KPATKA XAPAKTEPHCTHKA HA IITPOAYKTA

N3NLNHUTEAHA ATEHLIAS 110 NEKAPCTBATA
1_ Hme HA _]Ie]{ap CTReHHUA npo Hy].;-]- Kpamxa xepaxmepucmuxa Ha npodykma -“I:!‘pum:aﬂua .'.f

Havrix 1440 suspension for injection (Adult dose)
Xaspukc 1440 urxekiiMoHHa cycnieHsud (Jlo3a 3a Bb3pacTHH)

AncopGupaHa BAKCHHA Cpellly XenaTuT A (MHakTHBMpaHa) (fHepea#
vaccine (adsorbed))

2. KoaudyecTBeH H KAYEeCTBEH ChLCTAB

XaBpUKC, XEMaTHT A BUPYCHA BAKCHHA € CTEPHIIHA CYCMEH3Ms, ChABPXKALIA HHAKTHBHPaH
¢ hopmannuexua xenatut A supyc (iaM HM175 na xenatut A Bdpyc), aicopbupaH BBpXy
ATYMHHHEB XUJIPOKCHU]L.

BupychT € pasMHOXeH BbpXy YOBEIIKM AUIUIOMAHH KneTkd MRCs. 1lpenu BupycHara
EKCTpaKLMs, KJIETKUTE Ce IPOMHUBAT OCHOBHO, 3a J1a C€ OTCTPaHAT ChCTABKUTE Ha CpeiaTa
Ha KyJiITuBHpaHe. Cneq ToBa, CyCNIEH3MsATa €€ NIOTy4yaBa 4pe3 JU3HPaHe Ha KIETKUTC,
MoceJBaHo OT IPEYHCTBaHE Ype3 yNTpadUuATPaUHOHHH TEXHHKH H Tell XpoMaTorpagus.
BupychT ce MHHAKTHBHPA C GOpManIexu.

XappuKe OTroBaps Ha H3UCKBaHMATA Ha CBETOBHATA 3/]paBHA OPraHU3anys 3a
NPOH3BOJCTBO HA OMOJIOTHYHHK [TPOIYKTH,

XaBpHKC NpeacTaB/IsBa NPEYHCTEHA, CTEPUTHA CYCIICH3MsA HA HHAKTHBHPAH XEIaTHT A
BUPYC; ChABPKaHHETO HA BUPYCEH aHTUIEH ce onpenens |pe3 ELISA Tecr.

Enna nosa (1 ml) Xaepukc 1440 cpabpika:

XenaTuT A Bupyced autureH, HM175 mam 1440 ELISA Units
(Hepatitis A virus antigen, strain HM175)
ancopOHpaH BEPXY ATyMHHHER XHIPOKCH] 06mo: 0,5 mumurpama A"

33 ILIHMSA CIIKCHK HA MOMOIIHUTE BEIIECTBA BHKTE TOUKa 6.1.

3. JlexapcTBeHa popMa

HHKeKIMOHHA CYCIICH3MS.

4., KavHHYHHE JaHHH

4.1. TepaneBTHYHH MOKA3AHHA

XaBpHKC € MOKa3aH 33 aKkTHBHA HMYHH3aLMA CPelly XCIIATUT A upycHu (HAYV)
yH(EKLMH, [IPH JIKLA C PHCK OT u3jaraHe Ha HAV.

e B 061acTH Ha HHCKO 10 MEKIHHHO PAa3NpPOCTPAHEHHE HA XENATHT A,
umyHmr3anaTa ¢ HAVRIX e nmpenoprunTeiHa ocoOEHO NPH JIMLA, KOUTO ¢a K 11
6bIAT, U3NOXKEHU Ha PUCK OT HHPEKTUPAHE KaTo:




IInTHUnH. Xopa, IHTYBAIIM B 00JaCTH, KBAETO pa3lipOCTPAHEHUETO HA XCIATHT A €
Brcoko. Te3u obmactu BrioUBaT Adpuka, Asnsa, CpengusemHoMopcekus Oaceitl, CpeaHus
Hstok, lenTpanHa u KOxHa AMepuka.

Bropnikenn cHiaH. JIMYHUAT CHCTAB HA BBOPBIKEHHTE CHITH, KOUTO ITBTYBAT A0 BUCOKO
eHJIEMUYHH paliOHH WM O0JIaCTH ¢ HUCKA XMITHMEHa M ChIIECTBYBALl MOBUILIEH PHCK OT
HAV undexnua. 3a Te3M J4La € NOKa3aHa akTHBHA HMYHH3allUs.

JInna, 332 KOHTO XeNaTHT A € npodecHOHAJIEH PUCK HJIH 34 TAKHBA, IPH KOHTO
ChIECTBYBA MOBHINIEH PHCK OT TpaHcMHcHA. Bkmousa nuua, padoTelu B
aMOyIaTOpUH, MEAULIMHCKHA CECTPH, MEJULIMHCKY MJIH TOMOILUEH NMEPCOHAN B OOJIIHUIIM U
HHCTHTYTH, OCOOEHO racTPOSHTEPOIIOTMYHH U NEIHATPHYHH OT/ICJICHHS, CITY>)KUTEIIU B
YUCTOTATa U padOTELH ¢ XpaHUTEIHH NIPOAYKTH.

JIuna ¢ NOBHIICH PHCK, MOPAAH CEKCYAJHOTO CH MOBCACHHE,
XOMOCEKCYJIUCTH H JIAIA C MHOTOOPOHHM CEKCYaTHH NIapTHHOPMU.
Xemodraunu

310ynoTpedaBalll ¢ HHKEKIHOHHN HAPKOTHIN

KoHTAKTHH ¢ Beue HHpekTHpaHH Jnla. [IpenopbuBa ce akTHBHA UMYHH3allHA HA
KOHTAKTHHUTE NULIA, Thil KATO BUPYC MOXKE 1a MPUCHCTBA B OPraHHA3Ma Ha 3apa3eHUTe
JTULA 34 ABJIBI [IEPUOL OT BpeEME.

CnenudguuHn rpyfid 0T HACEJIEHHETO ¢ BHCOKA YeCTOTa HA 3260J1€BaeMOCT OT
xenaTHT A. AMEPHKaHCKH HHANAHLH, €CKUMOCH, OOLJHOCTH C YCTAHOBEHO MIHPOKO
pa3[pocTpaHeHne Ha enuaeMun oT HAV undeKuus.

JIuna ¢ XpoOHHYHO YepHOAPOOHO 3200/9BaHE HIH TAKHBA, C PHCK 2 Pa3BUSAT
XPOHHYHO YePHOAPOOHO 3a60siBaHe (XPOHNIHM HOCHTENH Ha XeraTHT B u Xenatut C
BUPYC WM 3JI0YTNIOTpeCaBally ¢ alKOXo), XenaTuT A Moxe 1a KOMIPOMCHTHPA U3X0/a
Ha XpOHHYHO YepHOApoOHO 3ab0aBaHeE.

e B 061acTH ChC CPEAHO A0 BHCOKO Pa3snpocTpaHeHHe Ha XenaTuT A (Hanp. Adpuxa,
Az, Cpennsemuaomopckus Gaceitn, Cpenuus Matok, Lentpansa u HOxHa AMepHKa)
Bb3NIPHEMUYHBHTE JIMLA MOraT Jia ObJaT HaCOYEHH 38 aKTUBHA HMYHH3ALHA. |

4.2. J{o3HpOBKA H HAYHMH HA NMPHJIOKEHHE

Jo3upoBKAa

° IILpBHYHA BAKCHHAIMSI

BL3pacTHH H NOAPACTBAINM Ha H HaA 16 roauHH
3a mpPBUYHA MMYHHM3ALM Ce mpunara eHa jo3a Xaepukce 1440 (1,0 ml CYCTICH3UHA).

10 18 romuHY BKIIOYHUTEHO.




. BycTep BakCHHANAS

Cliex npunoXeHUETO Ha N'bpBaTa 03a Xaepuke 1440 ce npenopryBa NPUIOKEHHE HA
OycTep Z03a, 3a Aa e OCUrypu MPOABDKUTENHA 3al0UTa. bycTep Ao3ata Moxe a Oble
MIPHIIOXKEHA IO BCAKO BpeMe MEXIY 6-Ud Mecel 10 5 FOOHHH CIIE[ TbPBHYHMS KypC Ha
BaKCHHAILMA, HO 3a NpeAnodnTaHe MeXay 6-us U 12-ug Mecew ciiel Imepsara /1o3a (Bx.
TOUKa 3.1).

HavyHH Ha NpHJIOKEHHE

XaBpHKC € caMO 3a MHTPAMYCKYJ/IHO NpUoxeHue. BakcuHaTa TpaOBa Aa ce npuniara B
ofyacTra Ha JCJITOMAHHS MYCKYJT PH BE3PACTHH H JEHA, U B aHTEPO-NIaTepATHATA YacT HA
b6eapoTo, npy MaJIKH aena.

BakcuHaTta He TpsaOBa Aa ce npuiara B o0nactra Ha IlyTEYCHTE,

BakcuHaTa He TpAOBa Ja ce npuiara NOAKOKHO/HHTpaAEPMaIHO, ThH KaTo
APHIIOMKEHHUETO MO HAKOH OT T€3W HAYHMHM MOXKE Aa JOBEIE A0 MO-HHCHK OT ONTHUMATHHA
otroBop aHTU-HAYV anTuTelIA.

[Tpn HukakBH 00CcTOATENCTBA XaBpHKC HE TpAOBa Ja ce npHuiiara BETPECHAOBO.

XaBpuKc TpaOBa 1a ce npuiara ¢ oco6eHo BHUMaHHe MPH MalHeHTH ¢ TPOMOOIHMTONEHHS
WM HapylleHHUs B KPBEBOCHCUPBAHETO, Th KAaTO NMPH TAX C1e] HHTPAMYCKYJIHO
MPUIIOKEHHE MOXE Jia Ce MOABH KbpBeHe. Clie/l HIDKEKTUPaHe, MACTOTO TpAdBa Ja ce
NpHUTHCHE cHIHO (63 Ja ce YIpaXKHsABa TPHEHE) B NIPOABLIKEHUEC Ha HaH-MAJIKO JIBE
MUHYTH.

4.3. IporuBonoxka3aHHA

XappHkc He TpAOBa Ja ce npuiara pH JHLA C U3BECTHA CBPBXYYBCTBUTEIIHOCT KBM
HAKOSA OT CHCTABKUTE Ha BAKCHMHATA (BHIKTE TOYKH 2 ¥ 6.1.), HIH MpH HAIHEHTH, [TOKa3ajK
NpU3HALK Ha CBPBEXYYBCTBUTEIHOCT ClIEH NPEAMLIHO NPHIOKEHHE HA MPOAYKTA.

4.4. CrnenHaJHH NpexynpeKIcHHs H NpeaNa3sHH MEPKH NpH ynoTpeba

KaxTo ¥ IpH APYruTe BAKCHHH, MPUIIOKEHHETO Ha XaBpHKC TPAOBa fa Ce OTIIOKH NP
MaLMEHTH, CTPARALIM OT OCTPH, TEXKH GeOpriIHA ChCTOAHKSA. BEMPEKH TOBa, HATUYHUETO
Ha JIeKa UHPEKIH HE € MPOTUBOMOKA3aHUE 32 BAaKCHHALIMA.

B13MOXKHO € THLETO Aa 6bie B MHKYOalMOHEH TIepHO/ Ha XeNaTUT A HHQEKIMA Mo BpeMe
Ha BakcuHauuara. He e u3BecTHO gany XaBpHKC LIE NPEJOTBPaTH pasBUTHETO Ha XCIIATHT
A NpY TE3U CIIyYaH.

XaBpHKC He Ipeana3Ba OT XellaTUTHY MH(EKLIHH, IPHIUHEHH OT APYrH ar€HTH KaTo
BUpycHTE Ha xenaTuT B, xenatut C, XenaTUT E Wik Apyrd NaTOreHH, 3a KOMTO CE 3Hae, 4e
MPUYUHABAT HHPEKLMA Ha YepHHs ApoO.

[Tpy manueHTH Ha XEMOAUAIM3a U NIPH TakHBa ¢ YBPCACHa HMyHHA CH
NpHJIAraHeTo Ha e/Ha 1o3a XaBpPHKC MOXKE J1a HE 10BEJIe 10 MTOCTUTaf



TUTHP Ha aHTH-HAYV aHTHTENa M 10 Ta3u NMPHYKHA, IPH TAKWBA MALHESHTH MOXKE 13 Ce
HaJIOXKH IMPUITOKEHUETO HA AONBIAHHUTEIIHH T03H BaKCHHA.

KakTo npu BCHUKHM HHXEKLMOHHH BAKCHHH, BUHArH TPAOBa Ja ©Ma rOTOBHOCT 3a
[IpHJIaraHe Ha NOAXOAAILO JICYSHHE B PEAKH ClTyYan Ha aHaUAAKTHYHA pEaKLMa Clel
[(punarale Ha BakCHHata. [1o Ta3u nmpuuMHa BAaKCHHUPAHMAT TPAOBA J]a OCTAHE MO/
siekapcko Habmoaenue 30 MUHYTH cllelt BAKCHHAIIUATA.

XaBpHKC MoxXe a /€ npunarad npu Juna, nadextupadu ¢ HIV,

Jluiia, Cepono3UTHBHH 110 OTHOLIEHHE HA XEMATHT A, MOTaT A4 ObJaT UMYHHUZHPAHH C
XaBpUKC.

4.5. B3aumopeiicTBHE ¢ IPYTH JIEKAPCTBEHH NPOAYKTH H APYrH GopMH Ha
B3aHMOACHCTBHE

Twit kaTo XaBpHKC € HHAKTUBHPaHa BAKCUHA, YCIIOPETHOTO i MPHIOKEHHE ¢ JPYTH
MHAaKTHBHPAHHU BAaKCHHH € MAJIKO BEPOATHO Aa NOBJHMAE UMYHHHSA OTTOBOP KBM THX.

MMyHHUAT OTrOBOp HE C€ MOBAMABA NPH ¢IHOBPEMEHHOTO NPHIIOKEHHE Ha
XaBpPHKC ¢ BAKCHHH Cpellly KOPEMEH TH(, KbITa TpecKa, Xolepa (HHXEKI[HOHHA BAKCHHA)
MY TETAHYC.

EQHOBpPEMEHHOTO NMPHIIOKEHHE C KIMYHOTJIOOYIMHA HE NIOBIUABA BBPXY 3aLUTHHA eeKT
HAa BAKCHHATA.

Korarto ce cMeTHe 32 HeO0X0AMMO €JHOBPEMEHHOTO MPHIOKEHHE C IPYIH BAKCHHH WITH C
MMYHOTJIOOYIHHH, NIPOAYKTUTE TpAOBA Aa ce MPUIArar ¢ pa3dHYHH CIPHHIIOBKH U WUIH,
Ha PasNMYHH UHKEKIIMOHHH MeCTa.

4.6. bpeMeHHOCT M KbpMEHE

Hama nanHu OTHOCHO NPpHIOXKEHHUETO Ha XaBPHKC 110 BpeMe Ha GpeMeHocT rpu xopa. He
¢a U3BBPIIBAHH U NPOYUBAHUA 32 PEOPOAYKTHBHA TOKCHUYHOCT IIPH XHUBOTHH. Obave,
KaKTO ¥ NP ApYTUTEe UHAKTUBHPAHU BUPYCHHU BAKCHHU, PUCKBT 110 OTHOLICHHUE Ha MJIoAa
Ce CYMTa 3a HE3HaYHTeNeH. BErIIpeku ToBa, BaKCHHaTa TpsA0Ra /1a ce npujiara no BpeMe Ha
OpEeMEHHOCT CaMO KOTaTo € HATOXHTEITHO.

Hama JaHHH OTHOCHO MPHIIOXKEHUETO Ha XaBPHKC IO BpeEME Ha KbpMeHe npH xopa. He ca
M3BBPIIBAHH H NMPOYYBAHHA 3a pENPOAYKTHBHA TOKCHYHOCT NPH XXKMUBOTHU. BhrpekH ue
PHUCKBT C€ CHMTA 33 HE3HAYMTENCH, XaBpHKC TPsAOBa Aa ce nmpujara o BpeMe Ha KbpMEHE
CaMO KOraTo € HaIOXKHUTEJHO.

4.7. EdexTn BHpXY c1ocoOHOCTTA 32 IIOHPaHe H pabdoTa ¢ MaIIHHHU

MaJiko BEpOATHO € BAKCHHATA [1a [TOBHAC BEPXY COCOOHOCTTa 3a odupaHe u paboTa ¢
MAIIMHH,




4.8. Hexenanm jiekapcTBeHR peaknuu

[TpopunsT Ha Ge30NMacHOCT, NPEACTaBEH NO-A0NY C& OCHOBABA HA JAHHUTE OT
NPUJIOKEHHETO NIpH NoBede oT 5 300 nura.

YecToTHTE CE ONpEeneniaT KakTo ClieABa;
MHoro yectu: > 10%

Yectn: > 1% u < 10%

Heuectu: > 0,1% u < 1%

Peaxu: > 0,01% u < 0,1%

Mpmuoro peakn: <0,01%

° KJAuHHYHH H3NHTBAHUY

HMudekuun u nudecranum
HeuecTu: nHpexuMa Ha ropHHTE AHXATE/IHH THTHINA, PUHHAT

Hapywenus Ha MeTabom3Ma B XpaHEHeTo
Yecru: 3aryba Ha aneTuT

[Tcuxuvnu HapyieHus
MHoOro 4ecTu: pa3apasHHTEITHOCT

Hapyiienus Ha HepBHaTa CHCTEMa
MHoro 4ecTy: rimaBoSonre

YecTH: CHHAHMBOCT

HevecTu: 3aMaiiBane

Peaxu: xuriectesuns, napecresus

CTOMalIHO-YpeBHH HapylICHHS
HecTH: CTOMAIIHO-YPEBHH HApYWEHHUs (KaTO AHApHS, T'aJieHe, IIOBPBIIAHE)

Hapyiienns Ha koxara M [oJKOXHATa ThKaH
Heuectn: o6puB

Penku: npypuryc

Hapyiuenns Ha MyCKyNHO-CKENETHATA CHCTEMA U ChEIWHUTEIHATA THKaH
HeyecTH: Muanrus, MycKyJTHO-CKEJIETHA CKOBAHOCT

O61M HapyLUeHHA M €EKTH Ha MACTOTO Ha MPHIIOKEHHE
MHoro yecTH: 00/IKa ¥ 3a4EpBABaHE HAa MACTOTO HA HHXKEKTHPAHE, yMODPa

Hecru: moayBaHe, HEpa3MoONOXKEHHe, MOBHIIEHA Temneparypa (> 37,5°C), peaKuAs Ha
HHXKEKIIHOHHOTO MACTO (KaTO YILTbTHEHHE)
HeuectH: rpunonoaobHo 3a00msaBaHe
Peaxku: CTyACHH TPBIIKH




IloctMapkeTHHroBO HAl IOACHHE:

HapyuieHns Ha HMyHHaTa cUcTeMa
AHaduakcus, ajlepru4Hy peakiuyH, BKITIOYHTENHO aHAGUIaKTOMHI PeakiMH H
Harmojo0aBalM cepyMHa doJiect

Hapyuwiennsa Ha HepBHaTa cHCTEMA
['bpuoBe

C1/10BM HapylleHUS
Backynut

Hapyluenusa Ha Ko)XaTa H NOAKOXHATa ThKaH
AHTHOHEBPOTHYEH OTOK, YPTHKapHs, EpUTEMa MyiaTH(OpME

HapylieHnsa Ha MyCKyTHO-CKENIeTHaTa CHCTEMa H CheJUHHTENHATA ThKaH
Apranrus

4.9. IIpeno3mpane

[lo BpeMa Ha MOCTMapKETHHIOBOTO HabOAeHHE ca CHOOIIaBaHH CIIy4aH Ha
npenosupade. Hexenanure crbutHs, CH00IABAHM NIPH NPEIO3HPAHE Ca CXOAHH C
OOKJIaJABaHUTE MPH HOPMATHO MPHJIOKEHHE Ha BAKCHHATA.

5. @dapMaKoJOrH4HH JaHHH

@QapMakoTepaneBTUUHA rpyna: BUpycHU BaKCHHH; BAKCHHH CpElly XenaTuT A
ATC xkon: JO7TBCO02

3.1 PDapMakoIMHAMHWYHH CBOHCTBA

XaBPHKC 3aI[UTaBa CPELLY XENaTHT A KaTo CTUMYIMpPa OpraHu3Ma KbM 00pasyBaHe Ha
cneunduuan aHTH-HAV aHTHTETA.

B KIMHUYHHA H3OUTBAHUA € YCTAHOBEHA CEPOKOHBEPCHS NMpH 99% OT BAKCUHUPAHHTE
nvua 30 qHU cnen NpUIOKEHUETO Ha ITbPBAaTta 1034 BakCHHA. B rpyna KHHUYHU
H3IHTBAHHA, IO BpEME Ha KOUTO € [IPOYYBAHA KHHETHKATA HA UMYHHHA OTTOBOD, €
YCTaHOBCHA paHHa U Obp3a cepoKOHBepcHs NpH 79 % oT BakcHHUpaHKTe Ha 13-H4 JeH,
npu 86,3 % ot BakcuHUpaHuTe Ha 15-ud aeH, npu 95,2 % oT BakcuHUpaHuTe Ha 17-H4
ned v npu 100 % or BakcuHUpanuTe Ha 19-us fieH cilel NPUIOKEHHUE Ha eJHA Jl03a
XaBpPHKC, KOETO € MO-MAIKO OT CpeAHUA HHKYOALMOHHMSA MEPUOJ Ha XCNIATHT A

(4 ceamuum) (BXK. CHILO TOYKaA 5.3).

IIpoyuBana € epkacHOCTTA Ha XaBpHUKC IO OTHOIIEHHE HA ENHAEMHH OT XEeNaTUT A B
pasnu4HH cTpaHy (Ansicka, CnoBakusa, CAILl, Bemukobpurtanus, Mspaen, Utamug). B
T€3H NMPOYYBAHHA € YCTAHOBEHO , e BAKCHHALMATA ¢ XaBPUKC BOJM O NPeKFERINE 19 4
enugemuuTe. BakcnHauusata Ha 80 % Ot HaceneHHETO BOAU IO NPEKDCBE 15 0)

enuaeMHUHUTE B paMxuTe Ha 4 10 8 ceaMHIH. [/ =

* H3p



C uen ocHrypsiBaHe Ha ABArOCpPOYHa 3allUTa Ce MPenopbhYBa MPHIOKEHHE Ha HycTepHa
J03a B paMKHTe Ha 6 10 12 Meceua cnen nbpBUYHaTa BakcHHAIUA ¢ XaspHke 1440, B
KITMHHYHH W3MATBAHHSA € YCTAHOBEHO Y€ Ha MpaKTHKA BCHYKH BaKCUHHPAaHU ca OUIn
CEPONO3UTHBHU €AMH Mecel] cnel OycTepHarta J103a.

Ako obave OycTepHaTa [03a He € [TOCTaBeHa B paMKHTE Ha 6 0 12 Mecela cliejl ImppBaTa
103a, MpHJIOKEHHETO Ha OycTepHaTa [103a MOXKE [1a Ce OTJIOKH AO 5-Ta FOAHHA Cliek
MbpBaTa J103a. Pe3yiTtaTuTe OT CPaBHUTEIHO H3NUTBAHE NMOKA3BaT Y& HUBATA Ha
aHTUTENNaTa, MHAYIMPaHH oT OyCTEpHa 1034, NOCTAaBEHA JI0 5 rOAMHM CNeA MbpBaTa 034,
ca noJ00OHH Ha TE€3H, HHAYLUPaHU OT OycTepHa 03a, MOCTaBeHa MEXAY 6-1sa ¥ 12-us
Mecel CIIE IIbpBaTa J03a.

IIpoy4BaHo € ABATOCPOYHOTO NEPCHCTUPAHE HA TUTPHTE HA aHTHTENATA CPEIY XEnmaTuT A
BUpYca cnef 2 no3u XaBpHKC, IPHIOKEHH ¢ HHTEpBaX oT 6 1o 12 mecena. Hamuunure
nadHH 10 roauHu cnen UMyHH3anMATa MO3BONABAT 1A Ce NIPEABHIH, Ue Hali-Manko 97 % ot
BaKCHHHPAHHUTE JIMLIA WE OCTaHaT cepono3uTHBHHM (>20 mIU/ml) 25 roaunu ciaen
BaKCHHAaI[UATA.

HanuyHuTe OHACTOALIEM JaHHH TIOKA3BAT, Y€ NPY HMYHOKOMITETCHTHH MMAL[HSHTH,
BAKCUHHPaHH C JIBE 03U XaBPHKC, HE € HeoOXoauMa OycTepHa BAKCHHALMSL.

5.2 ®apMakOKHHETHYHH CBOHCTBA

3a BAKCHHHUTE HE CE U3UCKBA OLICHKA Ha (apMaKOKMHETHYHHTE CBOUCTRA.

5.3 IHpeakJHHHYHN JAHHH 33 6e3onmacHocT

N3BBplIEHH Ca CHOTBETHU U3MMUTBAHUA 3a 6€30M1aCHOCT.

B eavH eKCiepUMEHT 8§ HEYOBEKOIIOAOOHH MPUMATA Ca U3JIOKEHHU HA XETCPOJIOKEH
XETMaTHT A BUPYCEH IAM U ¢a BAKCMHHPAHHU 2 THH Cle] €KCIO3uUHATa. Ta3u
MOCTEKCITO3UUMOHHA BAKCUHALMA € JJOBEJIA A0 3alliMTa Ha BCHYKU JXHUBOTHH.

6. QPapmaneBTHYHH JAaHHH

6.1 ChnHchbk HAa NOMOIHHTE BellleCTBA
Anymunui (nog ¢opMara Ha ATYMHHHEB XUJPOKCH )
AMHHOKHCENUHH 332 UHXKEKIHH

Hunarpuen docdat

MoHokanuer pochar

Hatpues xnopua

Kanues xnopua

[Tonucopbar 20

Boaa 3a UHXEKIMU

OcTaTb4yHU BELLECTBA:
Heomuuunos cyndar: no-majnko ot 20 ng




6.2 HecbBMecTHMOCTH
XaBpHUKC He TPAOBA Jja e CMECBa C APYTH BAKCHHM HIIH HMYHOTJIOOY/IMHU B €1H2 U ChIla
CIIPUHLIOBKA.

6.3 Cpox Ha roaHoct

3 FOAUHH.
CpOKBT Ha FOAHOCT € NOCOYEH Ha €THKETa M OIaKOBKATA.

6.4 ChnennajiHu ycJOBHSA HA ChHXpaHeHHe

BakcuHata TpsaBa na ce chXpaHsBa pu TeMneparypa Mexay +2 u +8 C.
Jda He ce 3aMpa3siBa. BakcuHaTa 1a He ce M3MI0JI3Ba, aKo € Guiia 3aMpaseHa.

HonbiaHuTenHa nHpopMalds OTHOCHO CTabNIHOCTTA:
CnenHnTe EKCNIEpUMEHTANHHU IAHHH [aKa3BaT CTaGHMIHOCTTA Ha BAKCHHATA U HE ¢a

NPENOPBKH 3a CbXpaHEHHE: XaBpUKC € CbXpaHaBaH npH +37°C 3a 3 ceamuuy 6e3
3HayuMa 3aryba Ha aKTMBHOCT.

6.5 JlaHHH 32 ONIAKOBKATA

XaBpUKC Ce Mpejara B €IHOAO030BH, CTHKJICHH (JIAKOHH MK IPEABAPHTENHO HAITbIHEHM
CIPHHLIOBKH.

(DIAKOHUTE Ca HANPAaBEHH OT HEYTPAIHO CTHKJIO THIT I, KOETO OTroBaps Ha U3UCKBAHUATA
Ha EBponeiickara ®apmakornes.

6.6 ChnennajHH NpeAnasHH MepKU NPH H3XBLPJAHE H padoTa

[Io BpeMe Ha CbXpPaHEHHETO, ChAbPXKaHHETO HA BAKCHHATA TPSOBa Aa npeacTasiaBa 6sa
yTaiika ¢ npo3paqHa 0e3lBeTHA HaayTaeyHa TeYHOCT.

IIpenu npunoxeHHe BakcuHaTa TpsOBa Ja Obpae nperieaana BU3YaIHo 3a Yy)KAY YaCTHLHU
W/AIH IPOMAHA BHB BRHIIHUA BUA. ChABPKAHHETO HA (1aKOHA/CIIPMHIIOBKATa TpAGBA /1A
ce pasknaTti 1o0pe A0 NoNy4aBaHETO Ha JIEKO onaneciuupauia 64/1a cycrneHsus. Ako
M3TJIEXK A 110 ApYT HAYUH, U3XBBPJIETE BAKCHHATA.

7. IlpuTexaTes Ha pa3peilieHHETO 3a ynoTpeda
GlaxoSmithKline Biologicals
rue de I’Institut 89
1330 Rixensart, benrus

8. Homep(a) Ha pazpeumieHHeTO 32 ynoTpeoa
Ne 980 0109

9. Jlara Ha mLpBO pa3peliaBaHe/MOAHOBSABAHE HAPA3PEIIEHNETO 3a
ynorpeda
Jara Ha nepBO paspereHye: 17 anpun 1998 r.
JlaTta Ha mocnegHO nmoaHoBABaHe: 16 Maii 2008 r.

10. [dara Ha akTya/IM3HpaHe Ha TEKCTA



