KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

HEPAVAX-GENE 20 muxporpama/l,0 ml
HHEKEKITHOHHA CYCIIEHCHS

1. HamMeHOBAHHE HA JeKaPCTBEHAA NPONYKT

HEPAVAX-GENE 20 muxporpama/1.0 ml nmxexknuoHHa CycIeHCH

2. KadecTseH H KOJIHYECTBEH CLCTAB

Emma nosa ot 1 ml ceaspxa:

TIoBEPXHOCTEH aHTHIEH OT BEPYC Ha xenarar B, pexomGumanter (HBsAg)*: 20
MHKpOTpaMa, afcopbupas Bspxy 0,5 mg anymuHieB XHAPOKCHL, el

*Ipor3BeeH 0T pekoMOUHAHTEH MaM Ha Apoxkau Hansenula polymorpha
(m3xozeH mam RB11, pexomOAraHTeH HoamaM Y u3035)

3a HOMOINHH BEINeCTBa BHXK 6.1.
3. JlexapcTBeHa opma

WMixeknHOHHA CYCIIEHCHS B €IHOA030BH @ﬂaKOHH.
4, KnAaon9enA JaHHA

4.1 TepaneBTHIHH NOKAZAHEA

MUHWCTEPCTBO HA 3EPABEONASBAHETO

{ipanoxesne XM M- 1106
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XFITABAKC-TEH ce mpriiara 32 aKTHBHa UMYHH3AIIHA Cpelly XenaTut b BUpycHa
AEdEKNEs, IPAIMHEHA OT BCHYKH IIO3HATH IOTHIIOBE B HEUMYHHH CYOEKTH OT
BCHYKH BBH3PAaCTOBH IPYIIH, OCOGEHO IIPH TE3H, KOUTO ¢a MY Iue 0BaT H3/I0KeHH Ha
HOBHINEH PHECK OT HHGEKIIHS ¢ XeNaTuT b BHpyc, HanpaMep:

3npaBeH MepCOHAN

CeKcyaHo aKTHBHA MIIaJIeHKH

BoeHen epcoHal, IOMMIEHACKH epCcoHail

VVVVVVVVYVY

HBsAg mo3@THBHY HHIUBHAN

CrenuiaaATe PHCKOBY KaTeTOpHH, KOUTO TpsidBa Ja Ce MMYHHA3H

onpefienieH¥ Ha 6a3aTa Ha OQHIKMAIHUTE IPSIOPEKH.

TlaruesTH, [HOJYYaBay Te€CTO KPEBHA NPOAYKTH
Tlepconan 1 paGoTemmu B 0OIIECTBEHY 3PABHHU 3aBSACHUAL

[TsTHHIH B paifodH ¢ BECOKa eHneMAgHocT Ha HBV
JIvna, IPOH3IIH3aiy OT PAHOHH ¢ BUCOKA CHIEMHATHOCT
JImna, w3non3pauy 3abpaHeHH HEKEKITHOHHE HapKOTHITA

UneHOBE Ha ceMelCTBOTO K APYTH B ONMH35K KOHTAKT ChC CHINECTBYBAINH




Teit kato Xenmatwt [ (mpriHeH OT ZefiTa BEpyca) HE Ce NPOABIBA OpH JAIICATa Ha
xenataT b madexnna Moke ma ce ogaksa, e XenaTHT [ ceio me O65ae
MPeAOTBPATCH OT Xenasakc-1 eB HMyHU3alps.

4.2 JTo3upoOBKa M METOH HA NPHIOKEHHE

EOBH pOBKA

Br3pactad B Mimaaexd (Hax 15 rofniTHa BE3PacT):
1 no3a 20 mExporpama/1,0 ml BEB BefAKa HHKEKIES € IpeAEA3HaYcHa 3a yuoTpeba.

IIspRoHagaANHa HMYHA3ALMS:
[IspBORavANHATA AMYHH3ANM DPH BE3PACTHH C€ CBECTOH OT TPH HHTPaMyCKyJIHH

HO3HW OT BAKCHHATA.
Cramgapren ¢ HA BAKCHHAIMS DK CYOEKTH ¢ HOpPMaNed uMynen orrosop [0.1.6

BaxcHHAIMOHBNS PEXAM 32 BCATKE CYOEKTH ¢ HOpMAaleH HMYHEH OTIOBOP C& CBCTOH
oT 3 Zos® OT Bakckuara xpunosxesn Ha 0, 1 u 6 mecenm [0,1,6]. Beaasik 3amovHaT
TO3H IIEPBOHAYAJICH KYPC Ha BAKCHHAIHS ce IPeHopEysa Ja ce 3aBspim ¢ Xenasakc-
T'en.

BaxcrHanmoHeH Kvpe 3a 06p3a nportexuus [0,1.2.12

VckopeHnIT Kype cbe Xenapakc-1 e ChABpiKa TPH HHKESKIAH IPHTIOKEHH C
HHTEpBAL OT SJUH Mecell. 3a ONTAMANHA IPOTEKITHA YeTBhpTa 032 Tpadsa ia ce
mmKeKTHpa 12 Mecena ciel| IspBaTa HEXKEKIHSL.

Crenpansy TPEIOPHKH 38 J03HpaHe:
IIpenopouumento 0o3upane 3a U3BECHIHO Wik BPEONONAZAEMO EKCHOHUPAHE HA

xenamum B eupyca (y6ooicoane cve 3apasena uaiaq)

e Xenatut B mMyEOrIo6yNHH TpAOBa A2 ce DaAe BE3MOXKHO HaH-GBp30 Ciel
excroHHpasgeTo (10 24 gaca)

e JIppBara 033 BakcHHA TPAOBa Ja ce MPIIIOKK KO 7 JHA OT CKCIOHAPAHETO H
€ IIPENOPHYUKTENHO [a Ce IPHIIOXH eTHOBPEMEHHO C XelaTuT b
HMYHOIIOOYIAH, HO HA Pa3IHIHH HHEKEKIIHOHHA MECTa.

¢ (neppamipTe MO3H OT BAKCHHATA, aK0O & HEoOXOMHUMO (CIIOPE]] CEepOJIOTAIHH
CTATYC HA MalWenTa), TpA0Ba Jia ce HPHI0XaT KaTo B IPENOPHINTEIIHATA
AMYHH3aIEOHHA cXeMa. Y CKOpeHaTa CXeMa MOXKe Zia Ob/ie IpeiIoKeHa.

Meron Ha IpHIOKEHES

Xenaraxc-I'eH Tps0Ba a ce HEXEKTHPa BHTPEMYCKYJIHO B AEMTOHAHHA MyCKYJI IIDH
Jera I B aHTepoNaTepaiHaTa M'bHKA IpX HOBOpoIeHH, Gebera 1 MaskH fena. Hava
OIAT ¢ TIOAKOKEH METOJ Ha Iprioxkenne. [fo H3kmoIcHre BaKeHHaTa MOKE Aa CC
TIPHITO>KH TIOAKOMHO HPH IANHECHTH C TeJKKa CKIIOHOCT KM KEPBEHE (xemobmmi,

TPOMOOIIHTOIICHHS).




Hopcrsalia K033 CACH YCHEeHa BAKCHHAINS

Kaxto mpu ApyTETe XCNAaTHT b BaKCHHH NPOXBIDKATEIHOCTTA Ha IPOTCKTHBHAL
edexT Ha XenaBakc-1'eH IIpH 3paBH BaKCHHUPAHY 110 HACTOAIIEM HE € I03HAT H
HyXJaTa oT IIOJICUNBaNia f[03a BCe OIIE He & OnpeAeleHa. Bee mak HIKoW NTOKAIHA
BaKCHHAUWOHHH CXeMH 00HKHOBEHO BKJIIOYBAT IPENOPHKA 3a IIOACHNBAINA K032,

Hugara Ha aHTHTENA IPH CyOEKTH H3JIMKEHH Ha PHCK MOTAT Jia Ce OIpenelliT Ha
PaBHH HHTEPBANE ¥ IIOAXOIAITH TOCHISANIH NO3K Jia Ce IPEAIHINAT, KOraTo
THETPHTE IafHaT IOA MEHHMANHKTE HPoTeKTRRHY HuBa (<10 1U/).

4.3 IlpoTHBONIOKA3AHMA

Xemnasakc-l'eH He Tpa0Ba xa ce HpeAlHcEa Ha CyOeKTH ¢ H3BECTHA
CBPBXUyBCTBHTENTHOCT KBM KOATO H JIa € 0T ChCT2BKHTE HA BAaKCHHATA HIIH Ha
cy0EKTH, KOWTO PA3BHBAT CHMIITOMH COYEINH CBPLXIYBCTBHTECIHOCT CIICH, HHMKEKITHS
¢ Xemasaxc-I eq.

KakTo npu OpyTHTe BaKCHHH, IIPUNOXeHHero Ha Xenasakc-I'en Tpabpa na 6nae
OTIIOKEHO IIpH cyOeKTH, CTpafamy OT OCTPO TeXKO 3abonasane. HamrameTo Ha
craba AE(EKNHT He € IPOTHBOIOKA3AHHE 32 MMYHH3allHs.

4.4 CoenuAJHE IPOTABONOKA3AHHS H CHCIHAAIHH HPeXypekIcHHs 3a
ynortpeba

Tlopags ABICHA HHKYOAIIMOHEH NepHO Ha XelaTHT b € BE3MOXKHO HEOTKPUTa
AHQeKIEa Ia IPACHCTBA 10 BpeMe Ha BaKCHHANHATa. BakcHHaNMATa He MOXKe Jia
TIPEROTBPATH XenaTHT b IpH TAKABA HHIMBUIH.

BaxcAHAIBEATa BIMa 12 TPSAOTBPATE HHEKIMST IPAIAHEHa OT APYIH aTeHTH KaTo
XenaThT A, Xenatut C H Xenarut E WM pyra TaTOreHH, KOMTO 3apas3dRaT JEPHE

Ipob.
VIMyHHEST OTTOBOp KbM XENATHT b BaKCHHETE MOXKE A2 € HAMAJICH OT HSKOAKO

(haxTOpa XaTO HampexHana B3pacT (> 40 roXMAxR), HATHOPMEHO TEINIO, mymady. [Ipu
[OIYJIAIANTE, 3aCErHATH OT Te3H (akTopu TpAbBa K2 Ce B3eMe NIPEBHEA
BE3IMOIKHOCTTA 38 HaMaNeH HMYHEH O0TTOBOP KbM TBPBOHAYAHATA BAKCHHAH, H
BB3MOKHATA HY:KAA OT JONBIHUTENHH JO3H HIH NOACHIBAIH BaKCHHAOWH.

KakTo IpH BCHYKE HHXSKIHORHH BaKCHHH TIOAXOZANO MEAROHHCKO JIEUeHHE U
FafIrofeHHe TpsOBa BHHATH Ja € HOATOTBEHO B PeAKH CIyJaH Ha aHa(hHIaKTHICH
IIOK, JTOCIEBAI IPAIAraHeTo Ha BAaKCHHATA.

Bakcpranms B TIyTeanHaTa 06Iact HIIH BETPEKOKHO IPHIOKeHHe TpA0Ba Ja ce
m365TBa, THH KATO TOBA MOXKE 1A JOBEE 710 HAMAJIECH ONTHMAJIEH OTTOBOD Ha
BaKCHHATA.

Vima BefocTaThuEa HHhOpManys, HaTHdHa Ha TO3H €Tall, OTHOCHO H3HONI3BAHETO Ha
Xemapaxc-1 €H B yeI0BHA HA gepHOApoGHa WM 6B0peYrHa HEFOCTaTHIHOCT.

XENABAKC-TEH HE TPAGBA ]I



4.5 BzaumopeicTBHS ¢ APYTH JEKAPTCBEHY NPOXYKTH WM ApYry $OpMHE Ha
B3amMoaelicTBHe

Koraro Xenasakc-I'en e NpunoxeH eTHOBpEMEsHO ¢ MAGTEpUEH TOKCOR, TETaHyC-
TOKCOHR, aNcopOeHTHA KOKTIOMHA BakcEHa (DTP), monroBHpycHA HHAKTHBHPAHA
saxcaaa (OPV) wim Bacillus Calmette-Guerin (BCG), mMyEOr€HEHAT OTTOBOD HA
XemaTut B aHTHreHa He € O MOBIHAH; HMyHEOTEeHHHTE OTTOBODH Ha IPYTHTE
BAKCHHH HE ca OMIH oupefesHy. BakcnHute TpsaOBa fa ce IpAarar ¢ pa3iidHy
CIIPHHIIOBKY U Ha pazHYHK MECTA.

Xemagsaxc-1'eH Moxxe Jia ce Ipuara:

e C xenatur B aMyHODIIOOYIME, HA pa3THIHA HHXCKIAOHEN MECTA.

e 3a3aBBLpHIBAHE Ha NBEPBOHAYATHEA MMYHH3ALHOHEH KYPC HIH KaTO
MONCHIBAIIA 4032 TIPH cyDeKTH, KORTO IpefHM TOBA ¢a IOIyIHIH Apyra
xenatut B BakcrHA (HHGOpMAIET IOPOACHA ¢ IpeAnIHaTa (JOpMYJIMPOBKa
Ha XenaBakc-I eH).

¢ CBBMECTHO C JPYT¥ BaKCHHH, U3IIONI3BAMKY Pa3NH9IHH HHXKEKITHOHHH MeCTa H
CIIPHHIIOBKH.

KaxTo KimHuYH0 € I0c09eHo, Xenapake-1 eH MoJKe Ja ¢e H3MION3Ba 3a 3aRbpIIBaHe
Ha IEPBOHAYAVICH MMYHI3a[HOHEH KypC, 3alf09HAaT ¢ APYTH XeNaTAT b BakcHHH.
INpunaragero Ha XenaBakc-I'eH He ce NOBAMSBA OT TIOTIOHOMYINEHe, IpHeMaHe Ha
aKOXOJ H XpaHH.

4.6 BpeMenHoCT B JAKTAAA
Bpemennocr

PenpomyKTHBHH H3CIEBAHMA [IPH XKUBOTHH He ca OHIIM HPOBEKIARY ¢ XenaTuT B
BaKCHHH, BKIIOURTENHO Xenasakc-1 ed. CHINo #e e H3BeCTHO JaiM XETaThT b
BaKCHHUTE, BKIFOYHTEIHO Xenasake-1 ¢H, MOrar A2 IPHYHHAT YBpeXkaaHne Ha 110/,
KOTATO ce IPHIIAraT Ha GpeMEeHHH JXeHH HAH MOraT Ja IOBAHSAT PENpONyKTHBHATA
criocobHocT. CHINO TAaKa MHBIS THII XeIaTAT b BAPYC HAMAa HHKAKBO CTPAHHIHO
BIVSTHHEE BEPXY OPEMEHHOCTTa Wik PENPOAYKTHBHATA CIIOCOOHOCT ¥ KaKTO ¢ BOHIKH
HHAKTHBHAPAHH BEPYCHH BaKCHHH HE ce 09aKBa Bpella 3a mIoza. Xenasakc-I eH
Tpa6Ba A4 ¢e M30N3BA IO BpeMe Ha OPEMEHHOCTTa CaMO KOTaTO HMa SICeH PHCK OT
XenaryuT b HHMEKIMA B KOraTo IIOA3HTe HafHIIaBaT PACKA.

Jaxranas

EdexTa rip¥ KbpMadera OT [PUIaraHeTo Ha XeNaTHT b BakCHHH Ha TEXHWTE MalKA HE
e G Mpoy9eH B KITMHKYHY H3nuTBanAL. He e m3pecTro nam Xenasakc-I'eH ce
EKCKpETHpA B TOBENIKOTO MILIKOTO K BAKCHHATA TPAOBA Aa C& HIMON3BA 10 BPEME Ha
KbpPMEHE CAMO KOTATO AMa SICEH PHCK 32 XeNaTHT b Hudexips 1 KOraTo MOA3UTE
HAJ(BALIABAT PUCKa. HUKAKBH IIPOTHBOIOKA3AHAI HE ca Ok YCTAHOBCHH.

4.7 EdexTr BHpXY CI0Oc00HOCTTa 32 modupane 1 pabora ¢ MAMMH

He ca 67id OpefcTaBedy HAKAKBE NPOYIBAHHA 32 €PEKTHTE BED
mobupane ¥ U3I0BBAHE HA MAIKHH.



4.8 Hesxenany JeKapcTBEeHH Peakmuy

Xenapakc-I'en e mpemamuo 10Ope nonacsH. HukaxsH CepHO3HN HEXXETIAHH PEaKifiH,
o0sCHEHH ¢ BaKcHHATA He ca Ol foKnagBaHN N0 BpeMe Ha Kypca Ha KITHHHIHATE
H3UHTRAERA, KaKkTo Ipy APYTATE BAKCHEM, ¥Ma BEPOATHOCT, Y€ IAPOKQTO
H3I0/3BAHE HA BAKCHHATA MOXKE Jia paskpHe He)XeNaHy JCKapCTBEHH PEeaKIlHu, KOUTO
He ca 6Ny HabMIoAaBaNy B KIIMHEAYHETE H3MHTRAHEH. CHeIHATE CIIyJad Ha
HEXeNaHy peakiuy ca OEnmy HabirofaBaHe B KIHHHTIHA H3NATRAHAS C BAKCHHATA.

O6mu (< 1/10):

Joxannu peaxyuu (UHIICEKYUOHHOMO MACHO)
Boinka, 3aueppsaBane, YIILTHIBAHE.

Penxcn (< 1/1000 a < 1/100):

Obwu emywenus u NPOMeHU HA UHJICEKYHOHHOMO MACMO:
VMopa, HepasnoNoxeHue, FPHIONoR00RH 3aD0IBaHus, TPECKA.
Tacmpounmecmunannu crmyuyenus:

Huapus

Hapywenus ¢ nepernama cucmema:

I'maBoGormre

Jluxamenny, GpoHXUanHY U MEOUACMUHANHY HAPYUIEHUA:
QapHHTUT, KAOUIALE, PHHHT.

Hapyuienus na xosicama 1 NOOKONCHAMA MbKAH:
3auepreH 00puB, CEPOEK.

Mmuoro paaka (< 1/ 10 000):

Hapywenus 6 nepgrama cucmema:

Buene Ha cBAT

Hamanesa KOHIEHTPAIS, HapaecTe3Hs, CEHIHEBOCT.
CovpOeunu napyuienus.

Crpuebrene

Cmomautno-4pesHt HapyuieHua:

Kopemna 6onxa, rageHe

Hapyenus ¢ Memabonusma u XPaHumenty HOpywenua:
Hawmanen aneret

CxenemHo-MyCKyIHY Y CLEeOURUMENHOMBKAHHU HADYUEHUS.
Bonxu B craBuTe, Golka B IspOa, 60NKa BEB Bpara, 60IKa B MyCKYIHTE.

PeakTvy Ha CBPEXUYBCIBHTEIHOCT, BKIFOIBAIH 06pKE, CEPOEXK, YPTAKApHS, OTOK,
efleM Ha KpBBOHOCHHTE CHII0BE, 3aTPy/IHEHHE B AUMIAHETO ¥ OPOHXOCIAa3hM CHINO ¢a
0w pspxo HabIEonaBaHH.

W NOKAJHHATE ¥ CHCTEMHNTE HEXXENAHN PeaKiyy ca OHim IPeXUMHO IIPEXONHE 2-3
IHH) B JIEKH [0 cpeIaH. JOKIaBaHATe HeXeIaHy peakifui ¢a OHIH ¢ C Te3d
EaOTIONABaHH ¢ APYrHTe XCIAaTHT b BakcHHA. }géﬁ“’ g
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4.9 IIpenosmpane

He ca 6uns goxIafgBayy CiIyJad Ha Ipefo3upane Npu Xopa. Hakaksw ceprozay
cTpaEAYHE ¢QeKTH He Ca 09aKBaHH Jja IPOH3IIA3AT KaTO Pe3yIraT of Ipe/losupase ¢
Xenagaxc-I'eH.

5. ®apMaxoJIOrAYHH CBOHCTBA

5.1 ®apMakoAEHAMHIHY CBOHCTBA

DapmakoTepaneBTHINA Ipyla: XenaraTaa BakenHa, ATC xox: JO7BCO1

Xenasakc-I'eH € CTEPHITHA CYCIEH3H, ChABPKAINA IPSIHCTEHH TABEH
TIOBBPXHOCTEH aHTHICH H CJIEZIOBATEIIHO AMyHOr€HHES KOMIIOHEHT Ha XenatuT b
srpyca (FIBsAg), KOHTO € IPOU3BEIeH B NPOXKAHA Ipe3 peKoMONHAHTHA TeXHONOTHs.
Konupamara mocrenosartensoct 3a (HBsAg) usomipana oT uosemkd HBV ¢
BKIIOYeHA B crarAapTeH Hansenula polymorpha exciipecHBeH HHTEIPAlHOHEH
BekTop. Hamsr Hansenula polymorpha, xo#iTo ¢ m3nonssan (A3xoxen mam RB11,
Aepusat Ha H.polymorpha mam CBS4732/ATCC34438), e mApoxo A3MON3BAY B
OHOTEXHOIOTHATA KaTo No-100pa pexoMOMHaHTHA IPOH3BOACTBEHA CACTEMA.
BHCOKOIPOW3BOAMTENHES IPOU3BONCTEEH Tponec ¢ cTabunieH, Ge3 iaToTeny u He
H3HCKBA CEPYMHEH KOMIIOHEHTH. AHTHTeHA Ce NPOH3BeXAa ciel karo 20 nm gacTHiu
C aHTHUTEHA ¢e BKIIOUBAT B MeMOpaHu moydenn oT ApoxauTe. CTpyKTypara Ha
YACTHIWTE € IPeANOCTaRKa 32 IMyHOTEHHOCTTA Ha IMONYJECHITS BAKCHHA.

Xenapaxc-I'eH & BHCOKO IPEIHCTEH M 0TroBaps Ha m3ucksanyaTa Ha C30 32
pexoMOnpanTrE X¥enaThT b BaxcrHu. Tlo BpeMe Ha IPOUIBOICTBOTO He ca Grim
H3IIONI3BAHHE CYOCTAHITHH OT JOBEIIKY IIPOH3XO.

Xenapake-TeH NpeA3BEKBa CIEIH()WYHY XyMOPAIHH aHTHTENA CPEIly XeaTuT b
BHPYCHHA OBBPXHOCTEH aHTHTeH (anTH-HBsAg). [IspBoHaYaNeH TATEP Ha aHTHTENA
Cpelly TOBBEPXHOCTHHS XenatnT b aaTuren (auTu-HBsAg), KOHTO € paBeH Ha HIH
noeege ot 10 TU/ ce cumTa 32 npoTekTuBeH. ANTH-HBSAgG THTPHTE B IPOTEKTHBHASL
MIana3oH 0OEKHOBEHO ce AOCTHraT 1 Jo 2 Mecela Clefl HOCHENHATa HHKEKIHA B
OONIIFHCTBOTO OT BakCHHWpaHUTe. [IpoTEKTHBHH HHBA HA aHTHTEINA CPEITY XEIaTHT
B NOBRpXHOCTHHS aHTHIESH, CHEJ] TPH BAKCHHAHOMHY JJO3H IPH IIPEIIOphYanaTa
cxema, ce HOCTHIAaT TIpH moBsede 0T 90% oT 3apasuTe HEAMBE/H HoA 40 rogum=a
BE3PACT. 3MpaBH HOBOPOJICHH PasBHBAT IPOTEKTHBHY dHTHTENA B IIOBEYE OT 95%
CHeNBAWKA IPEOPRYMTENHATA CXeMA ¢ TPH JO3H.

IIpe cnasBaHe Ha HO-ABIET HHTEPBAI MEXKAY IOCICIHUTE IBE NIO3H, PE3YITATET ©
MO-BHCOKHA KpaliH¥ HHB2 Ha aHTHATENA.

Cuter mznarade Ha BHpyca ce GopMHEpa 65p3 HMYHEH OTTOBOD, BEIPEKH 9 HagallHAA
anTa-HBsAg TATEp € GHII TOCTIeABaH TO CHAJl HA AaHTHTEINATA.

Crnex 40 rofuITHEA BE3PacT KyMYIaTHBHOTO BE3PACTOBO 00YCIOBEHO
AMyHoOresHocrTa crafa HoA 90% u no 60 rogmiHa BE3PACT CaMo L ‘}sgg,gﬁ%yggg_‘
BaKCHEHPAHHTE Pa3sBHBAT IIPOTEKTHBEH HKBa OT aHTH-HBsAgZ. A, KO-
MOTAT Aa HaMaJAT HMYHOT€HHOCTTA Ha XEHATHTHHTE BAKCHHHE



40 ropAaK), TETI0, TEHETHYHE 0cobeHoCTH, XeMomanmm3a, HIV ardexmus,
HAMYHOCYIIPECHSI, TEOTIOHOIYIICHE, TIOJIKOKHO IPHI0KEHHE, HHKEKTHPAHE B
TiyTeaHa 06yacT, 3aMpasssane Ha BaKCHHATA H YCKOPEHA CXEMa Ha IIPHUIaraHe.

Ilp# HOBOPOMEHH OT MAMKA HO3HTHBHH M 3a XEIaTHT b IOBBPXHOCTEH aHTATSH
(HBsAg) u 3a xemataT b Bupycen E anturen (HBeAg), IpoTeKTHBHA €QUKACHOCT OT
3 nosu Xenasaxe-I'eH (TUOC €AHOBPEMEHHO NpUIATaHe Ha elHA J03a Xenarur b
HEMYHOIIOOYIIHE IpH paxganeto) ¢ Ouia gokasaHa.

Kaxro moxazea omuTta ¢ momo0em xerratuT b BakcHEH, yCHEIUEH KypC Ha BAKCHHAITAL
CB3/AABa JBITOTpaiiia IpoTekIes (>15 roXEHHA) cpelny XenaTHT b uadexus.

Hamanen puck om xenamoyenyiaper Kapyurom

XenaToneTyIapEAAT KAPLHUHOM € CePHO3HO YCIOXKHEHNe 0T XeIIaTHT b BupycHa
aadexms. [IpoyaBanus ca IOCOYHIM BPB3Ka MEXIY XpOHAYIHATa XeNaTuT b
nHEXIHS 1 XenaronenynapeH KapmunoM npH 80 % ot cirydanTe Ha
XeaToNeNynapeH KapiuHoM. 1o Tasy npudwHa XenaTuT b pakcHauTe ca Ouim
HPH3HATH KATO IBPBUTE NPOTHBOPAKOBH BAKCHHH, KATO Ypes3 IPeAla3sBaHeTo OT

xematut b wHEQeKAa prcka 0T IEPBAYCH pax Ha YepHus Ap0D MOXe 3HaYHTeNHO X2
OBHe HaMaicH.

5.2 dapmMakoKHHETHYHH CBOHCTBA

cIJapMaKOKHHeTH‘{HH MACICHABAHUA HE Ce H3HUCKBAT 34 BAKCHHH.

6. dapmaneBTHIHH JAHHH

6.1 Cunchx Ha MOMOIXHETE BEIIECTEA ¥ TEXHATE KOAMIeCTBA

AI{OH)3 0,5 mg
NaCl q.s.
Na2HPO4, 12H20 q.5.
KH2HPO4 q.s.
Boza 3a mKeKIHH g.s.

6.2 HechLBMECTAMOCTH

Kenasaxc-1 en e Tpadsa ga ¢e CMeCBa ¢ APYTH BAKCHHY A MCIMIHHCKA TPOAYKTH
B €f[HA ¥ CHIIA CIIPUHIIOBKA.

6.3 Cpox Ha rogsocT

Xenapaxe-I'en e crabmien 3a 3 romuuu mpx +2 °C go +8 °C.




6.4 Coeumasifon ycIOBHS HA ChbXpaHeHHE

BakcmHaTa 1psbBa fia ce coxpansea py +2 °C 1o +8 °C B opATHHAIHAT2 ONaKOBKa

(B XMafANHUK).
Jla He ce 3aMpa3sBa.
Ja ce cexpaHsBa Ha MECTa, 3alHTEHH OT CBETIHHA.

6.5 J1annn 3a oDaKoBKaTa
Kenapaxc-1'eH € HarbIHeHa B THI 1 gueTH cTekilery dnakoHu ¢ 3 ml Kananmrer,
KOHTO €4 3aTBOPEHH ¢ F'YMEHH OYTHIIOBH 3amymanky. M duakoHnTe B 3anymaakaTe
ca cr00paseHH CBC CTaHmapTHTe Ha Eppomnelickara GapMaxoned.

6.6 UHcTpyknau 3a ynorpeda u chXpaHeHHe
Kax1o BCHYKE NApEHTEPAIHH JeKapCTBEHH NPONYKTH, BaKCHHHATE TpA0Ba 1a ce
TIpOBEPABAT BA3YAJIHO 32 HANHYME HA JIONA(HATY OTBRH YacTHLI A/HIH 32 IPOMIHA B
IBeTa HEMOCPEACTBEHO Hpe i IpunosKerte. IIpean ymoTpeda xa Xenasakc-1'eH
BaKcHHEaTa TpA6Ba Jla ce paskiaTh Hofpe, 3a Ja ce IONYdH JIEKO onaneciipanma, Osma
cycrencHs. Jla ce H3XBEPIH AKO CHCTABKATE Ha (IaKOHA H3TIEKAAT PA3HHYHO.

7. HmMe u aapec Ha NPUTERATENS HA pa3PenleHAETO 3a ynorpeda

Berna Biotech Italia S.r.l.

Via Zambeletti 25,

20021 Baranzate (MI), Italy

8. Homep Ha pazpenieHneTo 3a ynorpeda

9800380

9, JiaTa HA NHPBOTO pa3pemaBaHe/MOAHOBABANE HA PA3PCIICHACTO 32
ynorpeda

23 Hoemepu 1998
10. Mara sa (FacTHIHA) npépaﬁonca HA FEKCTA.

Cenremepz 2006




