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Havrix 1440 suspension for injection (Adult dose)
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Faspsiwerus Ne
Azacopbupana BakCHHA CPELLY XENaTHT A (MHAKTHBHPaH %G/M 6 ‘7 7,_? J 19 -02- 262
(Hepatitis A (inactivated) vaccine (adsorbed)) - AME -
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2. KauecTBeH H KOJIHYECTRBEH CLCTAB

EnHa no3a (1 ml) Xaepuke 1440 cuampaxa:
MHakTHBHUpaH xenaTuT A BHpYC 1440 ELISA Units
(Hepatitis A virus, inactivated)'?

' TipouzBeneH B YoBeWIKH AumongHl (MRC-5) knetkn
? ARcopOHpaH BBpXy alyMHMHIER XHIPOKCHI, XHApaTHpaH  obwo: 0,5 Mumurpama A"

ITomowHK BENIECTRA C U3BECTHO ACHCTBHE
XaspHkc 1440 cpabpika peHrnanannd 166 pug va go3a (sHxTe Touka 4.4).

3a NLIHKHA CIMHCBK HA TIOMOLHHTE BEUIECTBA BHXKTE TOYKA 6.1.

3. JlekapcrBena gopma

MIOKEKLUHOHHA CYCTIEH3HAL.
XaspHke 1440 npeacrapnsBa MbTHA TEUHA CYCMEH3HA.

4. KIHnMYHH Dannn

4.1. TepaneBTHYHH NOKAZAHUN

XaBpHKC € MOKa3aH 33 aKTHBHA UMYHU3aUus cpelly xenatuT A eupychu (HAV) undexuuu, np
JIHLIA ¢ PHCK OT H3naraHe Ha HAV.

* B 0bnacT Ha HHCKO 30 MEKAHHHO PA3NPOCTPAHECHAE HA XENATHT A, MMyHH3ALIUATA C
XaBpHKC € NpenopbYHTENHA 0COOEHO NMPH JIHLA, KOUTO €4 HITH 1Ie ObAaT H3N0XKEHH Ha PHCK
OT HH({pEKTUpaHe, KaTo:

IIsTHENA. Xopa, METYBALUH B 06N1aCTH, KbAETO PasNpOCTPAHEHHETO HAa XENAaTUT A € BHCOKO.
Te3n obnactu Brmousar Adpuka, Asus, CpeanseMHOMOpCcKus Oaceiid, Cpeanus H3tok,
Henrpanta u lOxxHa Amepuka.

BropuikenH ¢HIH. JIMUHUAT CHCTAaR HA BHOPBIKEHMTE CHITH, KOMTO ITHTYBAT A0 BHCOKO
CHAEMHYHH paHOHY WM 001aCTH ¢ HHCKA XHMIHEHA H ChLIECTBYBAl NOBHLIEH puck oT HAV
HH(EeKLMA. 3a Te3H LA € OKAa3aHa AKTHBHA HMYHM3aLIHA.

JInna, 3a KONTO XeNaTHT A ¢ npodecHORaNen PECK BIIH 33 TAKHEBA, IPH KOFTQ, CHRes TRYBA
NOBHIIEH PHCK OT TPpaHCMHCHSA. BKkntoyuBa nuna, paboremy B amOynaTopwg




CECTPH, MEAMLIMHCKH WITH TTOMOLIEH NMEPCOHaN B GONHHLIM ¥ HHCTHTYTH, OCOOEHO racTpo-
EHTEPOJIOTHYHHE U NEAMATPHYHH OTACNEHHA, CYKUTETH B YUHCTOTATa H paboTeIlH C XPaHHUTEHH
NPOAYKTH.

JIHIA ¢ NOBHINEH PHCK MOPAIH CEKCYATHOTO CH IOBEICHHE,
XOMOCEKCYATTUCTH U JIMUA ¢ MHOrOOPOHHH CEKCyaliHHu NapTHLOPH.

XeMopHIHIH

310ynorpetaBAIIH ¢ HIZKEKIIHOHHH HAPKOTHIH

KoHTakTHH ¢ Beye HHpeKTHPAHM aaua. I lpenopsysa ¢€ aKTHBHA HMYHH3aLHA HA KOHTAKTHHTC

JKLA, Thid KATO BUPYC MOXKE 1a CE€ OTAENS B OpraHM3Ma Ha 3apa3cHMTE JiHila 3a ABJIbI 11EpHo] OT
BpEME.

CneundUIHA rPYNH OT HACETCHHETO ¢ BHCOKA 9€CTOTA HA 3200/1¢BAEMOCT OT XeNATHT A.
AMEPHKAHCKH HHAMAHLIY, ECKUMOCH, ODIIHOCTH ¢ YCTAHOBEHO MIMPOKO pa3NpoCTPaHEHUE Ha
enuaeMuy oT HAV uHdekuus.

JInna ¢ xponauno YepHOAPOOHO 3a00/IABAHE HJIH TAKHBA, ¢ PUCK JIa pa3BHAT XPOHH'HO
qepHOAPOOHO 3a6oasBane (XpoHWYHK HocHTeNHN Ha XenatuT B n Xenatur C BUpYC HIH
3OYNOTPedsBalny ¢ ankoxo). XenaTuT A MOXe J1a KOMIPOMEHTHPA H3X0Aa Ha XPOHHYHO
yepHOoApoOHO 3abosBaHe.

e B obGnactH chc cpeaHo A0 BHCOKO pasnpocTpaHenHe Ha XenaTuT A (Hanp. AQpHka, A3ua,
CpennszeMHOMOpcKHa Gacelin, Cpearus Ustox, Llentpanya v HOxna AMepuka) Bb3MpHEMUUBHTE
NHLa MoraT fa ObAAT HACOUEHM 3a AaKTHBHA UMYHH3aLIMA.

4.2. J103MPOBKA ¥ HAYMMH HA NMPHJIOKEHHE

JMo3HpoBKa

* H'prH‘lHﬂ BARCHHAIIHH

Br3pacTHH ¥ 10HOMH HA H HAA 16 rOAHAHA
3a MLPBUYHAZ UMYHM3aLKA ce nNpunara eana po3a Xaepuke 1440 (1,0 ml cycnenzus).

*  Jlonycka ce npunoxeHue Ha XaBpukc 720 eaHa 103a NPH IOHOWIW HA Bb3pacT Ao |8 roavHu
BKJTIOYHTETHO.

. bycTep BakcHHANHA

Criea TpWIOKEHHETO HAa TbPBATA 7103a XaBpHke 1440 ce npenopbuBa NpUIOKEHHe Ha OycTep
71034, 3a /1 ¢e OCUTYPH [POABLIDKHTENHA 3amuTa. bycTep 1o3aTa Moxe 1a Obe NpHIokKeHa Mo
BCAKO BpeMe Mexkay 6-Ha Mecell K0 5 roguHY cliell TbPBHYHHA KyPC Ha BAKCHHALHA, HO 3a
NPEANOYHTAHE MEKAY 6-us 1 12-ust Mecell cea mpppaTta 103a (BK. Touka 5.1).

Hauyun Ha n PHJAOKCHHC

XaBpHKC € CaMO 33 HHTPAMYCKY.JIHO Npuaokenne. BakcuHara TpsaOBa aa ce npuiiara B 00nacTTa

Ha JeJITOMAHHUA MYCKYJI ITPH BB3PAaCTHHU U €A, U B aHTCPO-JIaTCpajlHATd HacT h | 3
MAJIKH ACLiA.

Bakcunara He TpaOBa a ce npunara B o01acTTa Ha MNIYTEYCHTE.



BakcuHara He TpadBa na ce npHara NOAKOKHO/MHTPA/IEPMAITHO, ThH KATO MPHIOKCHHETO 110
HAKOM OT TE3H HAYHHK MOXKE Ja A0OBeAe N0 MO-HUCHBK OT ONITHMAJIHHA OTroBOp antTH-HAYV
aHTHTENA.

[Ipy HUKaKBH 00cTOATENCTBA XaBPHUKC He TP2OBa 1a ce npurnara BbTPEChAOBO.

XaBpukc TpAGBa Na ce npuaara ¢ 0cobeHo BHUMaHHE NPH MALMEHTH ¢ TPOMOOLIMTONEHHUS HIK
HapyLIEHHE B KPbBOCHCHPBAHETO, Thil KATO NPH TAX CJIE] HHTPaMYCKYJTHO MPHJIOKEHNE MOXKCE /13
ce NosBu Kbpeene. Clie HHKEKTHPaHe, MACTOTO TPAGBa a ce NpUTUCHE cHiHO (be3 na ce
yIPAKHABA TPHEHE) B IPOAL/DKCHHE Ha HAH-MalKO JIB€ MUHYTH.

4.3. IIpoTHBONOKA3IAHHA

XaBpHKC He TpAOBa 1A ¢ce npunara Npy Jinua ¢ H3BECTHA CBPBLXUYBCTBHTE/IHOCT KbM HAKOA OT
CbCTABKHUTE HAa BaKCHHATA (BHXKTE TOHYKH 2 W 6.1.), HIIH NIpH MaLMEHTH, [10Ka3aJd NpH3HALld R4
CBPBXYYBCTBUTEIHOCT €A NPEAULIHO NIPUACKEHHUE HA NPOAYKTA.

4.4. CoenuaanH HpeIyNpeKACHAS U OPeANA3HH MeDKH NPH yRoTpeda

KakTo W pH ApyruTe BAKCHHH, NPHIOKEHHETO Ha XaBpHKC Tp4OBa aa ce OTIOKH MMpH NALMUEHTH,
CTPAJALLA OT OCTPO TEXkKKO (heGpunHo 3abonsasane. Bulpexkn TOBA, HATMEKETO HA IEKa HHPEKLIWA
HC € NPOTUBOMNOKA3AHUE 32 BAKCHHALIWAL.

B13MOXKHO € JIMLETO 1a Obae B HHKYOALIHOHEH MEPHOA HA XENATHT A WH(PEKLMA 1O BPEME Ha
pakcHHalMaTa. He e u3BecTHO ganyu XaBpHKC LUE MPEAOTBPATH pasBUTHETO Ha XENaTUT A TpH
TE€3U CYUaH.

XaBpHKC HE Mpeana3Ba OT XenaTHTHA WHQEKUMH, MPUYHHEHHW OT APYTH ar¢HTH KaTo BUPYCHTC Ha
xenartur B, xenatut C, xenatut E unu apyrd natoretu, 3a KOMTO C€ 3HaeE, Y€ NpHiKHABAT
HHPEeKIY Ha YepHus ApoD.

HPH NMalUeHTH Ha XEMOAHaA/IU3a U NpH TaKHBA C YBPCICHA HMYHHa CHCTEMA, npunaraHeTo Ha

eiHa 1032 XaBPUKC MOKE 1A HE JJOBE/E 10 MOCTHIAHETO Ha AJCKBATEH THTHP Ha aHTH-HAYV
AaHTHUTENA W MO Ta3H NPUYKMHA, MPH TAKHBA NALUMEHTH MOXKE [1a C€ HAJIOKH NPUTTOKEHHETO Ha

JOMBJIHHUTCIHHA J0O3H BaKCHHA.

Kaxto npy BcHUKM WHXEKLHOHHY BAKCHHH, BUHATH TPAOBA a MKMA FOTOBHOCT 3@ Npuiarake Ha
NOJAXOAALLO JICUEHHE B PEAKH CyYau Ha aHaPUIAKTAYHA PEAKLIWA clel NpujiaraHe Ha BakCHHaTa.
[0 Ta3H NPHUKHA BAKCHHUPAHHAT TPA0BA a 0CTaHe Mo fleKapcko HabsoaeHue 30 MUHYTH CleA
BAKCHHALMATA.

Cunkon (NpyUnaabk) MOXKE Aa HACThIIU CIE WK AOPH Nped BCAKA BAKCHHALUHA KaTo ICHXOrcHHA

PeaKLMA KbM HHXKEKTHPAHETO ¢ UIIla. BaxkHO € Ja ca HajMue NpoLeaypH 3a U3dAreaHe Ha
HapaHsIBaHe BCAEACTBMAE HA NPUNAABLIMTE.

XaBpukc MOke fa ObAe MpuiaraH npu jivua, iHgpexrupan ¢ HIV.
JIkua, cepono3MTHBHU N0 OTHOILEHHE HA XeNnaTUT A, MOFaT a ObJaT WMYHH3HPAHH C XaBPHKC.
Xappuke 1440 cbabwpixa 166 Mukporpama geHWwIaJlaHHH BBB BCAKA 1034.

GennnananvibLT MOXe J1a By narpean, ako umate GeHUWIKETOHY pHA, PAAKO

3a0onsBaHe, MPH KOETO C€ HATPYTBa (PEHWIAIAHWH, ThH KATO OPraHH3MbT
MPaBUJTHO.




Xaspukc 1440 cpabpka kanuid, no-Manke ot | mmol (39 mg) va 103a, T.€. NPAKTUHCCKH HE
ChABPKA KATTHH.

Xappukc 1440 cuappxa mo-manko or I mmol warpuii (23 mg) Ha no3a, T.€. MOXKE [1a C& KaXKE, HE
NPaKTHYECKH HE CLABLPXKA HATPUH.

4.5. BzaumopnelicTEHe ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYTH OpMHA HA BIAHMOIEHCTBHE

T kKaTo XaBpHKC € KHAKTHBHUPAHA BAKCHHA, YCIIOPEIHOTO U NMPHIIOKEHHE € APYTH
MHAKTHBUPAHW BAKCHHH € MAJIKO BEPOATHO Ja NMOBAKAC HMYHHUs OTrOBOP KbM TAX.

XaBpHKC MOJKE /12 Ce€ TIpHiiara €IHOBPEMEHHO ¢ BCAKA OT CJICHHTE BAKCUHH: CPELLY KOPEMEH
TH(, #bATA Tpecka, xonepa (MIKEKLHOHHA), TETaHYC, WIK ¢ MOHOBANECHTHHUTE U KOMOMHUPAHH
BaAKCHHH, CBAbPIKallE MOPOUIIHA, MAPOTHTHA, pyOeoana H BapULIE/THA ChCTaBKH.

EI[HDBP&MEHHOTD [IPHJIOKCHHC C HM}’HDTJ'lOﬁy.ﬂHHH HE MMOBIHABA BbpPXY 3alLIMTHHA ECI]EKT Ha
BaKCHHATA.

Koraro ce cMeTHE 32 HEOOX0AUMO €AHOBPEMEHHOTO NPHUIIOKEHHE C APYTd BAKCHHH HITH €
UMYHOIOOYIHHK, TIPORYKTHTE TpAOBa Aa ce Npuiarar ¢ pa3adyHd CNPUHLOBKH KU UIJTH, Ha
PA3/IMUHH HHXXEKLIHOHHH MECTA.

4.6, PepTHIAHRTET, OPEMEHHOCT H KbPMEHE

Hsma aaekBaTHH AaHHH OTHOCHO NPWIOKEHUETO Ha XaBpHKC MO BpeMe Ha OPEMEHOCT MpH Xopa.
He ca W3BBPIIBAHY M IPOYUYBAHMS 34 PEIIPORYKTHBHA TOKCHYHOCT NPH JKHBOTHHU. JBaue, KaKTo M
NPH JPYruTe HHAKTHBHPAHW BUPYCHH BAKCHHH, PHCKBT 10 OTHOLIEHHE HA NJioJa CC CHUTA 34
He3HauMTeNneH. Brrpeky ToBa, BakcuHara TpabBa Ja ce npunara no BpemMe Ha OPeMEHHOCT CaMo
KOraTo € HaJlOKUTEeJTHO.

HsiMa aneKBaTHH AaHHH OTHOCHO TPHIOXKEHHETO Ha XaBPHKC MO BpeME Ha KbpMeHe npu xopa. He
€4 W3BBLPLIBAHK U NIPOYYBAHHA 33 PEMPOIYKTHBHA TOKCHYHOCT TIPH XHBOTHH. BBNPEKH Y€ PUCKBT
Ce CYMUTA 3a HEIHAUUTENEH, XaspHuKe TpaOBa Ja ¢e NpWiara no BpeMe Ha KbpMEHE CaMo KOrato ¢
HANOMUTETHO.

4.7. EdexTn BLpXY cmocodnocTTa 32 MioPpHpane H padora ¢ MAIIHHHA

Manko BEPOSTHO € BAKCHHATA 1A TIOBJIMAE BLPXY CMOCOGHOCTTA 3a WodupaHe U padboTa ¢
MaLLHMHH.

4.8. HexeNanH JeKAPCTBEHH peaKIHH

[TpodunbT Ha HE30NaCHOCT, NPEACTABEH [10-10J1Y € OCHOBABA Ha JAHHUTE OT NPUIOKEHHETO TIpH
nosede ot 5 300 nuua.

HecToTHTE C€ ONMPEACTAT KAKTO CNEBA;
MHuoro uectu: > 1/10

Yectu: = 1/100 u < 1/10

Heuwectu: > 1/1 000 u < 1/100

Penxu: > 1/10 000 u <1/1 000

MHuoro peaku: < 1/10 000




¢ JJTaHHH OT KIIHHHYHH H3NHTBAHAL

HUndekiiyn 1 nHectalmu
HevecTH: nHdekiua Ha ropHuTe AMXaTENHH MbTHILLA, PHHHT

HapylueHus Ha MeTaboamu3ma u XPaHEHETO
YecTu: 3aryda Ha anetur

TlcMXHYHU HAPYIIEHUS
MHOro 4ecTH: pa3apasHUTENHOCT

HapylueHusa Ha HEPBHATA CUCTEMA
MHuoro uecTH; rnasodonue
YecTH: CHLHAMBOCT

HeuecTH: 2amaliBane

Penkn: xunecre3us, napecresusd

CTOMALHO-4YPEBHU HAPYLICHUS
YecTH: cToMalllHO-YpeBHH HapyLeHNHs (KaTo quHapus, rajeHe, noBpbLaHe)

HapyviueHHs Ha KOXAaTa M NMOAKOKHATA ThKaH
Heuectn: oOpue

Peaku: npypurtyc

HapylieHHs Ha MYCKYJIHO-CKENeTHATa CUCTEMA W ChEAHHWTENHATA ThKaH
HeuecTi: MHaNrus, MyCKyJIHO-CKe/ieTHA CKOBAHOCT

061y HapylIeHus W eheKTH HA MICTOTO HA NIPHIOKEHHE

MHoOro yectH: 60/ika 4 3a4€PBIABAHE HA MACTOTO HA WHAKEKTHPaHe, yMopa

UecTH: Hepa3noaoKeHue, I0BHIIeHa TemnepaTtypa (= 37,5 °C), peakliHa Ha HHKEKUHOHHOTO
MACTO (Karo MoAyBaHe WiH YILTBbTHEHHUE)

Heuyectu: rppnonoaobHo 3adbongpaHe

Penkn: CTyeHH TpbIlKH

JAaRHA 0T MOCTMAPKETHHIOBOTO HaDAIONEeHUE:
HapyuieHus Ha MFMYHHaTa CHCTEMA

AHapHuNaKCHs, AJIEPTHYHH PeaKLMH, BITIOYUTENHO aHAGWIAKTOUIHN peakluuy W HanoaoHsaBalln
cepymHa OostecT

HapyuieHHd Ha HEpBHATA CUCTEMA
['bpuose

CbA0BU HAPYIIIEHUS
Backyaur

HapyiueHus Ha KOXaTa ¥ NOJAKOXKHATA ThKAH
AHTMOHEBPOTHUYEH OTOK, YPTHKAPHA, €PUTEMA MYJITHQOPME

HH[:_)}" HICHHWA HA MYCKYITHO-CKENETHATA CUCTEMA H CHCAHWHUTETHATA ThKaH
ApTanrus




Crob11aBaHe HA MOAOIMPAHH HEXENAHU PeaKLIUU

CboO1aBaHETO Ha MOJO3UPAHM HEKENaHH PeaKiiuM cliel pa3peLlaBaHe 3a ynorpeda Ha
AeKapcTBEHMS MPOAYKT € BakHO. ToBa Mo3sosidBa Aa NPOALILKH HA0MOAEHUETO HA
CBOTHOLLIEHHETO MOJI3a/PHCK 33 JIEKAPCTBEHHUA NPOAYKT. OT MEAHLHHCKHTE CMCLIHANHUCTH CC
M3MCKBA Ja cboOlilaBaT BCAKA MOJ03MPaHa HEXKeNaHa peakuusa Ha:

M3neaArTEIHA areHLHa 10 JIEKapCTBaTa

yi. ,,Jlamsan I'pyes” Ne 8

1303 Codms

Ten.: +359 2 8903417

yebcaT: www.bda.bg

4.9. Ilpeao3mpane

[lo BpeMe Ha MOCTMapKETHHIOBOTO HabmoaeHKe ca choOWABAH# CJiyuan Ha NPEAO3HpaHE.
Hexenanure cbOuTHA, ChOOINABAHU NPU NPeI03UpaHE ¢a CXOIHH ¢ AOKNAIBAHUTE MPH HOPMAJTHO
NPUIOKEHHE HA BAKCHHATA.

S. PapMaKOJI0IrHYHH ¢CBOHCTBA

dapmakoTepaneBTHUHA rpyna: BakcuHu cpelyy xenatur A
ATC koa: JO7TBC02

5.1 PapmMaxkoZHHAMHYHH CBOHCTBA

XaBpHKC 3aLIMTABA CPELLY XENaTUT A, KaTo CTHMYJIHpa OpraHi3Ma KbM oOpasyBaHe Ha
crieunpuuHu aHTH-HAYV anturena.

Hyynen omeoeop

B KIMHHYHH H3NHUTBAHHS € YCTAHOBEHA CEPOKOHBEPCHS MPpH 99% OT BakCHHUpaHHTe hua 30 1HH
CJe/l MPHIIOKEHHETO HA IThPBATA 1034 BaKCHHA. B rpyna xNMHHWYHY U3MHTBaHHA, N0 BPEME HA
KOUTO € NPOyuBaHa KHHETHKATA HA UMYHHHSA OTTOBOP, € YCTAHOBEHA paHHa U Obp3a
CEPOKOHBEPCHA NMPpH 79 % oT BakcHHHpaHuTe Ha 13-ug aen, npu 86,3 % OoT BaKCHHUPAHUTE Ha
15-ms xey, npu 95,2 % oT BaKCHHMpaHWTE HA 1 7-us aeH v nipu 100 % oT BakCHHUpaHuTe Ha 19-u
NEH CJIe, NPUIOKEHHE Ha eHa /1032 XaBPUKC, KOETO € II0-MAJIKO OT CPEIHHS HHKYOaLMOHHHA
neproa Ha Xxenatut A (4 ceaMHLM) (BXK. CbLLO TOUKA 3.3).

lepcucmupane Ha UMYHHUE OM2060D

C uen ocurypaBaHe Ha JbArOCPOUHA 3ALIMTA Ce NPENOPBLUBA NPHAcKeHHe Ha OyCTepHa 103a B
paMkuTe Ha 6 10 12 Meceua ciel mbpBHYHaTa BakcHHalus ¢ Xaspukc 1440, B KiIHHHYHH
W3NIMTBAHMA € YCTAHOBEHO, Y€ HAa MPAKTHKA BCHMKH BaKCHHHPAHH ca OHITH CEPONO3NTHBHH €1HH
Mecel cnen OycrepHara ao3a.

AKo obaue OycrepHata J03a He € [IOCTaBeHa B paMKuTe Ha 6 10 12 Mecelia creq spBaTa 1034,
NPHI0KEHHETO HA OyCTEpHATa 1038 MOXKE 12 Ce OTJIONKH A0 3-Ta rO/IMHA clie/] ITbpBaTa 1034,
Pesynratute OT CpaBHUTEIIHO U3MHTRAHE MOKA3BaT Y€ HUBATA HAa aHTHTENaTa, HHAYUHPaHH OT
OycTepHa 103a, NOCTABEHA 10 5 FOIMHU CJIE/ TbPBAaTa 4034, €4 NOACOHH HA TE¢3H, HHAYUMPAHH OT
OycTepHa 1o3a, noctaBeHa Mexay 6-ua v 12-ua mMecell cnen nbpBaTa A03a.

[IpoyuBaHo € ABATOCPOYHOTO NEPCHCTUPAHE HA THTPUTE HA AHTHTE/IATA CPELLY X _:,‘

cnen 2 1031 XaBpHKC, NPHIOKEHH ¢ HHTepBan oT 6 ao 12 Meceua. HannuHHTAg
ClieZl HMYHHM3ALUATA NO3BONABAT AA C€ MPEABH/IH, Y€ Hail-Manko 95% u 90% g




NKLA IUE OcTaHAT cepornno3uTueHH (> 15 mIU/ml) choreeTHO 30 W 40 roauuu cne/l BAKCHHALIMATA
(mx. Tabnuua 1).

Taéauua 1: IIpeasnaum nponent Ha auuarta ¢ anta-HAV muso 2135 miIU/ml n 95%
HHTEPBAJIH HA A0BEPHTENHOCT 32 npoyusanusra HAV-112 n HAV-123.
95% C1

rﬂ'ﬂ“ﬂa > 15 miU/ml LL'— - TT—I_}I; — ) —

IIpeapmxnaHng 3a HA\EIIZ

25 97,69 % 94,22 % 100 % _

| 30 96,53 % 92,49 % | 9942 %
35 94,22 % 89,02 % 98,93 %
40 92,49 % 86,11 % 97,84 %

IIpenswxnanns 3a HAV-123 _ _

25 97,22 % 93,52 % ___100% _
30 95,37 % 88,89 % 99,07 %
35 92,59 % 86,09 % 97,22 % |
4) 90,74 % _ 8238% - 9537%

HanuuyHuTe NoHAcTOSIUEM JaHHH MOKA3BAT, Y€ NPH KMYHOKOMIIETCHTHH NALUMEHTH, BAKCHHUPpaH! C
AB¢ NO3H XaBPHKC, HE € HEOOX0AWMa OyCcTepHA BAKCHHALIHSL.

Eguracnocm na Xaspuxc 3a xonmpoa na enudemuume

Ouenena e edMkacHOCTTa Ha XaBPHKC 110 OTHOLIEHHE Ha ENHUAEMHH B PA3TH4HH CTpaHH (Ancka,
Cnoakus, CALIl, BenuxkoGpuranus, Uzpaen u Uranus). B Te3n npoyusanns € yCTAHOBCHO, €
BAKCHHALIMATA ¢ XaBPHKC BOM [0 MPeKbCeBaHe Ha enuaeMunTe. BakcunanHo nokputHe ot §0%
BOJIH IO NPEKbLCRAHE HA SNMHAECMHHUTE B PaMKHTE Ha 4 10 8 ceIMHLMA.

Brusinue Ha MAcoeama 6aKCUHAYUA 8bPXY Yecmomama Ha 3aboisgane

HabnronaBaHo € HaMalNeHHe Ha YeCcToTaTa Ha XenaTuT A B IbP3KaBHy, B KOUTO € BLBE/ICHA
JABY030BaTa CX€Ma 32 UMYHH3aLMA ¢ XaBPUKC NpH el No BpEMe Ha BTOpaTa ronHa OT 3HBOTA:

. B Uzpaen ase peTpocneKTHBHH MpOyUYBaHUs Ha DasaTa OT AaHHH NOKa3BaT HAMAJICHHE Ha
yecTOTaTa Ha xenathut A ¢ 88% u 95% B obuiaTa monyaauMs CbOTBETHO 5 M 8 TO/AWHH ClieA
BBBEK/IAHETO HA BAKCHHALIMOHHA nporpama. Jaunute or HaumonanHo HabmoaeHue
(National Surveillance) cbiio nokazpar 95% HaManeHHe Ha YeCTOTATA HA XENaTHT A B
CpPaBHEHME ¢ APE/IBAKCHHANHATA €pa.

. B IManama, eqHO peTpOCTIEKTMBHO NPOYUBaHE HA 0a3aTa OT JaHHH M0Ka3Ba HaMAIABAHC Ha
[AOKNAZIBAHATA 4ecToTa Ha XenaTtuT A ¢ 90% pb8 BAKCMHHpAHATA NOIyNalUMa K ¢ 87% B
ofmara nonmyaauMs, 3 roquH# Clie] BLBEXIAHECTO HA BAKCHHAIMOHHA MporpaMa. 4 rOAMHU
CJle/l BbBEXKAAHETO Ha BAKCMHALMOHHA NMporpaMa He ca AHarHOCTHLIWPAHH NOTBbPACHH
CJyuaM Ha XenaTHT A B neaMaTpyuHnTe Gonnuuu B [laHama CuTth.

. HaGnrogaBaHoTo HaManeHHE HA 4€CTOTATA Ha XenaTHT A B odwara nomnyJ/iaius
(BakCHHHMpaHa W HEBAKCHHUPAHA) B IBETE AbPXKAaBH NMOKA3Ba HAJIMYHUE HA KONICKTHBCH
UMYHUTET.

3.2 QPapMakOKHHETHYHH CBOHCTBA

3a BAKCHHHTE HE C€ H3HCKBA OLieHKa HA (papMaKOKMHETHHHUTE CBOHCTBA.




5.3 IlpeaknuunuHy JaHHH 32 He30NacCHOCT
M3BLPLICHHA ca CHOTBETHH U3TMIMTBAHUA 32 0E3011aCHOCT.

B enun ekciepumenT 8 HeuoBeKkonoao0HY IPHMATA Ca M3JTOKEHH Ha XETEPOJIOKEH XENaTHT A
BMPYCEH LlIaM H €a BaKCHHHMPAHHW 2 XHM CJICA eKCno3vuuATa. Tazn NoCTeKCIIO3HIHOHHA
BAKCHHAUMA € JOBE/A 1O 3aillUTa HA BCU4KH )KHBOTHHM.

6. PapManeBTHYHH JAHHHA

6.1 CnHcobk Ha NTOMOIMHHATE BelIECTBA

AMHHOKHCESIMHY 33 WHXXEKUWH (ChABPXKAUIM peHHNaIaHHH)
HAnuatpuce docdar

MoHokanuer docdar

Hatpuer xnopun

Kanues xnopun

[Tonucopdar 20

Bona 3a vHkeKLHH

(JCTaTbyYHHU BEECTRA!
HeomuumHOB cyngar: no-manko ot 20 ng

6.2 HechBMeCTHMOCTH
XaBpHKC He Tpa0Ba 1a ce CMECRa ¢ APYrH BAKCHHH HWIH UMYHOFJIOOYJIMHM B €JHA K ChILA
CIIPUHLIOBKA.

6.3 Cpox Ha roanocr

3 ronHHH.
CpOKbT HA TOOHOCT € TIOCOYEH HA €THKETA H OTTAKOBKATA.

6.4 Cuoenuannu yc/10BHS HA CHbXPaHEHHE

Jla ce chXpaHsBa B OpUrHHAIHATA ONIAKOBKA, 34 Ja C€ NIPEANa3H OT CBETAHHA.
Ha ce cuxpansra B xnaguiHHK (2 °C — 8 °C).
Ha He ce 3aMpazasa. BakcuHara 13 He ce U3N0N3Ba, ako € Oula 3aMpaseHa.

Jannure 3a cTaOMAHOCT NoKa3BaT, e XaBpHKC € cTabuiieH npu TeMneparypu Ao 25 °C 3a 3 auu.
Te3n naHHu ca npeaHa3sHAYe€HW 1a HATBTCTBAT 3/IPABHUTE NPOPECHOHANIHCTH CaMO B CIIyuail Ha
BPEMEHHO TEMIIEPATYPHO OTKIIOHEHHE.

6.5 BHA H chabp:xXaHHe HA ONAKOBKATA

Xaepukc 1440

. I ml cycrnieH3Hs B npeiBapUTENTHO HAMbIHEHA CMPHHLOBKA (CTHKIO THI 1) ¢ ryMena riaea
(OyTHioBa ryma) Ha 6yTanoTO H r'yMeHa Kanauka Ha Bbpxa Ha CIIpMHLIOBKATA.

* | ml cycneHsus BBB dnakon (crukno Tvn 1) ¢ rymena 3anyianka (6yTHno




Kanaukara Ha BbpXa M rymMeHara rjiaBa Ha OyTajoTo Ha NpeaBapHTEHO HallbjIHEHATa
CIIPUHLOBKA M 3aImyuiajKaTa Ha (pJlakoHa ca NMpou3BeIeHH CbC CUMHTETUYHA MyMa.

6.6 CnenHaNHH NpeANA3HH MEPKH NPH H3IXBBLPJsHE H padoTa

Ilo BpeMe Ha cbXpaHeHHe BbB (hl1aKOHA WM NPEIBAPUTETHO HAMTBIHEHATA CIIPUHLIOBKA MOTaT Jia
ce HaOmoaasar ¢uHa 04na yraiika u 6ucTpa, Ge3LBeTHa HaqyTaeuHa TeqHocT.[Ipenu npuiokeHue
BakCcHHaTa TpsiOBa na ObAe nperjesaHa BU3YalHO 3a Yy3K/IH YaCTHLIM /MM NIPOMAHA BbB
BbHIIHMA BUA. [Ipeau ynorpebara Ha XaBpuke ChabpkaHueTo Ha (iakoHa/CpUHLIOBKaTa TpaOBa
/1a ce paszkJiaTi 100pe J10 Mo/y4aBaHeTo Ha JIEKO onajieclupalia 0s1a cycneHsus. AKO U3riex/a
[0 IpYr HA4YWH, U3XBbPJIETE BAKCHHATA.

YKa3aHHs 3a NPeBAPUTETHO HAMbJIHEHATA CIPUHLIOBKA

Jlyep-nok apanrop

XBaHeTe CIIPHHLOBKATA 34 TAJIOTO, 4 HC 34 6}’1‘&“01”0.

OTBUHTETE Karnaykara Ha CIIPUHLOBKATA, KATO A
3dBBPTHUTE B IMMOCOKA, OﬁpﬂTHa Ha YaCOBHHUKOBAT4

Tano £’ CTpeJIKa.
Kanauka

byTano

SN 3a Aa NMNPpHKPEIHUTE UIjlaTa KbM CIIPHHLOBKATA,
CBbCAHMHETE KOHCKTOPA Ha Urjiata C JIVEP-JIOK aaanrtopa
U 3aBBbPTETC UETBLPT GSOPOT Mo NMNoCOKa Ha
4dCOBHHUKOBATA CTPEJIKA, N1OKATO YCCTHTC, 4EC C
3dTCrHara.

He w3abpneaiiTe OyTaJlOTO HA CIIPUHLIOBKATA U3BbH
TAJIOTO M. AKO TOBA C€ CIY4YH, HE Npuiaramre
BaKCHUHAaTA.

HU3xBbpIsHE

Heu3non3paHusT lekapcTBeH NPOAYKT WK OTNAaAbYHHUTE MATEPHAJIU OT HEro TpsOBa aa ce
H3XBbPJIAT B CbOTBETCTBHE C MECTHUTE U3UCKBAHUS.

7. IIpuTexkaren Ha pa3pemieHneTo 3a ynorpeba

GlaxoSmithKline Biologicals
rue de I'Institut 89

1330 Rixensart, benrus




8. Homep(a) na pazpemennero 3a ynorpeda

Per. Ne 9800109
9, JlaTa HAa WBPBO pa3lpeniapanHe/NMOAHOBABAHE HA pa3pelleHHETO 3a ynoTpeda
JlaTa Ha mbpRO pazpeinapane: 17 anpun 1993 r.

JlaTta Ha nocaeaHo noaHoeapane: 16 maii 2008 r.

10. /lata Ha akTyaqIH3IHpaHe HA TEKCTA
04/2023
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