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1. Hme Ha nexapcTBEHMA NPOAYKT $5QMKe XapaKmepUCmuKa sanpag;ﬁn;; 2ler.a'm:vvce:ma1
ENGERIX B 20 micrograms/1,0 ml 1ot Pa2, Ne e ‘QU»O/QQ AR —
Suspension for injection in prefilled syringe | e N A é 77 []7_. 231_{-].
Hepatitis B recombinant vaccine, adsorbed . ~PoXeHIe ™ 2
IgesHaHUe Ne @M¥ ..

EFDKEPUKC B 20 muxporpama/1,0 ml
VmxexIMOHEA CYCIIEH3US B IPEABAPHTENHO HAIBIHEHA CIPHUHIIOBKA
PexomOunanTHa, ancopbupaHa BakCHHA Cpelly XenmaTut B

2. KoanmuecTBeHn U KaYecTREeH ChHCTAB
Enuaa moza (1,0 ml) ceiepixa:

TToBBPXHOCTEH aHTUTEH Ha xexatut B supyc b2
(Hepatitis B surface antigen) * 20 micrograms

! AfcopOupaH BBpXY alyMHMHHEB XMIPOKCHI B KOIHYECTBO, OTTOBAPAIIO Ha 0010
0,50 mg Al **

*Ipon3BseneH B APOXKUEBM KNeTKY (Saccharomyces cerevisiae) dpe3 pekoMOUHAHTHA
JHK texmomoras

3a MOMOITHMTE BENMIECTBA, BHKTE TOUKa 6.1,

3. JlexapcrBeHa ¢opma

HroxexunorHa CYCIICH3¥A B IPCABAPUTEIHO HAIBIIHCHA CIIPUHITOBKA.

4, Knrapaad JanHan
4.1, TepaneBTHYHM NOKa3aHHH

ENGERIX B ¢ mokasaH 3a akTHBHA UMYHH3a[Hs CpeLly XenaTuT B Bupycsa
ARQEKIKS, IPHYHEeHa 0T BCHYKH H3BeCTHH cyOoTunose Ha HBV, npn HeMMyHEM
nmuna. [pynuTe oT HaceneHreTo, KouTo TpAOBa Ja 6pIaT HMYHH3HpAHH, ca
orpeNieNieHY BL3 OCHOBA Ha OQHUIHATHATE IPEIOPBKH.

Mosxe aa ce ouakea, 9¢ uMmyHu3auusita ¢ EFDKEPHKC B me ocurypu 3amumra v
cpeuty xenaTut D, Thii kato xenarar D (mpuauHen oT HDV) He Moxe Oa ce pa3Bue
IIPH OTCBHCTBHE Ha XemaTUT B uabexmys.

Ho3upoBKa M HAYNH HA NPHIIOKEHHE

Hozata Bakcuma ot 20 pg (8 1,0 ml cycnensus) e npeanasHa4yera sa npmomeﬂ%
nmuiia Ha u Hag 16-roumiba pe3pact. Jo3ata BakcuHa oT 10 pg (8 0,5 ml cy :
e IpeIHasHaYeHa 3a MPUIoKeHNe Py JTINA 0 B Ha 15-roguinsa B'I:BpaCJ;‘

AKo o BpeMe Ha BaKCHHAIOHHA Kypc PHCKBT OT XenaTuT B nabeknuas
OTHOCHTEIHO MAJIBK ¥ MOXKe Ja Ob/ie rapaHTHPaHo 3aBbPIIBAHE Ha m)m:} A
BaKCHHAIIHOHEH KypcC, Ao3ara BakcuHa 0T 20 |1g, MOXke Ja OBJe mpHnara




OpH JHNa Ha B3pacT oT 11 7o 15 roguns BRIIOYATENHO, KAaTO ce W3MON3Ba CXeMAaTa ¢
IIPHIIOJKEHHE Ha 2 J03M (BLDKTE ITO-JONY H B Touka 5.1).

IIEpBUYHY HMYHH3AIMOHHE CXEMH:
JIvia ga ¥ Hax 16 roawey:
Morar na OpzaT npenopbYaHK 2 CXeMH 23 IBPRHYHA HMYHK3AUHA:

Cxema ¢ mmysamsanue Ha 0, 1 7 6 Mecelli, KOATO BOMHM A0 ONTHMANIHA 3aIHTa Ha
7-Mus Mecell 1 10 #3paboTBaHe Ha BUCOKH THTPH aHTHTENA.

brp3a cxema ¢ mMyrm3anuy Ha 0, 1 1 2 Mecens, KOATO [{e OCUTYPH 3alHTa N0-05p30
H ce npueMa 1mo-nodpe ot nanuentare. [Ipn Tasu cxema va 12-tus Mecer Tpadea xa
ce IIPHUTIOKHA YETRBPTA 1038, 3a Ja C& OCHTYPH MPOLBIXKHATENHA 3a1UMTa, THH KaTo
THTPUTE CNEJ TPETATA 034 ¢a IIO-HUCKH B CPABHEHHE C YCTAHOBEHHUTE CIIEH CXeMaTa
¢ uMyHnAzanuy Ha 0, 1 1 6 Mecen.

Jluua Ha w Han 18 roguum:

[pu m3xmowrTeTHA 00CTOATENCTRA IPH BB3PACTHH, KOTaTo ¢ Halara JOpH no-05p30
IIOCTHUTaHe Ha 3aI|Ta, Haup. JHIA, ITETYBallM 10 0OJIACTH C BHCOKA eHIEMUYHOCT,
KOWTO Ca 3allovHaIH Kypca Ha BaKCHHAINS CPELTy XenaTuT B enun Mecen npemn
3aMHHaBaHETO, MOXe Ja OBe U3IONI3BaHa CXeMa OT TPH MHTPAMYCKYIIHH HHXEKIIUH,
npunoxens Ha 0, 7 u 21 nen. Korarto ce u3monsea Tasu cxema, aa 12-us mecer ciex
IEPBAaTa [034 ¢¢ IPenopbyBa IPHIOKEHHE Ha YeTBBPTA H034.

Jhma ot 11 g0 15 roiuui BRIIOYHTEIHO,

Ho3zara Bakcuna ot 20 meg Moske fa Oble NpHIaraHa MpH JMNa Ha Bb3pact oT 11 70
15 roauny BRIOYHTENHO IO ¢XeMa ¢ uMyHH3anun Ha 0 1 6 meceil. B Tozu cnyuyaii,
obade, HOKaTO HE € HallpaBEHA BTOpATa J{03a BaKCHHa MOJKE Jla He ObJe Harpaliena
3ammTa cpemty xenartut B wrGexuam (Bx. Touka 5.1). 3aToBa Tazu cxema tpabsa a
ce H3I10713Ba caMo KOTaro 110 BpeMe Ha BaKCHHAITMOHHEMSA KypC PECKBT OT XelaTHT B
HH}eKIMs € OTHOCHTENIHO MalbK U KOraTo MoxKe Ja Oblle rapanTHpaHo 3aBEplLIBaHe
Ha I'BJIHHS BaKCHHAIHOEEH Kypc, KOHTO ce CBCTOH OT JBe Jo3H. B ciyyante npn
KOMTO TE3H YCIOBHA He MoraT Jia O5aT rapaHTHpaHy (HanpuMep Ipy DalHeHTH Ha
XEeMOJHaN3a, IPH IETYBAINK B €HEMUYIHH PETHOHH U MpH ONW3KHU KOHTAKTHH Ha
uHGeKTHpaEy 1uua), Tpa6Ba na 6nae npunoxer EHXXEPVIKC B 10 meg kato ce
uarron3sa Opp3ara cxema (Ha 0,1,2-12 mecenn) g cxemaTa ¢ MpHIOKeHUe Ha 3 103H

BaKCHHA.

IJanpenTy Ha 1 Han 16 roguuy B ¢ 650peuna HeI0CeTaTEYHOCT, BKIFOUUTENHO
DANHEHTH Ha XeMOIHAIH3A:

ITspBryHaTa AMYHM3ANHOHHA CXeMa NpK MaxmenTy ¢ 6p0peyna HeqOCTATHUHOCT,
BKIOYHTETHO MAUHEHTH Ha XeMOIMAIH34d, C& CHCTOM OT YETHPH YIBOSHH HO3

IIpANIOIKEHME Ha NbpRaTa fo3a. FIMyHu3anoEHaTa cxeMa Tpsibepa na ce
el OCHTYPsIBaHE Ha THTHD Ha anti-HBs aHTHTenaTa paBeH HIIH 0-BHC
IIPHETOTO 3a 3aImuTHO HuBo ot 10 TU/L

Cirvuan opH KOUTO € H3BECTHO HITH ¢€ momo3upa m3narage Ha HBV:




B cnyua¥i Ha HacTRIHNO Hackopo m3aarane Ha HBV (manp. ydoxmame ¢
KOHTaMHUHHpaHa Huria) mepBaTa Ao3a EHDKEPHKC B moxe na 6pj€e npunoxkeHa
€IHOBPEeMEHHO ¢ XenatuT B mMyrornobynay (HBIg), H0 Ha pasid4Hy HHKEKIIHOHHH
mecta (B, Touxa 4.5). [Ipenopbira ce H3MOM3BAHETO HA cXeMaTa ¢ HMYHH3aIAY Ha
0, 1, 2 -12 meceny.

Te3n HIMyHM3aIMOHHH CXeMH Morat Jia ObAaT alanTHpaHl ch00pasHo
AMYHU3ANHAOHHATE NPAKTHKA Ha CHOTBETHATA IbPrKaBa.

bycTep moza:

HannyHATe OHACTOSAIIEM JaHHHA HE NOAKPEIAT HeoOX0uMOoCTTa 0T OycTep
BaKCHHaUHA IIPH HMYHOKOMIICTCHTHH JIHIA, IIPH KOHUTO € HAaNHIC KMYHECH OITroBOD
CHEI MBJHMAT [IHPBUYEH HMYHH3alHOHeH Kypc (anti-HBs nocTsakcuHan#oHeH THTEP
> 10 IU/1). Lancet 2000, 355:561

Obaue, OpH UMyHOKOMIIPOMETHPAHH JIHLA (HaIp. IMGA ¢ XpOHH4IHa Ob0pedHa
HEJOCTATBYHOCT, NaHEeRTH Ha xemorxuanuza, HIV-no3utueHYy nuua), ce npenopbsusa
TIPHUIIOKEHAETO Ha OYCTEPHH HO3H ¢ IeN TIOANBPKaHe Ha TR Thp Ha anti-HBs
AHTUTENATA PABEH MIIH 1TO-BHCOK OT NPHETOTO 34 3amuTHO HHRO oT 10 IU/L. Cren
BaKCHHALKA IIPU UMYHOKOMIIPOMETHpaHH JHNA ¢ IpellopbyBa H3MepBaHe Ha THTEPA
Ha Te3H auTHTeNla Ha BeekH 6-12 Mecera.

TpsOBa oa ce HMar NpPeBy HAUNOHATHETE NPENIOPHKH 10 OTHOLIEHHE Ha 6ycTep
BaKCHHAIHATA.

3aMeHsgeMOoCT Ha XenatuT B BakcHHHTE
Buxte Touka 4.5 B3auMmonmelicTBHA ¢ ApyTH AeKapcTBEHH IPONYKTH ¥ JPYTH HOPMHU
Ha B3aHMONelCTRHE.

Hauan na NpujIoKenue

EHOKEPUKC B TpgbBa fa ce HH)KEKTHpa MHTPaMYyCKY/IHO B JelITOUIHATA 00Nact
IIPU BB3PACTHH U Jera.

[To usKIoYeHMe BakCHHATa MOXe Ia ObJe IIPHII0KeHa TOTKOXHO NIPH [FALMEETH ¢
TPOMOOLIUTONICHNS HIM C HAPYIIEHHA B KPhBOCHCHPBAKETO.

4.3. Hpormeonokaszanus

EFDKEPHIKC B He TpsibBa Oa ce Ipuiara IIpH JIMIA ¢ H3BECTHA
CBPEXYYBCTBHTENHOCT KBM HAKOS OT ChCTABKHTE HA BAKCHHATA, MM Ha IAUHEHTH,
IIpH KOUTO ca ¢€ NOSIBUIH CHMIITOMM Ha CBPBXUYBCTBUTEIHOCT CJIEH IPEAUIIHO
npunoxenne Ha EFHDKEPHUKC B.

Kaxkro npu gpyrute Bakcuny, npmioxenneto Ha EFDKEPHUKC B tps6sa na Osp4e

OTIOKEHO NPH JHIA C OCTPO TeXKKO (pebprHo 3abomnasaie. Hamguunero Ha jig T
At
uH(pEKIHA He € IPOTHBONOKA3aHHE 3a HMYHU3alMA. i //" gﬁ 2
é_‘f:
ﬁ
?:"3
-




4.4. Cneuumanan npeaynpexRIeHAs H OPENNa3zHA MepPKH IpH yHoTpeba

TMopana penrus RHKYOA{MOHEH IIEPHOA HA XEIATHT B e BR3MOXKHO II0 BpeMe Ha
UMYHHU3ALEATa 2 ¢ HaJlMIe Hepasnosnara Hadexnnd. B Takusa coyyan, BakCHHATA
MOKE [ia He MpeIoTBPaTh XenaTuT B urexuuara.

BakcunaTa He npennazba OT HHMEKIU, IPHYAEEHa 0T APYIH HaTOreHH, KOUTO
pudeKTHIpaT YepHuL Apod, KaTo BUPYCHTE Ha XenaTut A, xenatut C u xenatur E.

Kakro u mpH ocTaHanuTe BaKCHHH, 3al0UTEeH HMYHEH OTTOBOP MOKe Aa He On1e
MIOCTHTHAT I[P BCHYKY BAKCHHHAPAHH.

V¢TagoBeHo €, Ye HMMYHHUAT OTTOBOP KBM XeNaTHT B BakCHHHTE MOXe Aa Onxe
HaMaleH oT peauna daxropu. Te3u QaxTopy BKIOYBAT IHO-HapeJHaa Bh3PacT,
MBIKKH [TOJ, 3aTII6CTABAHE, TIOTIOHONYIIEHE, HAYWH Ha IPUIIONKEHHE U HAKOK
XpoBMYHH 3abonaranud, TpaGea 4a ce 00CHAN N3REPHIBAHE HA CEPONOTHIHO
H3CTICABAHEe IPH TAaKUBa JIMA, IPH KOKTO € HaJMIE PHCK A4 He ce IIOCTHTHE
ceponporexuus cien nbiaaug kype ¢ EHDKEPUKC B. Tpa0Ba ja ce MMa IpeaBu
TIPUIOXKEHUETO Ha JOMBIIHATEIHE O34 32 Jmla 63 HiM ¢ 10-cl1ab HMYHEH OTroBOp
Clell BAaKCHHAIMOHHEHSA KypC,

[MarueHTH ¢ XpOHUYHO YePHOAPoOHO 3aboissane wiu ¢ HIV undexuus, xakto u
HocuTem Ha XenaTut C, He TpsadBa na ObAaT U3KIFOYBAHE OT BAaKCHHALHMS CPEITy
xenaTHT B. B 1e3H cnyyan BakcuHaTa € 0cOGSHO IPENOPBYATENHA, Thil KATO XEIaTHT
B BupycHaTa HH(pEKII MOXe [a IpoTede B TeXkKa GopMa IpH Te3u NalHeHTH:
CIIENOBATENHO HPELEHKATA 3 BAKCHHALNS cpelty Xenarut B tpalra aa ce IpaBa 0T
nexap 3a Bcexn otaeneH ciydait. [Tpu HIV-urdexrupann muna, xkakTo 1 IpA
HanHeHTH ¢ OBOpeyHa HeTOCTATHYHOCT, BKIIFOYMTETHO TE3H Ha XeMOIUAITH3a, | IIpH
[IAN#AEHTH C YBpeAeHa HMyHHA CHCTEMA, € BE3MOXKHO J]a He ¢¢ JOCTUTHAT ONTHMAIHY
THTpM Ha anti-HBs anTHTena cuem MppPBRYHES MMYHH3AEOHREH Kypc. B Tesn cayyan
MOJKE J1a C& HAJIOXKH HPHIOKEHHE Ha JONBIHATENHY 03U BAKCHHA.

EHJXEPUKC B ne TpsbBa Ia ce nprnara HHTpajepManHOTO KM B IIyTeyca, Thi
KaTO TOBa MOXeE JIa OBEAE [0 IO-HUCHK OT ONTUMATHEA HMYHEH OTTOROD KbM
BaKCHHATA.

Ipu aukakeu obcroarencrea EYDKEPHUKC B e tpabsa na Ovne npunaray
HHTPABEHO3HO.

KakTo mpu BCHYKY HHXKEKUHOHHA BaKCHHY, BUHATH TpAOBa la IMa FOTOBHOCT 34
[pHAIarase Ha HOXOSMO JeUeH e B PSAKE CIydal Ha aHaQUIaKTHYHA PEaKIHs
Clel UPHIOKEHUE Ha BaKCHHATA.

4,5. BzauMmopeiicTBHe ¢ APYrH JEKAPCTBeHM XNPOAYKTH M Apyra dopmu Ha
B3auMojeiicTBHE

Ennospemennoro npunoxenue Ha EHDKEPHUKC B u crannapTHa nosa xen%rmm -\\
uMyHnoraobyms (HBlg) Be Bogu 1o HamansBare THTHEpa Ha anti-HBs anty Te@t:i;a’,”: :’“‘ N
IIPH HONOKEHHUE,
MecrTa.




EHKEPHKC B Moxe Jia ce punara yCIOpeRHO ¢ BaKCHHH cpely Haemophilus
influenzae type b undexnun, ¢ BIDK Bakcusa, ¢ BAKCHHY CpeHTy XSIATHT A,
aadTepus, TeTaHyc, KOKHIONM, HOMHOMUEHT, MOpOUNY, IapoTur U pydeona.

PaznuyruTe REOXEKIMOHHM BAKCHHHE BUHATH TPAOBA Ja ce NpHIarat Ha pasimIHm
MEOKEKIIMOHHM MECTA.

EHXXEPUKC B MmoxXe Ha ce H3I0N3Ba 3a 3aBbPIIBaKe Ha HEPBUYHAI HMYHH3AHOHEH
Kypc, 3allOYHAT ¢ IIa3MEeHa MM ¢ Apyra peKoMOMHAHTHA BAKCHHA CPeNy XenaTut B,
WITH aKo ¢e Hajlara npriIoxesue Ha Gyctep 103a IIPH JIUNA, KOUTO OPY IIEPBUYHHS
VMYHE3aOUOHEH Kype ca OMIM BaKCHHUPAHH ¢ IilasMeHa Wil ¢ Jpyra
pexoMOMHAHTHA BAKCHHA Cpelly XenaTut B.

4.6. BpemeHHOCT H KbpMeEHe
bpemennoct

EdextsT Ha MOBBPXHEOCTHAA aHTHICGH Ha BUpyca Ha Xenmatut B (HBsAg) gupxy
(dheTanmoTO pasBHTHE HE € OLIEHsBAH,

Brnpexn ToBa, KakTO IIPH BCHYKH WHAKTHBHPAHY BHPYCHM BaKCHHH HE Ce 0YaKBa
OPOAYKTHT Aa JoBele Ko yBpexaaHus Ha nnoga. EHXKEPUKC B tpsbsa na ce
HpHjara IIo BpeMe Ha OpeMEHHOCT CaMO KOTaTo ¢ HATOMKUTENHO H BE3MOKHUTE
TIPENUMCTBA HAJBHIABAT IOTCHIUATHIUTE PHCKOBE 32 IIOJA.

Knpmene

EdexTsT BEpXy KBpMagera ot npunaragetro Ha EHDKEPHIKC B Ha Texunte Malixu He
€ OHeHsABaH B KIMHWYHH W3IIRTBAHWS, THH KaTo HIMa JaHHY 33 eKCKpennaTa My B
MISIKOTO.

KnpMmereTo He e mpoTaBonokasanue 3a npuioxenne xa EHDKEPHKC B.

4.7. EdexTH BBpXY cHoco0HOCTTA 32 modupaHe 1 paboTa ¢ MaIINHU

Hson ot peaxnuure, onucany B Touka 4.8, “Hexenany nexapcrseny peakuun”
MOJKe Ja IIOBIHAAT CIIOCOOHOCTTa 3a modupaHe 1 paboTaTa ¢ MAIHHM,

4.8. Hexelanu nekapcTBEHN PeaKiul
EHXXEPHKC B o0rxHOBEHO ce IoHacs Ko0pe.

B cerammns cxeras Ha EHDKEPHMKC B He ce chappika THOMEp3al (OpraHHIHO
KHBAYHO CHEHHECHHUE).

B enno KIHHHYHO U3NKHTBAHE, IPOBEACHO CHC CETAIIHUS CHCTAB Ha TPOAYKIA, €
yCTaHOBEHA YecToTa Ha Golika, 3aucpesipaHe, IOXYBaHe, yMOpa, TACTPOCHTEPHT,
[1aB0OONHE ¥ MOBHILEHA TEMIICPATYPa, CPaBHUMA ¢ HabMoqaBaHara Ipu npe . Iégg{m
THOMEP3aJ-ChBPKALN CHCTAB Ha BAKCHHATA. e __r-;”c? 2

s
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ChnemHuTe HEXEIAHU PeaKIiy ca ChoOIaRaHu ciiell ITHPOKOTO IPHIOXE
PG
OpeNHITHHES THOMEP3al-ChAbPKall ChCTaB Ha BakcuHara. KaxTo H Opn ApyER &




BaKCHHH CPElly XenaTHT B, B MHOTO OT CiIydauTe He € yCTaHOBeHa IPHUMHHA BPDh3Ka
C BaKCHHATA.

Mguoro yecTu: > 1/10

YectH: > 1/100 go < 1/10
He gectn: > 1/1000.10 < 1/100
Penxu: > 1/10 000 mo 1/1000

Mpmoro peaku: < 1/10 000

Hapyinenys Ha KpBEBTA H TUMGHATS CUCTEMA
Mmroro pexaa: TpoMOONETONEHHE.

Hapymenys na UMyHHATa cHCTEMA
Mpuoro penxu: aradunaxcus, cepyMmea 6onect, numbanesonarys.

HaQYECHI/IH Ha HEPBHATA CHCTEMA

Penxu: samagsocT, rmaBoGoiye, IapecTes .

MHoro penku: CHHKOII, apaii3a, HEeBPONATHsI, HEBPUT (BKII. cHHapoM Ha Guillain -
Barre, HeppuT Ha n. opticus u MyITHILIEHA CKIEPO3a), eHUEHAINT, eHIedanonaThs,
MEHHMHTHT, I'bPYO0BE.

CbIoBH HapyIIeHus

Miuoro PeOKH: XEIOTOHHA, BACKYJIHT.

PecnupatopHy, rPEAHM B MEIHACTHHAIHH HapyITEHVIs:
MHoro peaxn: OpoHXOCHazsM.

CTOM&IHHO-EQGBHI/I HapynieHHsA

Pemxt: raaese, IIOBPBINGHE, IHapd, KOpeMHa 6onxa.

Hapymenus Ha 9epHOAPOOHO-KILYHATA CHCTEMA
Pemxu: Hapymena yepHONpoOHa QyHKIiHs.

Hapymrenps Ha koKaTa ¥ TOAKOKHATA THKAH
Penxir: o6puB, cepbex, ypTHKAPH.
Mmuoro penku: auruoeneM, erythema multiforme.

Hapymenns Ha MycKyJIHO-CkeneTHATa CICTEMA H ChSIUHETEIHATA THKAH
Penxu: aprpanrys, MEAITHS.
MHOI0 peaxu: apTpuT.

O6mu HapymeHus U eQEKTH Ha MACTOTO HA IPMIOKEHKEE
Yectu: 6omka, 3a4epBIBane, YIIHTHABAHE HA HEKEKIIHOHHOTO MSICTO,
Penki: ymopa, Tpecka, HepasIooKeHHe, IPRNONONOCHH CHMITOMM.
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Byctep mosata ce npreMa taka 1o0pe, KakTo W JO3UTE OT IGPBOHAYATH
BaKCHHAIHOHEH KypC.

e Whil?
g\gﬁ i

B cpaBHMTENHO KIHHAYHO H3IMTBAHE IpK Jiaua ot 11 go 15 rogusau B ‘
JIOKJIaIBaHa CX0JHA YeCTOTa Ha OOIMTE M MECTHHTE HEKeTlatH PEaklHH C.

[



nmozoBara cxema ¢ EHDKEPHUKC B 20 ug B cpaBHeHHe Che CTaHRAapTHATa 3-4030Ba
cxema ¢ EHJKEPUKC B 10 ng.

4.9. Iipeposupane

He ca crobinasasm CIIY4aH Ha NpCao3rpane ¢ TO3H JICKapCTBEH TIPOIYKT.

5. ®apMakoJOrHYHH JAHHH
5.1. @®apmaxoaUHAMHYHU CBOICTBA

EHXKEPHKC B, BakcuHa cpelny XenaTuT B, € cTepuHa CyCIeH3Hs, ChABPKAIIa
IIPEYHCTEH OCHOBHI IOBBPXHOCTCH aHTHISH Ha BUPYCa, IPOM3BEICH Upe3
pexombunanTHa JHK TexronOTHS M ancopOupaH BEPXY alyMHHHEB XHIPOKCHI.

AHTHUTEHBT € IPOU3BEICH OT KYNTypa APOsKAEBH KIETKH, CH3JaNcHH Upe3 FeHHO
HHKeHepcTBO (Saccharomyces cerevisiae), KOATO HOCAT I'eHa, KOAUPAI OCHOBHMA
IIOBBPXHOCTEH aHTHreH Ha xenatuT B Brpyca (HBV). HBsAg ce excpecupa B
KIETKHTE Ha APOKINTE, CIEN KOETO C& NPEeYMCTIRa IIOCPENCTBOM HAKONIKO (BU3HKO-
XMMHYHH €Tama.

HBsAg ce dpopmupa cionTanHo, 63 XUMHYHO BL3ACHCTBEE, B cOepUIHN JACTHII
ChC cpejied quaMeTsp 20 nm, chaepxamy Heriukosumipany HBsAg nonunentam u
AUNHAEH MaTPHKC, ChCTaBEH OCHOBHO OT (hochomumnumi. I 'omam 6poit TecToBe
JI0Ka3BarT, 4e Te3W YaCcTHITH NIPOsBABAT XapakTepHUTe Ka4eCTBa HA €CTeCTRCHHA
HBsAg.

HBYV cscraBkata € popMynupada BsB hocharno Oydepupan CONEBH pasTBOP.

Bakcuaara € BHCOKO UPEYHCTeHa M OTropaps Ha H3HUCcKBaHHUATa Ha C30 3a
pexoMOHHAHTHH BakCHHY cpemy XenatuT B. Ilpu mpomseoncTBoTo i He ca
M3II0JI3BAHH BEIECTBA OT JOBEIIKH IIPOU3XOZ.

EHXEPUKC B unnyuspa o0pasyeasero Ha CIleliuGAuHE XyMOpaJiHH aHTHTEea
cperry HBsAg (anti-HBs anarurena). Tursp Ba anti-HBs agTarenara 210 TU/1 ce
CHMTA 3a 3aUTUTEH cpemy Mudexius ¢ Bupyca Ha xenatut B (HBV).

Jarmurga eduracyocT

B npogenesnTe H3NMTBAHYA € YCTaHOBEHA 3alHTHA edpuKacHOCT Mexay 95 % u
100 % npm HOBOpO#EHH, Acla i BE3PACTHH, H3JI0KEHH Ha PHUCK OT 3apa3sBaHe.

Tabnanara mo-goiry 06o01asa yeTaHoBeHUTE 10 BpeMe Ha KITHHWYHYU U3IIHTRAHMSL C
pa3NHYHK CXeMH Ha HMyHu3auus (nocoueru B pazgen 4.2.) ¢ EHDKEPUKC B 20 pg
HHBA Ha CEPOIPOTEKIHS (T.€. IPOLEHT Ha JIHIATA ¢ TATHP Ha anti-HBs antutenara >

10 TU/D): //(—\
;- g{i'\}:ﬁg&'fﬁ ":’t.’? o S




5.3. IlpesxanHUYHA ZAHHH 3a (0€30IACHOCT

[IpenxnuayMyHETE AaHHE 3a 0€300aCHOCT OTFOBApAT HA U3MCKBaHUATA Ha CBeTOBHATA
3[ipaBHa OpraHK3alIs.

6. <PapmManeBTHYHH AXHHH
6.1. CnHchk Ha IOMOINHETE BEINECTBA

Harpues xnopug

Jurarpues ¢ocdar quxumpar
Harpues muxmaporendocdar
Bona 3a HEKeKIHA

3a agcopbeHTa, BIKTE TOUKA 2.

6.2. HecoeMecTumMocTu

EHPKEPHIKC B me Tpsa6Ba fa ce cMecBa ¢ Ipyru JEKAPCTBEHH TPONYKTH.

6.3. Cpox ga roasoct

3 rOmUHU.

6.4. Coemmanuna npemynpexNeHns 32 chXpaHeHne

Baxcunarta Tpa0Ba #a ce cbXpaHaBa B xnanuiruk (o1 +2°C mo +8°C).
Ja He ce 3aMpazssa. BaxcuHata TpsOBa Aa Ce M3XBBPIH, aK0 3aMpBh3He.

6.5, JlanHn 32 ODAKOBKATA

1 dose (1,0 ml) cycniensust B mpesiRapUTeNHO HA'BIHEHA CIIPHHEITOBKA (CTHKIO
tun I). ITo 1 npeapapuTenHo HanbiHeHa CIPHHEUOBKA B KAPTOHEHA KyTHL.

6.6 Coennajnau DpeanasHy MepKH IPH H3XBLPJAAHE H paGoTa

ITo BpeMe Ha cBXpaHEHHETO Ha BAKCHHATA MOXeE Ja ce oOpa3ysa duna O4ia yraiika u
nmpo3pausa GeznBeTHA HayTacyHa TeyHOoCcT. Cliep paskiiaiiaHe BaKCHHATA € JISKO
onajleclHpaig CycIeH3 .

Ipenu mpunokenne TpsiGea 1a ce oriea BUyalHO 3a HAMIYMETO HA MyXC({ YACTHIIH
#/WiTA TIPOMEHH B IBeTa. B cirygaii, Je 3abene)xute HIKOE OT Te3H H3MEHEHHS,
H3XBBPIETE BAKCHHATA,

Baxcrrara Tpsabea aa ce NIPHIOKH BEAHATA Clief OTBapsHe.




7. Ilpmrexxares Ha pajpellleHHeTO 3a yHoTpeda

GlaxoSmithKline Biologicals s.a.
Rue de ’Institut 89,

1330 Rixensart, benrus
Telephone: +32 (0)2 656 8111
Fax: +32 (0)2 656 8000

8. PerucrpanmoHcs Homep

Ne 20000247

9. JlaTa Ha MLPBO pa3pelIABaHE/IOAHOBABAHE HA pa3pellieHNeTo 32
ynorpeda

Hara Ha IbpBO paspeinasane: 15.03.1988 r.

,ZIaTa Ha IIOCHCHAHO II0AHOBABAHE:

10. [Mara na akTyaJdu3HpaHe HA TEKCTA

10



