SBMPEH U3BEITAJ 3A OCOBMHUTE HA JEKOT

1. TME HA MEIAIMAHCKUAOT IMPOU3BOI
EUVAX B, 20 mcg, cycrneHsHja 3a HHjeKTHpambe

Vaccinum hepatitidis B (ADNry)

Baxmuna npotuB xenatutac b (rDNA)

Epmneuna mo3a HaMeHeTa 3a BaKIWHUPAhe HA BO3PACHH JIANA.

2. KBAIIMTATUBEH 1 KBAHTUTATHUBEH COCTAB
Enna go3a (1 ml) cogpxu:
IIpourcTeH  NOBPIIMHCKA AaHTHTEH Ha  BHpyc Ha  XematuT b

(HDSAZ) ¥ .cotreeirreitriecscisreistnsesesesssssesesssssssssssssssstssasonssossssssssessssssssassssessnans 20 meg
ApcopbupaH Ha ANYMHHAYM XAAPOKCHE (XHAPHPAH)....ouceerreeneresererenens 0.5 miligr.
A13+

*NpofylEpaH BO KIETKH Ha KBacCHHIA (Saccharomyces cerevisiae) co
pexoMbmHaHTHa DNA TexHomnorgja.

3a yenaitia AUCHa HA HOMOWHIL CYTClanyuu HoZaeOHeilie 60 Oen 6.1.

3. DPAPMAIIEBTCKA ®0OPMA

Cycnensgja 3a HHjeKTHpambE.
OmnanecuentHa 6emna cycreHsuja.

4. KINMHWYKHU CBOJCTBA
4.1 TepaneBTCKH HHIHKANMH

EUVAX B, 20 mcg, CycleH3Wja 3a WHjeKTHpame ce YmoTpebyBa 3a akTHBHa
AMYHH3aIHja MPOTHB HHQEKIHja Mpeu3BUKaHa Off CHTE CyOTHIOBH Ha BAPYCOT
Ha xenatutuc b (XBB).

4.2 Nozupame 1 HAYHH HA ymoTpeda
Hozuparwe
Epua pmosa op BakimHaTa, 20 mcg (1 ml cycmensmja) ce ymorpeOysa 3a
AMYHH3aIija Ha MIagd nuna (Hapg 16 ToguHr) 1 BO3PAcHH.
PesxuMOT 3a IpIMapHa IMyHHE3aLHja ondaKa aluKanyja Ha 3 TO3H:
® IIpBa JO3a: Ha JaTyMOT KOj CTe IO Of[pENuIe
e BTOpa go3a: 1 Mecer No alUIAKalyja Ha IpBaTa 103a
e TpeTa [03a: 6 Meceld N0 anJuKal{ja Ha IpBaTa [03a.

Byciuep eaxyunupame
Bp3 ocHOBa Ha MOJATOLH Of CIPOBeAcHHTEe cTyguE CBeTcKaTa 3[1aBCTBEHA
OpraHm3almja He TIpenopavysa jja ce alwiknupaar 0ycTep MO3H Off BaKIHHATA.
JokaxkaHo e fgexa npuMeHaTa Ha 3 fosm of EUVAX B pgaBa 3amTuTa Off
undeknnja co XBB co BpeMeTpaeme of 15 rogunn. Ilo msnoxysame Ha XbB e
pEeTHCTpHpaH NPOTEKTHBEH MEMOPHCKH OJFOBOP, OypPH H BO CIy4YaWm Kora



3apajyd HM3MHHATHOT BPEMEHCKH IIEPHON HEMa ]ICTCKTEIGPIJIHE IIPOTEKTHBHA
AHTHTEIIa.

IMoTpe6Ho e mpuupKyBambe 10 OpPUIEjaTHHOT PACHOPE] 32 BAKIUHUPAIHE.
Bo moceGuu cnyyam, mpr HoTpeba Ha Op3 onTHManeH MMYH OArOBOD Ha
NpHEMep: HEeOHaTycH pojeHd oOfi XBB NO3WTHBHE MajKW, BO CIyd4aj Ha
A3JIOXKEHOCT Ha BEPYCOT (Y6OH CO KOHTAMHHEPAHA HATJa) WK DY IaTyBamke BO
BUCOKO PH3HYHH TOJFpadvja, MOXKe [la ce TMPEMEHH alTepHATHBEH DEXHUM Ha
BaKI[WHAPALE:

e IIpBa I03a: HA JaTyMOT KOj CTE I'0 Ofpefuie

e BTOpa fo3a: 1 Mecel o aIUIFKallFja Ha MpBaTa fosa

e TpeTa J03a: 2 MecelH II0 aliAKaNyja Ha mpBaTa Jjo3a.

e YeTBpTa Ho3a: 12 MecelH 1o annuKalyja Ha IpBaTa J03a CO IeJ a ce

06e36en JONTrOTpajHa 3alUTHTA

Kaj manueHTH Ha XeMOJWjain3a WIH AMyHOfe(DUIMEHTHA NalHEeHTH MOXe Jia
uMa moTpeba off alUIKKalidja Ha OMOMHATENHA TO3HU Off BAKIMHATA, 6unejku 1mo
NpEMapHaTa HMyHH3aL#ja MOXKE Jla He Ce COo3faje NPOTEKTHBEH THTap Ha
anTmTena (=10 IU/L).
Ce mpenopauyBa fia ce OFPENH TUTAPOT Ha aHTHTENA.
Bo ciyyaj Ha CHTypHa/COMHHTeNHa H3lToxkeHocr Ha XbB (koHTaMUHALH]A
TIpeKy MOBpefieHa KOXKa WIH CIIy3HHIM, HeoHaTycH pofeHH of XBB+ MajKH) ce
mpemopayyBa IIpBaTa [03a Of BakUWHATa EUVAX B pa ce amiunmpa
rcToBpeMeHo co HBIg co KOpHECTehe Ha Pa3IiYHA MeCTa Ha HHjEKTHPAE:E.

Hauun Ha anaukanuja
Baxmurata EUVAX B Mopa jja ce HHjeKTHpa HHTPAMYCKYJIHO BO JEITOHTHHOT

MYCKYL

4.3 KonTpanayaKamHim
ITo3HaTa MPEeYyBCTBHTEIHOCT HAa aKTHBHATA cymcTaHNuja Wi Ha HEKoja Of
TIOMOINIHATE CYCIICTAHIIMY Ha BaKIIHHATA (Bupm gen 6.1).

4.4 Tlpemynpenysame H MEPKH HA NPETHA3IHBOCT

Bo cnyuaj Ha 3rojieMeHa TeNEcHAa TEMIeparypa, akyTHa WA TPOrpecHBHA
XpoHAYHa GonecT, BaKIHHUPamkeTo Tpeba fa ce OIOKN.

Kaj manueHTHTe O MyNTHILIA CKIIepo3a 67I0 KaKBa CTHMyIalyja Ha IMyHHOT
CECTEM MOKE 12 TOBEfe [0 ersalepbammja Ha CHMITOMHATE. 3apaju Toa, Kaj
OBaa Tpyla Ha IanueHTH Tpeba [ia ce TMPOLEHN KOPHCTa Off BAKIHHUPALETO
HACIIPOTH PHU3UKOT Off erzarepbanmja Ha MC cuMITOMHUTE.

BaxiuHaTa He [aBa 3allTHTa Kaj Tal[AeHTHTE CO IaTEeHTEH WK IPOrPECHBCH
XenataTHC B.

Bapajiu AODKAHATA HA HHKYOANHOHHOT MEPHUON, 32 BpEME HA BaKIWHUPAEECTO
MOXHO € ja HMa WH(EKIHEja co BEPYCOT Ha XeNATHTHC B Ge3 IpucycTBO Ha
CHMIITOMH Ha Gosect. Bo BAKOB clyyaj BAKIMHEPAKETO MOXKE Ja HE ja CIpedn
mH(peknmjaTa co XBB.

Bakmmuata EUVAX B He mTaT of BH)EKIHEja co ApYrd NaTOTeHNA
NPHYEHETEIH KOU NOBELyBaaT HO XeNaTalii HH(PEKIHH: XeTaTHTAC A (XAB),
xenaturac L (XIIB) u xematutuc E (XEB).




Kako u BO cliyuaj co cHTe WHjeKTHOWIHE BaKIWHH, CE NperopavyyBa Aa AMa
[OCTalHa MEJHIMHCKA IOMOII BO CiIyyaj Ha IiojaBa Ha aHa(MIaKTHYHA
peakuyja o anarKaldja Ha BaKIHHATA.

Bakumpata mHmkoram He Tpeba [a ce almEUEpa BO 3aJHHKOT HHATY NaK
AHTpajepManHo Oupejku OBHe HAYMHN Ha aIMHHHCTPAIHja MOXKE Jla JOBEJaT IO
MHAYKIFja Ha nocnab AIMyH OATOBOP KOH BaKIHHATA.

EUVAX B He Tpeba fa ce aluiupa AHTPaBeHCKH.

4.5.MinTepaknuy o IPYrH JEKOBH U IPYrd hOPMH HA HHTEPAKIUY

EUVAX B mMoxe fa ce gaBa ucrospeMeHo co BCG BakuuHaTa W BaKUHHHTE
NPOTHB TIONHO, MAl¥ CHIAHWIY, TapOTHTHC, pybeia, gu¢Trepuja, TeTaHYC U
neprycrc. PasnuyHATe BaKIUHE CEKOrall Tpeba fja alluiEpaaT Ha pasiudHy
MeCTa Ha MHjeKTHpPamke A CO KOPACTEHhE Ha Pa3IHYHE HIVIH U MINPHLIEBH.
EUVAX B mMmoXe [a ce amnunupa HcroBpeMeHO co HBIg co KopHCTeme Ha
Pa3IYHA MeCTa Ha HHjeKTHPAIbe.

4.6.bpemenoct u JaKTanuja

Hema moparouu 3a edekror Ha HbsAg Bp3 eTanHuoT passoj. Kako u co
OCTaHATHTE MHAKTHBHPAHU BHPAJIHE BaKOWHM CE€ CMETa [eKa BaKIUHWPAHKETO
co EUVAX B npeTcTaByBa He3HAYATEIECH PH3HK 3a MIIOJOT.

EUVAX B Tpeba fa ce ynmorpebysa 3a BpeMe Ha GpeMEHOCT caMO BO CIIy4Yaj Ha
jacHa WHEKAIFja I KOTa KOPHCTA Off BAKIMHHPAKETO € NMOroJIeMa Off MOXKHHOT
PH3HK 32 ILIOJOT.

He ce u3BeleHH KINHAYKHA CTY[UH 3a MpoleHKa Ha edekToT Ha EUVAX B Bp3
[OEHUYAI-a NOCHH Off MajKu KOHW ja IpHMHNE BakuuHaTa. BakupnHata He €
KOHTpaWHIHIPaHa 32 BpEME Ha TOCHE.

4.7.EdexTn Bp3 CHOCOGHOCTA 32 BO3EIHE H YIPABYBAMHE CO MALIMHY
BakumHaTa He BiMjae BP3 CIIOCOOHOCTA 32 BO3EHL:E H YIIPAByBamke CO MallMHM.

4.8.Hecakanu efexTn

Hecaxannte fejcrBa Ha EUVAX B croper; ()peKBEeHIUATE Ha HUBHO jaByBambe
ce NpHKaXaHM Kako: MHOry uect: (21/10), wectm (21/100 mo <1/10),
neBooGuuaend (=1/1000 fo <1/100), perxm (21/10000 o <1/1000), Mzory peTku
(<1/10000), memosHaTa (hpeKBeHIHja Ha jaByBame ((peKBeHIHjaTa He MOXKE fia
ce Offpe¥ Off JOCTAIHHTE TTOJATOLH).

OmuTH HAPYHMIYBATGA H HAPYIIYEAIA HA MECTOTO HA AIIMKANHjA

Muozy wecitio: ToKanHa GONKa Ha MECTOTO Ha MHjEKTHPAME KOja CIIOHTAHO
HCUYEe3HYyBa II0 2 JeHa.

Yecifio: XeMaTOM, IPBEHIIO, HEAYypalija H OTOK Ha MECTOTO HA MHjeKTHPAH:e
(OBHE CHMIITOME CTIOHTaHO HCYe3HyBaaT 2 [leHa IO allliKal#ja Ha BaKIWHATA),
MEHOpPHA TpecKa, Iuiayemne 63 mpauuHa.

Peitixo: xuneprepmaja (uap 38.8 C), cimabocr.

TCacTpoHHTECTHHAINE HAPYIIYBAIHA
Yecitio: abnoMmHaTHA 60JIKa, TYyGATOK Ha aNeTHTOT, AHjapea, HoBpakarbe.
Ioepemero: MHTECTAHATHA KOIUKH.




XenaTroOuinjapHu HAPYIIYBAILA
Ilospemero: AKTEPYC Kaj HOBOPOAEHOTO.
Peitiko: TpaH3UTOPHO 3rojieMyBaihe Ha TpaHCAMHHA3HTE.

Hapymysama Ha HEPBHHOT CHCTEM
Peitixo: BpTOrIaBHIA, TI1aBOOOIKA

[cuxujaTpucky HAPYIIYBa:A
Yecitio: APATHPAHOCT, HHCOMHHE]a, 3aMacHOCT, MaJlaKCcajIoCT.

Hapymysama Ha HMyHHOT CHCTEM
Iospemero: mojaBa Ha apTH.

PecnupaTopny, TOPAKAIHN B MefUjaCTHHAIHA HAPYIIYBALA
I 08PEMEHO. PHHHUTHC.

Hapymysama Ha K0xXaTa # NOTKOXKHOTO TKHBO
ITospemeno: pali, MaKyI03€H HCHII, MUTPHja3HC.

Hapymyeama Ha MyCKYJHTE H CBP3HOTO TKHBO
Peilixo: Mujanruja, apTpairgja.

Kaj mpujaBuTe 3a MYATHIION HEBPHUTHC, ONTHYEH HEBPHTHC, (halldjaiHa
napanmusa, ersanep6banuja Ha camnToMuTe Ha MS 1 Guillain-Barre cuHpoM He e
yTBpAE€Ha Kay3ajHa IIOBP3aHOCT CO BaKIHHATA.

4.9.JIpeno3upame
HeMa IOIaTOIA BO JIATEPATypaTa 3a HecakaH e(eKT Ha BaKIMHATa BO CIy4aj
Ha IIPEfo3upakke.

5. ®PAPMAKOJIOIMKNY KAPAKTEPHCTHUKH

5.1 @apMaKOIHHAMCKH KAPAKTEePHCTHKH

@apmaroitiepaiiesiticka zpyiia: BAKIITVTHA TTPOTUB XEITATUTHUC b.

ATC xon: JO7BCO1

EUVAX B coap:Ku IPOYHCTEH NOBPIIMHCKH aHTHIEeH Ha BEPYCOT Ha XeIaTHTHC
b (HBsAg) mpomymupaH BO KIETKH Ha KBacHALA (Saccharomyces cerevisiae) co
pekomOunanTHa DNA TexHonormja (co MMIUIaHTal#ja Ha KOQUPAYKHOT I'eH 32
HBsAg).

EUVAX B uapyuupa OpofyKiHdja Ha BECOK THTap Ha aHTHTeNa mpoTuB HBsAg.
Bea W3BelieHW 5 KIMHWYKE HCIHTYBama 3a cHopef0a Ha HMYHOreHOCTa H
6esbeqnocta Ha EUVAX B Bo ofHOC B2 BakU¥HA NToOHEHHE Off ma3Ma (aHTUreH
Ha XBB pmobueH op IasMaTa Ha HOCHTENH Ha BHCpycoT). Baknmmute Gea
AIUTHIAEPAHE HA HHTepBal of 1-, m 2- Mecenu u 0-, 1- 1 6-Meceun. Bo ogHoc Ha
CTENEHOT HA  CepPOKOHBEp3Wja MW  CpPEJHUTE TEOMETPHCKH  THTPH
pekoMmbuHupanaTa XbB BakliHa IOKaXKa MCTa MMYHOT€HOCT CO BaKI[MHATa
npowusBeaeHa of mwiasmaTta Ha XBB HocuTenH.




BKyIHNTE TONATONH yKakyBaaT ieka jBaTa pacmopeny Ha Baknurmpasse (0, 1,
2 mecemm u 0, 1, 6 Mecenn) ce edekTuBHE, HO co pacropefoT 0, 1 m 6 Mecenu ce
IOCTUTHYBA Tofobpa JONroTpajHa 3alliTUTa.

3a BpeMe Ha cTyquuTe He 6ea PETHCTPHPAaHH WCIHTAHWIM CEPONO3UTHBHH 32
HBsAg HATY Iak EMallle [0jaBa Ha KIMHWYKA eBHAEHTEH Xenaturuc b momery
pcngTaHAIETe. HecakaHuTe JiejcTBA PETHCTPHPAHH 1O alllAKauuja Ha
BaknuHaTa 6ea co ciab MHTEH3HTET ¥ NPUBPEMEHO TPacHe.

Besbemrocra o ynotpeba u mMyroreHocTa Ha EUVAX B Gemie Mokaxkana Kaj
CHTe CTAPOCHH TPYIH HA HCIATAHALIA.

Bea u3Be[ieHE PaHFOMH3HPAHH, KOHTPOIHMPAHH, KITHHAYKY CTY[HH 32 cnopefba
Ha MMYHOTeHOcTa Ha BakuuHata EUVAX B m apyrm pekoMOmHanTHEH DNA
BaKIMHH HOGHEHM CO KOPHCTEHEe Ha KBACHWIH. PesynaTaTdTe Off CTymEjata
OKAakaa eKa CTETeHOT Ha MMyHH3aldjaTa Ha HCOHTAaHALIHETE IO aILTHKaIlHja
Ha EUVAX B e ACT KaKo cO KOMIIapaTHBHATE BaKIIWHH.

Kaj 100% (93/93) uosopomenz BaxmmempaEdm co EUVAX B 10 mcg, Bo
unTepBanu of 0, 1 mw 6 mMecenm (mpBa mosa: mpB JieH Of JKWBOTOT) Oelle
peructpupan auTE-HBs TrTap Ha agTETeNa = 10 mIU/ml mTo coolBeTCTBYEa
Ha 3allITATEH THTAp MPOTHB HH(EKIHja CO BEPYC Ha XenmaTuT b.

Cpenanre reoMerpucka TaTpu (GMT) m3mecysaa 2739 mlU/ml. Turpute Ha
anTATENa Gea OfpeeHH BO OCMHOT MeCeTl.

Bo xnuHEYKa CTYOHja CO BKIYYEHH HCIHTAHIM Ha BO3PACT Off 10 mo 15 roguHu
xou Gea Bakuuampand co EUVAX B 10 mcg, Bo unTepsaiu of 0, 1 u 6 Mmece1d,
kaj 100% (91/91) op wucumTaHMuMTE KOH ja TpHMHja BakiyuHaTa Oeme
peracrpupas anTH-HBs THTap Ha anTHTeNa > 10 mIU/ml mro coopBeTCTBYBA Ha
3aIITHTEH TATap NPOTHB HH(EKIHAja CO BEPYC Ha XemaTur b.

Cpenuure reomerpuck TuTpE (GMT) m3necysaa 3396.0 mlIU/ml. TuTpute Ha
aHTHETENa Oea ofpeeHH 2 Mecelly Mo alaKaNEja Ha TpeTaTa fo3a.

Bo KIHHHYKWTE HCOUTyBara cO felia W BO3PACHH Gellle PErMCTpPHpaH BHCOK
TATAp Ha aHTHTEIA.

Cropeq pe3ynTaTuTe Off KIHHUYKATa CTy[Hja CO BKIYYCHH 3PaBA HEOHATYCH
BakiEHApand co EUVAX B (cmopepn pexkuM Ha BaKIHHHEPAILE: MPBa [03a-TPB
JleH Off JKABOTOT, a I0Toa Ha 6-TaTa u 14-Tara Heflena) kaj 95% on cybjexTHTe
Geme m3MepeH auTH-HBs TETap Ha apTHTENa = 10 mIU/ml mTo coONBETCTBYBA
Ha 3aIlITHTEH THTAp IMPOTUB HH(EKIHja CO BEPYC Ha XxemaTuT b.
KoukoMATaHTHaTa afMEHECTpanuja Ha EUVAX B u BakHa IPOTHEB NEPTYCHC
Bo 6-TaTa ¥ 14-TaTa Hefena He pe3y/TwLpAIle CO MHAYKIHja Ha HIMYH OfTOBOP Ha
EUVAX B.

PesynTatate Of KOHTPOJIUPAHHUTE CTYNHH JOKaXaa Jieka INalUeHTOT MOXe Aa
IO TPOJIOJKK PEKUMOT Ha BaKLUHUPAHE CO EUVAX B ako Kako mpBa fo3a ja
npuva ENGERIX 10 mcg. OBme mopgaToLl ce OfHeCyBaaT Ha paclopeq Ha
pakuuHupae Ha 0, 1 1 6 Mecelln.

5.2 ®apMaKOKHHETCKH KAPAKTEPHCTHKH
He e npuMeHIHBO.




5.3 JIpenkiHuyTIKn MOTATONH 32 Ge30enHocTa Ha JeKOT

IopaTouETe Off NPENKIHHAYKATE CTyIuH 3a 6e36egHOCT co IPHEMEHA Ha MOHO U
MYJITH [O3HW Off BAKIWHATA HEe YKaXKyBaaT Ha INTETeH edeKT Oof BaKIHHATA Kaj
nyre.

6. DPAPMAIIEBTCKU CBOJCTBA

6.1 Exnunuencu
e Kammym docdat (MoHOGa3EH)
e Harpuym ocdat (mubaszen)
e HaTpuym Xiopup
o Bopa 3a uHjeKIun
AncopbenT (BHfeTe fen 2).

6.2 MproMoaTuduIHoCT
Bakmmaata EUVAX B He cMee [ja ce Mella cO pPYyrd MeIHIHHCKHA IPON3BOIH.

6.3 Pok ma ynotpebda
3 roguHmA.

6.4 IloceOonu mpeRynpenyBama 3a CKAATHPALEe
Ia ce uyBa Ha Temueparypa of 2°C-8°C Bo nagunuuk. [la He ce 3aMp3HYBa.

6.5 IlakyBame
Craxnena pajana off 1 ml (ctakio Tun I), co XIOpoOyTHICKE T'YMeH 3aTBapady.
Kyrnja co 10.

6.6 Ynarcrso 3a paKyBame u OICTPaHyBalbe HA OTHATHUOT MATEPHja

IIpen wHjexTHpame RO6pPO NpOTpEceTe C& MO MOCTHIHYBai¢ Ha XOMOTEHA
cycleH3mja GHUIejKd co CTOEEE MOXKE Jia ce jaBH XoMoreH, e Tanor co Gucrap,
6e3b0eH cynepHaTaHT.

HeymotpeGenata KOJWYHHA Of TPOM3BOJOT [a Ce VYHHINTH COTJIacHO
BaXKEUKUTE JIOKATHHE IPONHCH.

7. MME W AJIPECA HA TIIPOM3BOJUTEIOT A
HOCUTEJIOT HA OOBPEHUETO 3A IIPOMET

IIpoussonuren:

LG Life Sciences Ltd.
Iksan Plant

601 Yongje-dong, Iksan si,
Jeonbuk-do 570-350, Korea

Hocuren na ofobpenueTo 3a npomet Bo Pemy6imka Makenonnja

8. BPOJ HA OOBPEHUMETO 3A IMIPOMET




9, IATYM HA NPBOTO PENEHWE 3A IIYHNTAIE BO
NMPOMET/OBHOBA HA PEINEHUETO

10.JATYM HA IMOCIENMHATA PEBHU3UJA HA TEKCTOT
Jyrm, 2011



