKCHHATA MOXKE Ja OB MPUI0KEHA ITOAKOXHO IPH MAIHEHTH C
TPOMOOLIMTOIIEHUS WJIM C HAPYUIEHUS B KPBbBOCHCHUPBAHETO.

4.3 IIporHuBONOKA3aHHUA

EHXXEPUKC B nHe TpsiOBa 1a ce mpuiiara npu JIMiia ¢ M3BECTHA
CBPBX4YYBCTBUTEIHOCT KBM aKTUBHOTO BEIIECTBO MJIM KBM HAKOE OT IIOMOILIHUTE
BELLIECTBA, U30pOEHH B TOUYKA 6.1 UM HA MAIMEHTH, IPH KOUTO Ca CE ITOSBHIIH

CHMIITOMH Ha CBPBXYYBCTBHTEIHOCT CJI€[ IPEAUIIHO IIPUIIOKEHUE HA
EH)XEPHUKC B.

KakTto npu apyrute BakcuHH, npuioxenuero Ha EHXKEPUKC B Tps6Ba na

HHd)GKHHH HC € IIPOTHBOIIOKA3aHHEC 3a HMYHH3AIllHA.




4.4 ChneunuajlHH nNpeaynpexaeHHus U Npeana3sHd MepKH NpH ynorpeda

CuHkon (MpUnaabK) MOXE Ja HACTBITH CJIe WK JOPH Mpeau BCIKa BaKCHHAIINA,
0CO0O€HO MpH IOHOIIH, KaTO IICUXOreHHA peaKiusa KbM HHXXEKTUPaHETO C urja. Tou
MOJKE J1a CE€ CBIIPOBOX/IA OT HAKOJIKO HEBPOJIOTHYHH IIPU3HAKA KAaTO MPEXOIHO
CMYIL[EHUE HA 3pEHUETO, IAPECTE3UA U TOHUYHO-KJIOHUYHU JBHKCHHUSA Ha
KpaWHUIIUTE 110 BpEME Ha Bb3CTAHOBABAHETO. BaXXHO € Ja ca HaJIMIIE NMPOLEAYyPH 3a
M305rBaHE Ha HapaHsABaHE BCJICACTBUE HA NMPUNAABLIUTE.

[Topagu abiirus HHKYOAlLMOHEH MEPUO/ Ha XENaTUT B € Bb3MOXHO 110 BpeMe Ha
UMYHHU3ALUATA 1a € HAJIUIE Hepa3no3HaTa HHGeKkus. B TakuBa ciryyan, BakCUHaTa
MOXKE Ja HE IIPeAOTBpaTH XenaTuT B uHpekuusTa.

BakcuHaTa He nmpeana3Ba OT HHPEKIUA, MPUYMHEHA OT JIPYTH NMAaTOT€HH, KOUTO
HH(EKTUpaT YepHUs Ap0o0, KaTO BUPYCUTE Ha XernaTuT A, xenatuT C u xenaTtut E.

KakTo 1 1Ip¥ OCTaHAIMTE BAKCUHH, 3aIIUTEH HMYHEH OTTOBOP MOXE Jla HE OBb/ie
IIOCTUIHAT IIPH BCUYKHA BAKCUHUPAHH.

Y CTaHOBEHO €, Y€ UMYHHHUSAT OTTOBOP KbM XEIMAaTHUT B BakcHHUTE MOXeE 1a Obae
HaMaJIeH OT peauua ¢akropu. Te3u HpakTopH BKIOYBAT MO-HANPEAHANA Bb3PacT,
MBXKKH I10J1, 3aTIbCTSBAHE, TIOTIOHONYIICHE, HAYHUH Ha ITPUJIOKEHUE U HAKOH
XpOHHYHU 3a00nsaBaHus. TpsabBa na ce 00CHAM H3BBPIIBAHE HA CEPOJIOTHYHO
U3CJIEIBAHE [IPU TAKUBA JIMIIA, [IPU KOUTO € HAJIMIIC PUCK /1a HE CE MMOCTUTHE
ceponporekuus ciueq nuiHud Kypc ¢ EHXXEPUKC B. TpsibBa na ce uma nipeasua
IPUJIOKEHHUETO Ha JOIIBJIHUTEIHHA JO03M 34 JIMLa 0€3 WM C 10-cj1ab UMYHEH OTTOBOP
cJie]l BAaKCUHALIMOHHUS KYyPC.

[TargeHTH ¢ XpOHUYHO YepHOApoOHO 3abonaBane uiu ¢ HIV uHdekius, KkakTo u
HocHuTeNM Ha xenaTtuT C, He TpsaOBa 1a ObaT U3KIIOYBAHU OT BAKCHHAIIUA CpEITY
xenatutT B. B Te3u ciiydyau BakCHHaTa € 0COOECHO NpenopbYMUTESIHA, Thil KATO XEMAaTUT
B BupycHaTa HHQEKIIUA MOXKeE Ja MpoTede B TEXKA (hopMa IIPH TE3H MAIUEHTH:
CJIEI0BATEIHO MPELEHKAaTa 3a BAKCUHALMA cpelly XxenatutT B TpsAbBa Ja ce npaBH OT
JieKap 3a Bceku otAeieH ciy4yai. [Ipu HIV-undextupanu nuia, KakTo H IIpH
MalMEHTH ¢ OBbOpEeYHa HEAOCTATHYHOCT, BKJIIOUUTEJIHO TE€3W HAa XEMOJHAJIN3a, U IIPH
MalMEHTH C YBpEJECHAa UMYHHA CUCTEMA, € Bb3MOXKHO J]a HE C€ JOCTUIHAT ONTHMAJIHH
KOHLEHTpaluu Ha anti-HBs aHTUTENa Ciiel MbpBUYHUS HMYHHU3AIHOHEH KypcC. B Te3u
CIIy4al MOXE J1a C€ HAJIOXKHU IMPUJIOKECHUE HA JIOMMBbJIHUTEIHU 103U BaKCHHA.

EHXXEPHUKC B He TpsOBa na ce nmpuiiara HHTpaaepMaJIHOTO WM B IJIyTeyca, Thi
KaTO TOBa MOXK€ Jia JOBEJE A0 IMO-HUCHK OT ONITUMAJIHUA UMYHEH OTIOBOP KBbM
BAKCHHATA.

[Ipu HukakBu obcrosrencrsa EHXKXEPUKC B ne TpsabBa na 6bae npunaraxn
BBTPECHI0BO.

KakTo npHu BCUYKH UHKEKLIMOHHM BaKCHHHM, BUHArH TpsOBa J1a K¥Ma rOTOBH
pHIaraHe Ha IOAXOAAILIO JICYEHHE B PEIKHU Cllydad Ha aHa)HIAKTHYHA pe
clie]] MPUJIOKEHHE Ha BAKCHHATA.




Ta3u BakCHHa ChABpIKA MO-MAIKO OT | mmol HaTpui#i (23 mg) Ha go3a, T.. MOXe J1a
C€ Kaxe, 4€ MPaKTUYECKHA HE ChAbpKa HATPHUM.

[Ipocneaumoct

3a na ce nogo0pU MpOCIEAUMOCTTAa Ha OMOJIOTUYHUTE JIEKAPCTBEHU NIPOAYKTH, HMETO
M MIApTHAHUAT HOMEp Ha MPUJIOKEHHUS IIPOAYKT TpAOBa ACHO J1a Ce 3aIlMCBar.

4.5 B3auMoaeHCTBHE C APYI'H JIEKAPCTBEHHU NPOAYKTH H APYIrd (OpMH HaA
B3aHMOEHCTBHE

EnnoBpemenHoTo npuioxenue Ha EHXKEPUKC B u crannapTHa no3a xenatut B
uMmyHorooynud (HBIg) He Boau 10 HaMansgBaHe KOHIIEHTpalMUTe Ha anti-HBs
aHTUTEJIaTa, IPU MOJIOKEHHUE, Y€ ABATA IIPOAYKTA C€ HHXKEKTHPAT HA pa3JIMYHH
MHXXEKLIMOHHH MECTA.

EH)XXEPUKC B moxe aa ce npuiara ycnopeaHo ¢ BaKCUHH cpeury Haemophilus
influenzae tun b undexkuun, ¢ bLK BakcrHa, ¢ BAKCHHHU Cpellly XEeNaTUT A,
nudTepus, TETaHYC, KOKJIIOII, MOJTMOMHEIUT, MOPOWIIH, MApOTHUT U pybeona.

EHXEPUKC B moxe aa ce npuiiara €eIHOBPEMEHHO C BaKCHHA Cpellly YOBEIIKH
nanuiaoMeH Bupyc (HPV).

[Tpunoxenunero Ha EHXXEPUKC B no eano u cemo BpeMe ¢ LlepBapukc (HPV
BaKCHHA) HE MOKa3Ba KJIMHUYHO 3HAYHUMO MOBJIUSABAHE HA AHTUTEIIHUSA OTTOBOP KbM
HPV anturenure. AHTH-HBS reoMeTpuyHUTE CpEIHU aHTUTEIHU KOHLIEHTPALIMH Ca
OMJIA NIO-HUCKH ITPH €JHOBPEMEHHO MTPHIIOKEHHUE, HO KIIMHHYHOTO 3HAYEHHE HA TOBA
HaOJIIOJ€HUE HE € U3ICHEHO, ThH KaTO HUBATa HAa CEPOINPOTEKIUA OCTaBaT
HENOBIUAHU. [IpoueHThT Ha JiMuaTa, JoOCTUrHAIU aHTH-HBs > 10 mIU/ml e 6un
97,9% nipu eqnoBpemenHa BakcuHauua U 100% 3a EH)KXEPUKC B npunoxen
CaMOCTOSTEIIHO.

Pa3znuunuTre HHXCKIITMOHHH BAKCHHH BHHAI' TpHﬁBH Ad CC IIPpHJIArdaT Ha PA3JIHYHH
HHXCKIIMOHHH MCCTA.

EHXEPUKC B Moxe aa ce u3nosn3ea 3a 3aBbpIIBAHE HA TbPBUYHUA HMYHH3ALIHOHEH
KYpPC, 3alI04YHAT C IUIa3MEHa UJIM C JIpyra peKOMOMHAHTHA BAKCUHA CpElly XenaTuT B,
HJIM aKO C€ Hajlara mpuJIOKEHHE Ha OycTep 403a MPH JIHLA, KOUTO IIPH IbPBUYHHUSA
UMYHHU3ALUOHEH KYpPC ca OMIM BaKCHHUPAHHM C IUIa3MEHa WIH C Apyra
PEKOMOMHAHTHA BaKCUHA CpeIlly XenaTuT B.

4.6 DepTHIHTET, OPEMEHHOCT H KbPMeEHeE

bpeMeHHOCT

EdexThT Ha MOBBPXHOCTHHS aHTHUIEH Ha BUpyca Ha xenatuT B (HBsAg) Bbpxy
(G eTaJTHOTO pa3BUTHE HE € OLICHABAH.

[IPpEAUMCTBA HAABHIIABAT ITIOTCHIIHAJIHHUTE PUCKOBE 3a IJI0JA.




KbpMeHe

EdexTsT BbpXYy KbpMaueTa oT npuiaranero Ha EHXXEPUKC B Ha TexHuTe Malku He
€ OLICHABAH B KJIMHUYHHU U3NMTBAHUA, ThbH KaTO HAMA JaHHHU 34 €KCKPELUATA MY B
MJISKOTO.

KspMeHeTo He € npoTuBonoka3zaHue 3a npuioxenue Ha EHXXEPUKC B.

DEPTUIUTET

EHXEPUKC B He € npoy4dBaH Npu U3MUTBAHUS HA PEPTHIIUTETA.
4.7 EdexkTH BBpXYy ciocoOHOCTTA 32 II0(pHpaHe H padoTa ¢ MAILIHHH

EHXEPUKC B He noBausBa WJIM IOBJIMSABA IIPEHEOPEXKHUMO CHOCOOHOCTTA 3a
modupaHe 1 pabora ¢ MalTUHH.

4.8 HexeJaHH JIeKAPCTBEHH peaKIuH

Pe3loMe Ha HEOQHJIH Ha 0e30macHoOCT

[IpoduirbT Ha O€30MaCHOCT, MPEACTABEH MO-A0J1y, CE OCHOBaBa Ha IaHHH OT 5 329
JIALA, IPOCIIEAEHH B 23 MpOy4YBaHUA.

B ceramnus cscraB Ha EHXXEPUKC B He ce cbabpika THOMEpCca (OpraHu4HO
)KUBAYHO CheuHEHUE). CIIEAHUTE HEXETTAHU PEAKI[MU Ca ChOOIaBaHU Clie]
ynorpebdara Ha THOMEpPCAI-ChAbprKaliaTa ¢popmMa Ha BaKCHHATa, KAKTO U MPH
¢opmara 6e3 THOMEpPCAI.

B €1HO KIIMHWUYHO U3IIUTBAHE, IPOBEACHO ChC CEralllHUA ChCTaB Ha MpoayKTa (0e3
THOMEpCAJl), € YCTAHOBEHA 4eCcToTa Ha 00JIKa, 3a4epBsABaHe, NOAyBaHE, YMOpa,
racTPOECHTEPHT, IN1aBOOOJIME U ITOBHUIIICHA TEMIIEpPATYpa, CpaBHUMA ¢ HabII0/1aBaHaTa

[IPU IPOBEAECHUTE KIMHUYHH IIPOYYBAHUSA C IPEAMIIHUSA THOMEPCAI-ChAbPXKAILI
ChCTaB Ha BAaKCHHATA.
Ta0aH4YHO pe3loMe HAa HeXKeJIAaHMTE peaKluH

IIo yecToTa HEXEJTAHUTE PCAKILIHH 34 103a Ca OIIPCACIICHH KaTO.

MHoro yectu: (= 1/10)

YectH: (= 1/100 no < 1/10)

Heuecru: (=1/1 000 mo < 1/100)

Penku: (> 1/10 000 no 1/1 000)

MHuoro peaku: (< 1/10 000)
CucreMo-opraseH kJjac YecToTa HexeJlaHH peaKkIMH V4 g‘fff 0’7%
KIHHHYHU W3NHTBAHUSA [/, AT\ O,
HapyiieHus Ha KpbBTa H Penku JIlumpaneHonatus 4 ""' " 3\ >
nuMmdHATA CHCTEMA £
Hapymenus Ha MeTaboiu3ma u Yectu X
XPaHEHETO




[IcuxuyHM HapyLIECHHUA MHoro Pa3apazHUTEIHOCT
4YECTH
Hapyienus Ha HepBHaTa dectw | ChHIHMBOCT, r1aBoboe
CHCTEMa Hewecrn | 3amasmocr
Penxu [TapecTe3us
CToMallIHO-4YpEeBHU HAPYIICHUS YectH CToManHO-4pEeBHU CUMIITOMH
(kaTo rageHe, MNOBpPHIIAHE,
Juapusi, KopeMHa 00JKa)
Hapymienus Ha KoxaTa U Penxu YpTukapus, npypuryc, oopus
IOJIKOXXHATA ThKaH
Hapymenus Ha MyCKyJIHO- Hewectn | Mwamryst
CKEJIETHaTa CUCTEMA M Penxu ApTpairus
ChCUHUTEIIHATA ThKaH
OO1u HapymeHus U €PEeKTH Ha MHoro bosnka u 3a4uepBsBaHEe Ha
MACTOTO Ha IPHJIOKCHHUE ICCTH | MHXCKITHOHHOTO MACTO, yMOpa __|
Yectu Tpecka (= 37,5°C),
HEpa3MoJIOKECHHUE, MOAYBaHE HA
MHXEKIIHOHHOTO MSACTO,
pEaKIUs Ha HHXXEKIIHOHHOTO
____________________ MACTO (KaTo yILUIBTHEHHE)
HeuecTn ['punionogo0HO 3a00JIsIBaHE
ITocTMapkeTHHIOBO HalJII0AEeHHE
Mudexumn 1 uHdpecTauuu MEHUHTHUT
HapymeHnus Ha KpbBTa U JIJUM(QHATa CUCTEMA TpombouuToneHus
HapyuieHuss Ha UMyHHAaTa CUCTEMA AHadunakcus, aJileprudHu

peaKkiMy BKJIIOUYHTEIHO
aHa(UIIAKTOUIHH pEaKIIMU U
Hanono0sBaly cepyMHa 60JiecT
Hapyimenusa Ha HEpBHATa CHCTEMA Exunedanur, eHuedanonatus,
I'bpPUYOBE, I1ApAJIU3a, HEBPUT
(BKJIFOUMTEIHO CUHAPOM Ha
['unen-bape, HEBpUT HA OYHHUA
HEPB U MHOXXECTBEHA CKJIEPO3a),
HEBPOIIATUs, XMITIOECTE3U
Cb10BH HapyIlIEHUS BackyJuT, XHIIOTOHHUSA

HapyuieHua Ha KoxaTa ¥ IOJAKOXHaTa ThKaH Epurema myntudopme,
AHTMHEBPOTHYEH OTOK, IUIOCHK
ymvuwed (lichen planus)
HapyuieHus Ha MyCKYJIHO-CKEJIETHAaTa CHCTEMA | APTPHT, MYCKYJIHA ci1abocCT

M CbEeIUHHUTEIHATA THKaH

B cpaBHHUTEIHO KJIMHUYHO U3IIMTBAHE MpH JIULa OT 11 10 15 roguHu BKIIIOYHTEIHE

€ JOKJIaJlBaHa CXOJIHA YECTOTA Ha OOIIMTE U MECTHUTE HEXEJIAHH PEAKIIHH ﬂ no ,

no3sosara cxema ¢ EHXKEPUKC B (20 mukporpama/l ml) B cpaBHeHHE C W X /f e \6%0
LS 3 48 ;é%:f \ o

cranjapTHaTa 3-1030Ba cxema ¢ EHOKEPUKC B (10 muxporpama/0,5 ml).0 / e =
R y'd? e 2 agaa® [
CroOuiaBane Ha 10I03UPAHU HEXKEIAHU PEAKIIHH s Mk v ¥,



Hd CBbOTHOLLIEHHUETO HOHB&prCK 3d JICKAPCTBCHHA ITPOAYKT. OT MEeIULIMHCKUTE
CIIELIHAJIMCTH C€ M3MCKBA J1a ChOOIIaBaT BCAKA [IOAJO3HPAaHA HCXKCIIaHA PE€AKIIHA YPC3.

M3nbpiHUTENIHA areHI M 110 JIEKapCTBATa
yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Tel.: +35 928903417

yebcaut: www.bda.bg

4.9 Ilpexo3upane

[1o Bpeme Ha NOCTMAapKETHHIOBOTO HaOIIOICHHE ca ChOOIIaBaHU ClIydyau Ha
npeao3upade. HexenaHnure peakiuu clief] rpeao3upaHe ca MogoOHH Ha
CHOOIIaBaHUTE MTPH HOPMAJIHOTO MPHJIOKEHHE HA BAKCHHATA.

- ®APMAKOJIOTMYHHU CBOUCTBA

5.1 DapMaKkoIHHAMHYHH CBOMCTBA

DapMmakorepaneBTuyHa rpyna: Xenatut B Bakcuna, ATC koxa: JO7BCO1

MexaHHM3bM Ha JeldCTBHE

EHXEPUKC B nnayuupa o6pasyBaHeTo Ha cielMpUIHHA XyMOPAJIHH aHTHTE 1A
cpery HBsAg (anti-HBs antutena). Konnenrpanuu Ha anti-HBs anTutenara

210 IU/I ce cuurar 3a 3alUMTHH cpely HHGeKUus ¢ BUpyca Ha xenatut B (HBV).

DapMaKoIHHAMHYHH eheKTH

B npoBeaeHUTE U3NMUTBAHKUA € YCTAaHOBEHA 3alLIMTHA €(PUKACHOCT MEXIY 95 % u
100 % npu HOBOpOAEHH, AcC1Ia U Bb3PACTHH, H3JIOKEHH Ha PHCK OT 3apa3sBaHe.

e 3/paBH JIMIA HA BB3PACT Ha M HaJ 16 roauHu:
Tabmuuara nmo-goiry 0600111aBa yCTAHOBEHUTE 10 BpeME Ha KIIMHUYHH U3ITHTBAHHUA C
pa3IMYHU CXeMH Ha UMyHH3auus (nocoueHH B pazjaen 4.2.) ¢ EHXKEPUKC B
(20 mukporpama/l ml) HuBa Ha ceponpoTeKIUA (T.€. IPOLIEHTUTE HA JIMIATa C

KOHLEHTpauuH Ha anti-HBs anTturenara > 10 1U/):

Ionyanus Cxema HuBo Ha ceponpoTeKkuus
31paBH JIMIa HA U HaJl 0, 1, 6 meceuu Ha 7-MH Mecel: 2 96 %
16 roguHu
a 0,1, 2-12 meceru Ha 1-Bu Mecel: 15 %

Ha 3-Tu Mecelrl: 89 %
Ha 13-TH Mmecer: 95.8 %

31apaBH JIMIIA HA K HAJT 0,7, 21 nuu-12 mecenr | Ha 28-MH JeH: 3
18 roquHu Ha 2-pH Mece Waceh st N3
(3 o7 ., >
Ha 13-Tu mecell: 9§.6-% g o] | > |
\ b :
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JlaHHuTE B TaOIMIlaTa cCa T€HEPUPAHHM C BAKCHHUTE, ChAbpXKAIllM THOMEpcal. /IBe
OOITBJIHUTEIIHA KIIMHUYHU U3IIUTBAHUSA, IIPOBEACHHU C HACTOALIMA ChCTAaB Ha
EHXXEPHUKC B, xoitiTo HE ChabpKa THOMEpPCAJI, IIPH 3paBH KbpMayeTa U Bb3PaCTHHU
[IOKa3BaT, Y€ HACTOSAILMA CbCTAB IIPEAU3BUKBA OAOOHH HMBA HA CEPOITPOTEKLIMS,
CpaBHEHHM C Te€3U IpHu npeauiHusa cbetaB Ha EHXEPUKC B, cyaspakal Tuomepcann.

e 31paBH JMIIa Ha BB3pacT oT 11 roauHu 10 1 Ha 15 roguHu:
HuBaTa Ha cepornpoTeKkuus (T.€. MPOLIEHTUTE Ha JIMIaTa ¢ KOHI[eHTpauuu Ha anti-HBs

antutenara > 10 [U/l), monyd4eHn B CpaBHUTEIHO U3MUTBAHE C JIBETE pPa3IHYHH
OO3HUPOBKHU M CXEMH 3a UMYHHU3ALUA nIpH auua ot 11 7o 15-roauinHa Bb3pact
BKJIIOUMTEIIHO, Ca OLICHEHHU N0 66 Mecena ciell MppBaTa J103a OT ITbPBHYHATA
BaKCHHAIIMA M Ca NpeAcTaBeHH B Tabimuara no-aoay (ATP koxopTta 3a epUKaCHOCT):

Meceuu cjie] nMbpBaTa 1032 BAKCHHA
BakcHHaAIHOHHA 2 6 7 30 42 54 66
cxeMa HuBO Ha ceponpoTeKuus
ENGERIX B 55,8% 87,6% 98,2%* 96,9% 92.5% 94,7% 91,4%
(10 pug/0,5 ml)
(0, 1, 6 mecenu)
ENGERIX B 11,3% 26,4% 96,7%* 87,1% 83,7% 84.4% 79,5%
(20 pg/1 ml)
(0, 6 mecernu)

** [Ipu muua Ha BB3pacTt oT 11 10 15 roquHH BKIIFOYMTEIHO, HA 7-MHS MECEI] ClIe]I
BakcuHanusa ¢ EHXXEPUKC B (20 mukporpama/l ml) (cxema 0, 6 meceun) 88,8 % ot

BaKCHHUPaHHUTE U3paboTBaT KOHIeHTpalui Ha anti-HBs antuTena > 100 mIU/ml, a
cinen BakcuHanusa ¢ EHXXEPUKC B (10 mukporpama/0,5 ml) (cxema 0, 1 u 6 mecenn)

97,3 % OoT BakCHHMpaHUTE U3pabOTBaT KOHIEHTpaluu Ha anti-HBs anTuTena >

100 mIU/ml. YcranoBenuTe cpequu reomerpuusu KoHueHTpanuu (GMC) ca
cbOTBETHO 2 739 mIU/ml u 7 238 mIU/ml.

Bcuuku Mia B ABeTE€ BaKCHHAIHU rpynH (N=74) ca noay4yuiu nmpeau3BUKBaIla 103a
72 no 78 Mecena ciel mMbpBUYHATa BaKCHHaUUA. EQUH Mecel| M0-KbCHO, IIPH BCHYKH
JIMLIA CE MPOosBsiBa aHaMHECTU4YEH OTroBOp ¢ HapacTBaHe HA GMC ot 108 u 95 nbTH
3a [IEPUOJA OT BpEME OT IIPEAH IO Cied NPeAU3BUKBAHETO, CbOTBETHO IIPH 2-
n030BaTa M 3-1030BaTa MbPBUYHA CXEMA, U € YCTAHOBEHO, Y€ Ca CEPOINPOTEKTUPAHH.
Te3u naHHU NOTBBPXKAABAT, Y€ UMYHHA [IaMET € UHAYIMpaHa IIPH BCUYKH JIMIIA,
KOHUTO Ca OTTOBOPHJIM Ha ITbPBHYHATA BAKCHHALIKA, JaXKe IIPH T€3H, KOUTO Ca
3aryOMIIM CepoIpoTeKIUATa Ha 66-Us Mecell.

e [lauueHTH ¢ O6bOpeYHA HEJOCTATTHYHOCT, BKJIFOYMTEIHO MAIIMEHTH Ha
XEeMOJMajm3a;
HuBaTra Ha ceponpoTeKIMs IIPH JIMIIA HAa Bb3PpACT HA M HaJ 16 roauHu ¢ 0b0peuHa
HEJOCTATBhYHOCT, BKJIOUMTEJIHO MTAllHEHTH Ha XEMOJHAJIM3a, Ca OL[EHEHHU Ha 3-Ud H
7-¥s1 Mecell CJIe] IbpBaTa 403a OT IbPBHYHATA BAKCHHALUA, U Ca NIPEACTABEHU B

TabiuIaTa no-A0iy: ‘&@Mﬂ o 7>
2N

Bb3pacT (roxuun) Cxema Hupo Ha
Ha u Hang 16 0, 1, 2, 6 Mmeceum Ha Mece
(2x20 pg) Ha Mece

e [lammenTu c nuader Tvn II: ~ /



HuBarta Ha ceponpoTeKIMs IPH JIMLAa Ha Bb3pacT Ha U Haj 20 roauHu ¢ auadet tum II
ca OLICHEHHU €IMH MECEIl ClIe[ MOCIeAHaTa 403a OT IbPBUYHATA BAKCHHAIUA U ca
[peACTaBEHU B TabiuuaTa no-aoJy:

Bb3pacTt (roaiMHH) Cxema HuBO Ha ceponpoTeKuus
Ha 7-HA Mecell
20-39 88,5 %
40-49 0, 1, 6 Mmecelu 81,2 %
50-59 (20 pg) 83,2 %
> 60 58,2 %

e |loHmKaBaHE YecTOTaTa Ha XEMATOLECNYJIAPEH KAPLIMHOM IIPHU Jelia:
HabmonaBaHa € JupeKTHA Bpb3Ka MEX/Iy HAJIMYHETO Ha XenaTHT B uHbekuus u
pa3sBUTHETO Ha xenarouenynapeH kKapuuHoM (HCC). B KIIMHUYHO U3IIUTBAHE B
Ta#BaH npu aena Ha Bb3pacT oT 6 10 14 roAMHU € YCTaHOBEHO, Y€ BAKCHHAIIMATA
Cpelly xenatut B Boau 10 HaMalIssBaHE Ha CJIy4auTe Ha XEIaToLENyJIapeH KapLIHHOM.

S.2 PapMaKOKHHETHYHH CBOHCTBA

3a BAaKCMHH HE Ce€ M3MCKBa OlIEHKAa Ha (bﬂpMﬂKOKHHCTH'—IHHTe CBOMCTBA.

5.3 Ilpeak/IMHMYHH JaHHH 32 0e30MacHOCT

Hpe,IIKJIHHPI‘IHHTe JAdHHH 34 0e301macHOCT OTTrOBapsAT HA UBHCKBAHHATA HA CBeToBHaTa
3[IpaBHA OpPrdHHU3allHuA.

6. ODAPMAIIEBTHYHH JAHHHA
6.1 CnuchbK HAa NIOMOIIHHTE BelllecTBAa

HaTtpues xnopung

JlunatpueB docdar auxuapar
HarpueB nuxuaporeHdocdar
Bozaa 3a HHXEKIHH

3a ajicopOeHTa, BUXXTE TOUYKA 2.

6.2 HechbBMECTHMOCTH
[Ipu nunca Ha Npoy4YBaHUA 3@ HECbBMECTUMOCTH, TO3H JIEKAPCTBEH MPOAYKT HE
TpsAOBa J1a ce CMeCBa C APYTd JIEKAPCTBEHH MPOIYKTH.

6.3 Cpok Ha roaHocrt

3 rOOUHH.

6.4 ChneuuanHH yCJIOBHS HA CbXpaHeHHeE

Jla ce cexpansaBa B xjiaquiHHK (2°C - 8°C).

Jla He ce 3aMpa3sBa.

JlanauTe 3a crabuwiHocT nokassat, ue EHXKEPUKC B e crabunen npu
1o 37°C 3a 3 quu uiu 10 25°C 3a 7 nuu. Te3u 1aHHH ca NMpeaHa3HaYeHH
HaII'bTCTBAT 3PaBHUTE NPOPECHOHAITUCTH CaMO B CJIydaid Ha BPEMEHHO
TEMIIEPATYPHO OTKJIOHEHHUE.




6.5 Bua H chabpKaHHe HA OIAKOBKATA

1 ml cycnen3us BsB ¢1akoH (CThKII0 THII [) CBhC 3anymanka (OyTuioBa ryma).
CoabpxaHue Ha (iiakoHa - 1 103a.
[Io 1 ¢pnakoH B KapTOHEHA KYTHA.

6.6 ChnenuajHM Npeana3sHU MEpPKH NPH H3XBbPJIsiHE H paboTa

[To BpeMe Ha ChXpaHEHHETO Ha BAKCHHATa MOXe Jia ce oOpa3yBa ¢uHa Oss1a yTaika U
npo3padyHa Oe31BeTHA HaJgyTacuyHa TedyHOCT. Clie/] pa3kiamnjaHe BaKCHHATa € JIEKO
onaJjieclypallia CyCrieH3us.

[Ipeau npunoxeHue TpsAOBa Aa ce orjiea BU3yaIHO 3a HAJIMYUMETO Ha 9y >KJIU YaCTHIU
M/WJIY 3a IPOMsIHA BbB BbHIIHUA ¥ BU. B ciiydaii, ye 3a0enexure HAKOE OT TE3H
U3MEHEHHUS, HE MPHUJIaraiTe BaKCHHATA.

HHJIUTO CbAbPAKAHHC HAa MOHOJA030BHA d).TIaKOH TpHGBﬂ Jd CE U3TCTJIM U 4 CC
IIPHJIOKH BCJHArIQ.

Heun3non3BaHUAT JIEKAPCTBEH NMPOAYKT WIIM OTIIAAbYHUTE MaTEpHAJIX OT HEro TpsaoBa
Ila C€ U3XBBPJIAT B CbOTBETCTBHE C MECTHUTE U3HCKBAHHA.

7. IIPUTEXATEJI HA PABPEHLIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals s.a.
Rue de I’Institut 89,
1330 Rixensart, benrus

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA
Ne 20000247

9. 1IATA HA ITBPBO PAZPEIIABAHE/IIOJHOBSABAHE HA
PASPELHIEHUETO 3A YIIOTPEBA

JlaTa Ha epBO pa3pemaBane: 15.03.1988 r.
JlaTta Ha nocaeaHo nogHoBsiBaHe: 22.02.2010 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA




