MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Twinrix Adult HHXEKIIOHHA CYCIIEH3H B IPEIBAPUTENTHO HAITBJIHEHA CIIPUHIIOBKA
AncopOupaHa BakCHHA cpelly XenaTuT A (MHakTuBupaHa) u xenatut B (p-HK)
(Hepatitis A (inactivated) and hepatitis B (rDNA) (HAB) vaccine (adsorbed))

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

1 mo3a (1 ml) ceabpka:

Xenatut A Bupyc (unaktusupan) (Hepatitis A virus (inactivated ) ' 720 ELISA Units
Xenatut B nosspxHocteH anturel (Hepatitis B surface antigen) >* 20 MuKporpama

Tpoussenen Bbpxy vosemku quruiongau (MRC-5) kinetku

2AncopOupaH BbpXY alyMHHHEB XUAPOKCHU]I, XMIPATUPAH 0,05 munurpama Al**
[pousBeieH B IpOXkKIEBH KIETKHU (Saccharomyces cerevisiae) no pexomounantaa JIHK texnonorus.
*AncopbupaHn BEpXy anyMuHHeEB (ocdar 0,4 mumurpama Al

Bakcunara Moke 11a ChIbpIKa CISAN OT HEOMMIIMH, KOWTO C€ M3TI0JI3Ba 110 BpeMe Ha
MIPOU3BOCTBEHUS Tpoliec (Bxk. Touka 4.3).

3a IIBJIHUA CHOUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

MHxeKnmoHHa CycleH3usl.
MpbTHa, Os51a CyCIIeH3HUSsI.

4. KJIUMHNYHU JAHHU
4.1 TepaneBTHYHHU MOKA3ZAHUS

Twinrix Adult e moka3zan 3a IpuJIOKEHUE IPU HEMMYHHH BBb3PAaCTHU U FOHOIIM HA U Hax 16 roauHwy,
KOHTO Ca M3JI0KEHH Ha PUCK OT XeNaTuT A u xernatut B nndexunn.

4.2 Jlo3upoOBKa M HAYMH HA NPUJIOKEHHE

Jlo3upoBka

- [oza

3a BB3pacTHH ¥ FOHOIW Ha 1 HaJ 16 ToauHu ce nmpenophuBa go3a ot 1,0 ml.

- Cxema Ha ObPBHUYHA BAKCHHAIIMA

CrannapTHUST Kypc Ha TbpBUYHA BakcHHaus ¢ Twinrix Adult ce cbcTOM OT TpH A03H, KaTO MBpBaTa
ce npuiara Ha u30paHa jaTa, BTOpara eJMH Mecell I0-KbCHO U TPETaTa, IeCT Mecela cie]] IbpBaTta
J03a.

[Tpu BB3pacTHY MPY U3KITFOUUTEIHU YCIOBUS, KOTATO CE MPEABIKIA MbTYBaHE B PAMKUTE HA ENH
MecCeI] MJTH TTOBEYE CJIe]] HAYaJIOTO Ha BAKCUHAIIMOHHHUS KypC, HO HsIMa JIOCTaThYHO BPEME 3a
3aBBPIIBAHETO HA CTaHaapTHaTa cxema 0, 1, 6 Mecel, Moxke Ja ObJie U3I0JI3BaHa CXEMa, ChCTOSAIIA Ce
OT TPH JO3W BaKCHHA, IPUIOKEHH WHTPaMYCKYJITHO, choTBeTHO Ha (), 7, 21 neH. B ciydaii, ge ce



M3II0JI3BA TA3H CXEMa, € MPETOPhYNTETHO IPUII0KEHUETO Ha YeTBHPTa A03a 12 Mecena ciiel] mppBara.

HpenoquBaHaTa cxXeMma TpSI6Ba Ja C€ CIia3Ba. BGI[H’B)K 3aro4HarT, KypChbT Ha I'bpBUYHA BAKCHUHAIINUA
Tp$16Ba Ja 6’[)}_'[6 3aBBPUICH CHC ChIllaTa BaAKCHUHA.

- Byctep no3a

[MoHacTosIIeM ca HATMYHY JJAHHU 32 JTBITOCPOYHOTO IMEPCUCTHPAHE HA aHTUTEIATa CIIe/l BAKCHHAITUS
¢ Twinrix Adult 3a meproxa mo 20 ronuaM ciex BakcuHAIMATA (BK. Touka S5.1). Usmepenure cien
I'bPBUYHYS BAKCUHAIIMOHEH KypC ¢ KOMOWHUpaHaTa BakCMHA TUTpU Ha aHTU-HBs u antu-HAV
aHTHUTEJIa ca CPABHUMHU C TE3HU CJIE]| IPUIOKESHUETO Ha MOHOBAJICHTHUTE BakcuHu. ETo 3amno, o
OTHOIIICHUE Ha OyCTep BaKCHHAIUATA MOXKeE Ja ObJie U3M0JI3BaH OMMUTHT C MOHOBAJICHTHUTE BAKCHUHHU.

Xemnatut B

He e ycranoBeHna HeoOxonumMocTTa OT OycTep /103a XenaTuT B BakcWHA IIpH 3[[paBH JIMIA, HA KOUTO €
MIPHUJIOKEH MTBJICH KypC Ha IMbPBUYHA BaKCHHAIM. BBIIpexu ToBa, HAKOW HACTOSIIN OQUIIHATHH
BaKCHHAIMOHHHU MPOTPaMH BKITIOYBAT MPENOpbHKa 3a Oycrep n03a xenatut B BakcuHa u Te TpsOBa 11a
OblIaT B3ETH I10]] BHUMAHUE.

3a HKOU TPYIIH JIUIA, TO/I0KeHN Ha puck oT xenatut B (HBV) Bupycha undexmus (Hamp.
MAIMEHTH Ha XeMOJIMAJIN3a K UMYHOKOMIIPOMEHTHPAHU MAIUCHTH ), TPSIOBa Jia ce 0OMHCITH
MIPIJIaTaHETO Ha MPEANa3Hi MEPKH 3a TOIIbpKaHe Ha MPOTEKTUBHO HUBO Ha aHTHTenaTa > 10 TU/L.

Xematut A

He e HambJIHO yCTaHOBEHO JaJIM IPYU UMYHOKOMITCTEHTHUTE JIUIA, KOUTO Ca U3Pa0OTUIN UMYHEH
OTTOBOD CJIe XeNaTUT A BaKCHHAIWSA, ITIe C€ HAJOKU IIPIIIOKEHIE Ha OycTep 03U, Thil KaTo
3aIMTaTa MpH JIMIICa Ha OTKPUBAEMH aHTHTEIa MOXKe Aa OB OCUTYpeHa OT UMYyHOJIOTHIHATA ITAMET.
IIpuntumiuTe 3a OycTep BaKCHHAIIMS C€ OCHOBABAT HA MPEATIONOKEHUETO, Ue 3a 3aIllnTa ca
HEOOXOIMMH aHTUTENA.

B ciyganTe, korato e He0oOX0IMMa peMMYHH3aLHs, KaKTO CPEIly XenaTtut B, Taka u cperry
XemnaTtut A, Moke fa 0bae npunoxer Twinrix Adult. OOpaTHO, npH JKIa, TIPH KOUTO IIPBUYHHST
BaKCHMHALIMOHEH Kypc € n3BbpiieH ¢ Twinrix Adult, moxe ga 0b1e npuinokeHa OycTep 103a ¢ HAKOS
OT MOHOBAJICHTHUTE BaKCHHHU.

Hauun Ha OPHUITOKCHUC

Twinrix Adult e npegHa3Ha4YeH 3a HHTPaMYCKYJIHO HH)KEKTHpaHe, 32 MPEANOYUTaHE B IEITOUTHHS
MYCKYJI

ITo m3KIIOUYeHME, BAKCHHATA MOYXKE J1a OBbJIe MPUIIOKEHA TIOIKOXKHO TIPH TAITUSHTH C
TPOMOOIIMTOTICHUS TN HAPYIIEHUS B KPbBOCHCUPBAHETO. T031 HAYMH HA PUIIOKECHHUE MOXKE J1a
JIOBEJIC IO HAMAJICH UMYHEH OTTOBOP KbM BaKCHHATa (BX. TOUka 4.4).

4.3 IIporuBomokazaHus

CBpBXUYYBCTBUTEITHOCT KbM aKTHBHHUTE BEIIECTBA WU KbM HAKOE OT TIOMOIIHUTE BEIIECTBA,
n30pOCHM B TOYKA 6.1, I HEOMMUIIHH.

CBpPBXYYBCTBUTEITHOCT CJIE TIPEIIICCTRBAIIO IPUJIaraHe Ha BAKCHHU CPEITy XEMaTUuT A W/ WiId
xenaTtut B.

[Tpunaranero Ha Twinrix Adult TpssOBa na ObJe OTIOKEHO MPH JIMLA, CTPAAAIIN OT OCTPH TEKKH
(heOpmTHH 32001 IBAHUA.



4.4 CroenuajJHU npexynpexIeHUust U NpeanasHu MepKHU NpH ynorpeoda

CuHKOM (MPUNaIbK) MOXKE J]a HACTHIIH CJIE] WX JIOPH NPEIU BCSIKA BAKCHHAIIHSI, 0COOCHO TPU
FOHOIIHU, KaTO MICUXOT€HHA PEaKUs KbM UHXCEKTUPAHETO ¢ uria. Tol Moxe J1a ce ChIIPOBOXKIa OT
HSKOJIKO HEBPOJIOTUYHU MPU3HAKA KATO MPEXOJAHO CMYIIEHUE HA 3PEHUETO, TapecTe3usl U TOHUYHO-
KIIOHUYHH JIBIDKEHUS Ha KpAaWHUITUTE TI0 BpeMe Ha BH3CTaHOBSBAHETO. BaxkHO € 1a ca HaimuIe
MIPOIIeTypH 32 H30sTBaHE HAa HapaHsIBaHE BCICACTBUE HA MPUTIAIBIUTE.

BB3M0oxHO € 10 BpeMe Ha BaKCHHALMATA MAIIMEHTHTE J1a ca B MHKYOallMOHEeH NepUO] Ha XenaTuT A
win xenatuT B nngexnus. He e yctanoseno fganu B Te3u cirydan Twinrix Adult me npegotBpaTtu
XemnaTuT A u xenaTtut B.

Bakcunara He npezmaspa ot HHGOEKIUs, IPHYMHEHA OT APYTH areHTH KaTo BUpycute Ha xenatut C u
xenatut E, u Ipyru maToreHu, KOUTo HHPEKTUPAT YepHUS APOO.

He ce npenoprusa npunoxkenne Ha Twinrix Adult 3a moctekcno3uuonHa mpoduIakThKa (Harmp.
yOOXIaHe C Uria).

Bakcunara He e mpoydYBaHa IMpH MalMeHTH ¢ yBpeAeH uMyHnTeT. [Ipu manueHTn Ha XeMoInanm3a u
JUIIA ¢ yBpeAeHa UMyHHA CHCTEMa MOXe JIa He ObJIaT JOCTUTHATH aIeKBaTHUA TUTPHU HA aHTH-HBs n
antu-HAV antutenara cien Kypca Ha mbpBUYHA UMyHHU3arus. [Ipy TakuBa maneHTH MOXKe J1a ce
HAJIOXKU MPWIOKEHHUE HA JOIMBIHUTEIHU TO3U BAaKCHHA.

VCTaHOBEHO €, e 3aTIbCTABaHeTo (onpeaeneno kato BMI > 30 kg/m?) namanssa MMyHHHUS OTTOBOP
KbM XETaTUT A BAKCHHUTE. Y CTAHOBEHO €, Y€ MMYHHHUSAT OTTOBOP KbM XETaTHT B BAaKCHHUTE MOXKeE Ja
0bae HaMajeH oT penuia dhakTopu. Te3u GpakTopu BKIIOYBAT MO-HAIIPEIHAIA BH3PACT, MBXKKH IT0JT,
3aTIbCTSABAHE, TFOTIOHOITYIIICHE, HAYHH Ha MPUIIOKECHUE W HAKOU XPOHUYHU ChITHTCTBAIIN
3aboinsBanus. TpsOBa 1a ce 00CHaM U3BHPINBAHE HA CEPOJIOTMYHO U3CIICIBAHE TIPU TAKUBA JIUIA, TTPH
KOUTO € HAJIUIIC PUCK JIa HE Ce TIOCTUTHE CEPONPOTEKIUs ciie]l TbiaHus Kypc ¢ Twinrix Adult. Tpsosa
Jla ce Ma TIPEJIBU/I TPUIIOKEHUETO Ha JIOIBIHUTEITHH JI03H 3a JIvia 0e3 WU ¢ 1o-cliad UMyHEeH
OTrOBOP Clie]l BAKCHHAITMOHHHS KyPC.

Kakro IIpy BCUYKH MHKCKIIMOHHHU BAaKCUHU, BUHAlr Tpﬂ6Ba Ja UMa TOTOBHOCT 3a IpujiaraHe Ha
IOoAXOOA1I0 JICUCHUC B cnyqaﬁ Ha pgaKa aHa(i)I/IHaKTI/I‘IHa peaKknus CICa NpUI0KCHNUE HAa BAKCHUHATA.

Tl KaTO MHTPAAEPMATHOTO HHXEKTHPAHE WM HHTPAMYCKYJTHOTO MPUIOKEHNUE B TITyTEATHUS
MYCKYJI MOTaT Jia I0OBeJaT A0 MO-HUCHK OT ONTUMAaTHUSA OTTOBOP KbM BaKCHHATA, Te3M HAYWHH Ha
NpUIIoKeHUe TpsIOBa fa ce n3osreat. Odaue, no uskmouenne Twinrix Adult Moxxe 1a ce TpUIIOKU
HOAKO)KHO TP MAMEHTH C TPOMOOIMTONICHNUS WM ¢ HAPYIICHHS B KPBBOCHCUPBAHETO, THi KaTo MpH
TSAX MOXKE J]a c€ TIOSIBH KbPBEHE CJIe]l MHTPaAMYCKYITHO PIIIOKeHHE (BXK. ToUKa 4.2).

[Tpu HukakBu obcrosiTenctea Twinrix Adult He TpsiOBa fa ce npuiara BBTPECHI0BO.

Kakro n IIpy BCUYKH BAKCHUHH, 3allIUTCH UMYHCH OTTOBOP MOKE /1a HC 6’LI[C IMOCTUTHAT P BCUYKU
BaKCHHHPAHU.

Ta3u BakcuHa ChIbpKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.e. MOXKE Ja ce Kaxe, 4e
IIPAaKTUYECKU HE ChIbPKa HATPUH.

IIpocnenumoct
3a fa ce moo0pH MPOCIEIUMOCTTa Ha OMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO M MAPTHIHUAT

HOMEp Ha MPIJIOKEHUS MPOIYKT TPSIOBA SCHO J1a CE 3aIMCBarT.



4.5 B3aumopeiicTBHe ¢ APYTH JeKAPCTBEHU NMPOAYKTH U APYru opmMu Ha
B3auMo/eiicTBUe

Hsma nannu 3a eqHOBpeMeHHO npuiioxenue Ha Twinrix Adult cbe cnenuduyen xenatut A wiu
xernaTuT B umyHornoOyiuH. Obaue, He € HaOMoJaBaHO MOBIUSIBAHE HA CEPOKOHBEPCHUTA TIPU
€IHOBPEMEHHO MPUIOKEHNE HAa MOHOBAJICHTHA XeMaTUT A U XenaTUT B BakcuHU cbC crieninuIHn
UMYHOTJIOOYJIMHH, MaKap 4e TOBa MOXKE J1a ZIOBeJIe JI0 MTO-HUCKU TUTPH Ha aHTUTENATA.

Makap 4e, eTHOBPEMEHHOTO NpmiioskeHne Ha Twinrix Adult ¢ pyru BakCHHA HE € CHCIUGUIHO
MPOYYBaHO, OYAKBA CE, Ue aKO CE€ M3MOJI3BAT Pa3JIMYHU CIPUHIIOBKH U Pa3IMYHU WHKCKIIMOHHU MECTa,
HsIMA J1a Ce OCHILECTBH B3aUMO/ICHCTBHE.

Mosxe na ce ouakBa, ue TIpH MalueHTH Ha UMYHOCYIIPECUBHO JICUCHHUE WJIH TIPU TTAITUEHTH C IMYHEH
neduImT, MOJKE J1a He ce TIOCTUTHE aJeKBaTCH OTIOBOD.

4.6 @epTUINTET, OPEMEHHOCT U KbpMeHe

Bbpemennoct

EdexrsT Ha Twinrix Adult BbpXy eMOpHogeTaTHOTO, EPUHATATHOTO U TOCTHATAITHOTO
NPESKUBSIBAHE U Pa3BUTHUE € OIICHEH IPH IUTbX0BE. ToBa MpoyyBaHe HE ITOKa3Ba MPEKH WM HETIPEKH
BpEIHU BB3ICHCTBUSA BHPXY GEPTHIINTETA, OPEMEHHOCTTA, EMOPHOHATHOTO/()ETATHOTO Pa3BUTHE,
PaXTaHETO WM IOCTHATATHOTO Pa3BHUTHE.

Edexrsr Ha Twinrix Adult BbpXy eMOpHodeTaaIHoTO, NEPUHATATHOTO U TOCTHATATHOTO
NpeXUBSBAaHE U PA3BUTHE HE € OLICHSIBAH MPOCIIEKTUBHO B KIMHUYHH U3MUTBAHUSL.

JaHHuTe OT pe3ynTaTtuTe [Py OrpaHUYeH Opoli BaKCHHUPAaHU OPEMEHHH JKEHH HE ITOKa3BaT HEXKENaH!
edpextn Ha Twinrix Adult Bbpxy OpeMeHHOCTTa MM BBPXY 3APaBETO Ha eTyca/HOBOPOJIEHOTO JICTE.
Bwnpexu ue, He ce 0uyakBa peKOMOMHAHTHHS MOBEPXHOCTEH aHTUICH Ha BUpYyca Ha XenmatuT B na nma
HeXXellaHu epeKTH BbpXy OpEMEHHOCTTa WK (eTyca, MPEenopbyuBa ce BaKCHHALUTA 1a Obje
OTJIOKEHA 3a Clie]] paKAaHETO, OCBEH aKo MMa CIeIIHa HeOOXOJUMOCT OT 3aIlMTa Ha MaiiKkaTa cpely
xenatuT B mHb ek,

Kopmene

He e ycranoBeno nanu Twinrix Adult ce ekckpeTupa B 40BEIIKOTO MiIsiko. Exckperusara Ha Twinrix
Adult B MsIKOTO HE € TpoyUBaHa MpHu KUBOTHU. [Ipu B3eMaHe Ha pelieHue, Aalu Ja ce
MPOIBJIKH/TIPEYCTAHOBU KbPMEHETO WITH JIa C€ MPOIB/DKU/TIPEYCTAHOBH MPHUIOKEHHETO Ha Twinrix
Adult, TpssOBa 1a ce ©Ma IpeaBHU I [10J13aTa OT KbPMEHETO 3a JCTETO M I10J13aTa OT MPHUIIOKEHHUETO Ha
Twinrix Adult 3a xxenara.

4.7 EdexTu BbpXy cniocodHOCTTa 32 moupaHe U padoTa ¢ MAIIUHA

Twinrix Adult He TOBNHUsABA WU OBJIHSIBA MPEHEOPEIKUMO CITOCOOHOCTTA 3a MIO(UpPaHEe WK PadoTa C
MaIlIHHH.

4.8 Hexenanu JeKapCTBEHH PeaKIHHU
Pe3iome Ha mpodusia Ha 6e30MaCHOCT

[pencraBeHusT O-10Ty IPOQHIT Ha OE30IACHOCT € Bh3 OCHOBA Ha COOpEH aHaM3 Ha CHOUTHS 32 71032
npu Hag 6 000 numa, momyunnu win ctangaptaata 0, 1 u 6 mecer; cxema (n=5 683) nnu yckopenara 0,
7 u 21 nen cxema (n=320) Ha BakcuHanus. Hail-dyecto cho0IIaBaHUTE HEXKETAHU PEAKIIVH CIIET
npuiokenue Ha Twinrix Adult o cranmaptHaTta cxema Ha 0, 1, 6 Mecer| ca Ooika U 3a4epBsBaHe,
HACTBIIBAIId B YECTOTA Ha J103a, ChoTBeTHO 37,6% 1 17,0%.



IIpu aBeTE KIMHUYHM MTpoyIBaHUs, mpu kouto Twinrix Adult e mpunoxkern va 0, 7 u 21 nen
000011IeHITE TPOBOKUPAHH OOIIH CUMIITOMH H JIOKATHUTE CHMIITOMH Ca ChOOIIaBaHH B CHITUTE
TPYIH 110 YECTOTa KaTo u3dpoeHute no-gony. Cien npuiiokeHre Ha YeTBbPTA /1032 Ha Mecel] 12-Ti
YeCTOTaTa Ha CHCTEMHUTE U JIOKAJTHH HEKeJIaHW JICKApCTBEHU PEaKIUy € CPaBHUMA C Ta3H,
HaOJIr0aBaHa ciiel BakcuHaiusgTa Ha 0, 7 u 21 new.

B cpaBHUTENTHH IPOYYBaHUS € OTOENSA3aHO, Ye YeCTOTaTa Ha OUaKBAHUTE HEXEIIAHU PEAKIIUH CIIe]]
npuinoxenue Ha Twinrix Adult He ce pa3nnyaBa OT YyecTOTaTa Ha OYaKBAHUTE HEXKEIAHU PEAKIIMU
CJIe]T IPUIIOKECHUE HA MOHOBAJICHTHUTE BaKCUHH.

TabdauveH CIUCHK HA HeKeJIAHUTE Peakuuu

Ilo gecToTa HEXXETAHUTE PpCaKkium ca C'b06H_IeHI/I KaTo:

MHoro 4yecTu: >1/10

Yecru: >1/100 mo < 1/10
Heuyectu: >1/1 000 go < 1/100
Penxu: >1/10 000 no < 1/1 000

MHoro penku: < 1/10 000

XpaHEHETO

CucreMo-opraseH kJjac | YecroTa | Hesxenanu peakuuu

KinHUYHY M3NMTBAHUSA

WNndexnum u nndecranuu Heuectn Wndexnus Ha rOpHATE JUXaTETHN
IbTUIIA

Hapyiienus Ha KpbBTa ¥ auMQHAaTa Penxu JlumbaneHonarus

CHUCTEMA

Hapymenns Ha MeTabonusma u Penxu 3ary0a Ha ameTut

Hapyuienust Ha HepBHATa cucTemMa Mmuoro gectn | ['maBo6ome

Heuectn 3amaiiBaHe

Penku Xumnoecresusl, apecTe3uu
Cb0BU HapyIICHUS Penku XunotoHust
CromainrHo-4peBHU HapyIIEHUS Yectn CromainrHo-4YpeBHU CUMITTOMH,

JIuapus, racHe

Heuectn [ToBpbuiane, kopemHa Oojka *
Hapymenns Ha Ko)kaTa 1 TOJIKO)KHATA Penku OO0puB, IPypUTYC
ThKaH MHoro peaku | Yprukapus
Hapymenns Ha MycKyJIHO-CKeJIeTHaTa Heuectn Mpuanrus
CHUCTEMA U ChEeIMHUTEIHATA ThKaH Penku Aprtpainrus

OO0y HapymieHUs 1 e)eKTH Ha
MSICTOTO Ha PUIIOKEHHUE

MpHoro gectu

Bonka n 3auepBsiBaHe Ha MSICTOTO Ha
WHXEKTHpPaHe, yMopa

Yectu

[NomyBaHe Ha MACTOTO Ha
WHXXCKTUPAHE, PEaKI[Ui Ha MACTOTO Ha
WHXEKTHpaHe (KaTo XeMaToM,
MIPYpPUTYC 1 00pa3yBaHe Ha CHHUHU),
HEpasIoJIOKECHUE

Heuectn

[oBumena remmeparypa (>37,5°C)

Penkn

I'punonogo6HO 3a00s1Bane, CTyJICHN
TPBIKU

HOCTMapKeTl/IHFOBO Ha0JII01eHne

CremauTe HEXETIAaHU JICKAPCTBEHH PEAKIMK Ca ChOOIaBaH! WA TpH Twinrix, WiId IpH
MoHOBaJieHTHUTE BakciHM Ha GlaxoSmithKline cpemy xenatut A u xenarut B:

Wndexnyu u nndecranuu

Meuunrur




Hapymenus Ha kpbBTa 1 TUMQHATa TpomboruToneHus!, TPOMOOIIUTONICHHYHA Ty PITypa

cucremMa

Hapymenus Ha uMyHHaTa cucrema AHadunakcus, aJepriuyHu PEaKkilui, BKIFOUUTEITHO
aHa(WIAaKTOWIHY PEaKINK U TaKWBa, HAIIOAO00SBAIIN
cepymMmHa Ooirect

Hapymienus Ha HepBHaTa cUCTEMa Ennedanur, ennedanonaTvsi, HEBPUT, HEBPOTIATHS,
napaamn3a, KOHBYJICHU

Cpa0BH HapylIEHUS Backymut

Hapymenns Ha Ko)kaTa 1 TOJJKO)KHATA AHTHOHEBPOTHYEH OTOK, JTUXEH IUIaHyC, EpUTEMa

ThKaH Mystadopme

Hapymienus Ha MyCKyJIHO-CKeJIeTHATa ApTpuT, MyCcKyJTHa CITab0OCT

CUCTEMa U ChCMHHUTEIHATA ThKaH

OO6mm HapymeHns 1 eheKTH Ha Bonka B MACTOTO Ha HHXKXEKTHPAHE, BEAHATA CIIC]T

MSICTOTO Ha MIPHUIIOKECHHE TIpuJIarase

CHC,Z[ INUPOKOTO MPHUIOKCHNUEC HA MOHOBAJICHTHUTC XCIIATUT A u/vnu xematur B BaKCHHU,
AOI'BJIHUTCIIHO Ca AOKJIIaJIBAHU CICAHUTC HCKCIIAHU PCAKI[UH, CBbP3aHU BB BPCMCTO C
BaKCHHaIWsATAa:

Hapymienus Ha HepBHaTa crcTeMa MHoXecTBeHa CKIIep0o3a, MUCIIUT, apalin3a Ha JTHICBHS
HEPB, MOJUHEBPUT KaTo cuuapoM Ha Guillain-Barré (c
aCIIeHJICHTHA MapaJin3a), HEBPUT Ha OYHUS HEPB

OO HapyuieHus ¥ epeKTH Ha YyBCTBO Ha MapeHe U CMBACHE

MSICTOTO Ha IPUIIOKEHHE

W3zcnensanus OTKIIOHEHUS B YePHOAPOOHUTE (QYHKIIMOHATHH
HIOKa3aTesu

* OTHACs CC IO HEXXEIaHM JICKAPCTBCHU PCaKIUH, HaGHIOZ[aBaHI/I IIpU KIIMHUYHU I[IPOYyYBaHMA,
OpOBCACHU ChC ChCTaBA HAa BAKCUHATA 34 yrIOTpe6a B rIicguaTpudTa

Cno01aBane Ha OJO3UPAHU HEXKEJAHW PEAKIIUH

CpoOmaBaHeTo Ha TOI03UPAHH HEXKEJIAaHN PEaKIUH CIIe]] pa3penaBaHe 3a ynorpeda Ha JeKapCTBEHUS
HPOIYKT € BayKHO. ToBa MO3BOJISIBA 1a IPOABIDKN HAOIIOICHUETO Ha CHOTHOLIEHHETO TT0JI13a/PUCK 32
JEKapCTBEHUS MPOIYKT. OT MEIUIMHCKUTE CIIEIIHAINCTH C€ M3MCKBA 1a ChOOIIaBaT BCAKA
N0J03MpaHa HeXellaHa Peakiysl Ype3 HalMOHAIHA CHCTEMa 3a ChOOIaBaHe, TIOCOYEHA B
[Ipunoxxenue V.

4.9 Ilpeno3upane

Crnyuyau Ha npeo3upaHe ca ChOOIIEHHU IPU ITOCTMAPKETHHTOBOTO HaOmroieHne. Hexenanure
JICKaPCTBEHHU PEaKIIMHU, ChOOIaBaHu CJIe peJo3rpaHe ca MoJ00HU Ha Te3H, ChOOIIaBaHH ITPH
00MYaifHOTO MPUJIOKEHHE Ha BAKCUHATA.

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 dapmakoguHAMHYHH CBOMCTBA
®apmMakoTepaneBTHYHA Tpymna: XenatutHU Bakcuau, ATC xox: JO7BC20

Twinrix Adult e komOuHUpaHa BakcuHa, GOpPMYJIMpaHa Ype3 CMECBAHE HA MPEYUCTEH, MHAKTUBUPAH
xernatut A (HA) Bupyc u npeuncTeH NOBbPXHOCTEH aHTUTEH Ha BUpyca Ha xernaTuT B (HBsAg),
aIcOpOMpPaHy MOOTAEITHO BbPXY ATyMUHUEB XUIIPOKCH] 1 anyMuHueB pocdar. Bupycht Ha
XemaTuT A € Mpon3BeieH BbpXy doBemkn aurutoniau knetku MRCs. HBsAg e mpousseneH ot
HOJIyY€HH 110 TeHHOMHXECHEPEH IIbT JPOKIECBU KIETKH, Ype3 KyJITHBUPAHE B CEJIEKTUBHA CpeJa.

Twinrix Adult ocurypsia umynutet cpemry HAV u HBVundexunu upes unnyunupase Ha
cneruduunu antu-HAV u antu-HBs anTuTena.



3amuTara cpenry XenatuT A u xenaTut B ce m3rpaxna B pamkure Ha 2 - 4 ceamunu. [1o Bpeme Ha
KJIMHAYHUTE U3MUTBAHUS, CIEIU(DUIHN XyMOPAIHU aHTHTENa CPelly XenaTHT A ca OWIn yCTaHOBEHU
npu npuban3uTenHo 94% oT Bb3pacTHUTE JIMLA €AUH Mecel] ciiel] mbpBaTta qo3a u npu 100% exuH
Mecell ciiel TpeTara qo3a (T.e. Ha Mecer] 7). CrieruduyHr XyMOpaaTHU aHTHTEeNIa CPeIry XenaTuT B ca
omnm ycraHoBenu nipu 70% OT BaKCHHUPAHWTE BB3PACTHH CJIe/I TbpBaTa /1032 U MpH 0Koyio 99% cnen
TperaTa 103a.

Cxemara 3a mbpBUYHa UMyHM3anus 0, 7, 21 1eH ¢ 4eTBbpTa 1032 Ha Mecell 12 ce mpuiara npu
BB3PACTHH JIMLA TIPH W3KIFOUYNTEITHH 00CTOATENICTBA. B €1HO KITMHUYHO M3MUTBaHE, IPH KOETO
Twinrix Adult e npunoxen mo Tazu cxema, 82% u 85% ot BakcuHUpaHUTE ca n3paboTmwnu antu-HBV
aHTHUTEJA B CEPOITPOTEKTUBHHU TUTPH CHOTBETHO Ha 1-Ba M 5-Ta ceIMUITU clie/ TperaTa /1o3a (T.e. Ha
Mecer] 1 1 2 crex HawaimHaTa 703a BakcnHa). HUBOTO Ha ceporpoTeKius cpelry xenaTtut B ce e
noBUIIMIO 10 95,1% B paMKuTe Ha TPU MECEIa clie]] TbpBaTa J03a.

HuBara Ha cepono3uTHBHOCT 10 OTHOIICHHE Ha aHTU-HAV anTutenara ca ouwmu 100%, 99,5% u
100% croTBeTHO Ha Mecerl 1, 2 u 3 ciaea HayalHaTa 1034.

Enue mecer cien 4eTBbpTaTa 1032, PU BCHYKHA BAKCHHUPAHU Ca JIOKa3aHU CEPONPOTEKTUBHU HUBA
Ha aHTU-HBs anTuTena. OcBeH TOBa BaKCHHUPAHUTE ca OWIIN CepPOITO3UTHBHHM 32 aHTH-HAV
aHTHTEIIA.

B enHO KIMHUYHO MPOyYBaHe, MPOBEACHO MPHU JIMIA Ha Bb3pacT Haa 40 ToAMHU ca CpaBHSIBaHU
HUBOTO Ha CEPOIMO3UTHBHOCT Ha aHTH-HAV aHTHTENaTa, KakTO ¥ HUBOTO HA CEPOIIPOTEKINS CPEITY
xenatut B cnen npunoxkenne Ha Twinrix Adult mo cxemara 0, 1, 6 Mecernu ¢ HUBara Ha
CEPOMO3UTHBHOCT U CEPONPOTEKIIHSA CJIe] MPUI0KEHNE HA MOHOBAJICHTHUTE BAKCHHU CPEIIly XeTaTUT
A 1 B, npuiioxxeH# B POTUBOIOJIOKHHUTE PhIIE.

HuBoTo Ha ceponpoTexnus cpenry xenatut B ciex npunoxxenue Ha Twinrix Adult e 92% u 56%
CcHOTBETHO Ha Mecenu 7 u 48, cpemry 80% u 43% cien mpuioKEeHUETO Ha MOHOBAJIEHTHATA XemaTuT B
BakcuHa oT 20ug Ha GlaxoSmithKline Biologicals, 1 71% u 31% cnen npunoxeHneTo Ha Apyra
paspemieHa 3a ynorpeba MoHOBasleHTHa XenlaTuT B BakcuHa oT 10pg. C yBenn4yaBaHeTo Ha Bh3pacTTa
Y Ha WHJEKCa TeJeCHa Maca KOHIIEHTpalluuTe Ha aHTu-HBs aHTHTENaTa HAMaNABAaT; YCTAHOBEHHM Ca U
IMMO-HUCKHU KOHIUCHTPALUHN ITPU MBIKETC B CPABHCHUEC C JKCHUTC.

HuBoto Ha ceporno3uTuBHOCT 3a aHTU-HAV anTHTenara cien npuioxenue Ha Twinrix Adult e 97%
Ha 7-us u Ha 48-us mecen cpeury 99% u 93% cien npuIIoKEHUETO HA MOHOBAJIEHTHATA XEMAaTUT A
BakcuHa Ha GlaxoSmithKline Biologicals u 99%, u 97% cnen npunoxeHrueTo Ha Apyra pas3pelieHa 3a
ynorpeba MOHOBAJIGHTHA XEeTIaTUT A BaKCHHA.

Jlumara ca moxy4niau eHa JOMBIHUTETHA 71032 OT ChinaTa(ute) BakcuHa(1) 48 Mecera ciell rbpBaTa
J103a OT TbPBUYHHA BaKCUHALIMOHEH Kypc. EquH mMecen cien tasu 1o3a 95% ot nunara, BAKCHHUPaHU
¢ Twinrix Adult, gocTurar cepornpoTekTuBHU HUBa Ha aHTU-HBV antutenara (> 10 mIU/ml).

B nBe npArocpoyHu KIMHWYHY IPOYYBAHU, IPOBEACHH TP Bh3PAaCTHU Ha BB3pacT oT 17 110

43 roaunu, cbOTBETHO 18 1 25 nuua ca uMaau KOHTPOJIHU TecToBe 20 rOANHU ciie] MbpBUYHATA
BakcuHauus ¢ Twinrix Adult; HuBata Ha anTH-HAV ceponoszutuBHOCT ca 6unn cpoTBeTHO 100% 1
96%, a HuBaTta Ha anTH-HBSs ceponporeknus, ca 6mmm cboTBeTHO 94% 1 92%.

5.2 ®apmMakOKMHETHYHH CBOMCTBA

3a BakCMHHTE HE € He00X0IUMO OMpeessiHe Ha (PapMaKOKUHETUYHUTE CBOHCTBA.

5.3 IlpenkJMHUYHM JAHHU 32 0€30MACHOCT

HexnuauuHuTe JaHHU HE MMOKa3BaT 0coOEH PHUCK 3a Xopa Ha 0a3aTa Ha KOHBEHIIMOHATHUTE
MpOoy4YBaHuUs 3a 6€30MaCHOCT.



6. ODAPMAIIEBTUYHHU JAHHU
6.1 CHoucbk Ha IOMOIIHHUTE BelIeCTBA

Hatrpues xnopuna
Bona 3a nmkexmn

3a aJr0BaHTUTE BIDKTE TOUKA 2.
6.2 HecnrBMecTHMOCTH

[Ipu nunca Ha IpoyYBaHUS 3a HECHBMECTUMOCTH TO3H JIEKAPCTBEH MPOAYKT He TpsiOBa Jla ce cMecBa ¢
JIPYTH JEKapCTBEHH MPOTYKTH.

6.3 Cpox Ha roaHOCT

3 roauHHU.

6.4 CroenuajJHU yCJI0BHUSI HA ChbXPaHEHHUE

Ja ce cpxpansBa B xnaqmmHUK (2 °C — 8 °C).

a He ce 3ampa3siBa.

Ja ce cpxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 32 J1a CE MPE/IIa3h OT CBETIHHA.
6.5 Bwuau cbabpikaHue Ha ONMTAKOBKATA

1 ml cycrieH3us B ipeIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA (CTHKIIO TUM I) ¢ ri1aBa Ha OyTanoTo
(byTnnosa rymMa) ¥ TyMeHa Karavka Ha BbpXa Ha CIIPHHIIOBKATA.

Kanaukara Ha BbpXa M T'yMCHAaTa IjiaBa Ha 6yTaIIOTO Ha Ip€aABapUTCIHO HAITbJIHCHATA CIIPUHIIOBKA Ca
IMPOU3BCACHU CbC CUHTCTHUYHA I'yMa.

OmaxkoBku 110 1, 10 u 25, cbe vt 6€3 UrIIn.
He Bcuuku BUOBE ONaKoBKH MOrar a ObAaT MyCHATH Ha masapa.
6.6 CrnenuajaHu nNpeanasHu MepKHU NP U3XBbPJIsiHE H padoTa

[To BpeMe Ha chXpaHEHHETO MOJXKE Ja ce 00pa3yBa (uHa, Osla yTalika U mpo3paycH, Oe3I[BETCH
CYIICpHATAHT.

Baxkcunara Tpi[6Ba Ja C€ peCycCIlicHAUpa npeaunu yHOTpe6a. CJ'Ie}:[ KaTO CC peCyClieHarupa, BAaKCHUHATAa MIC
n3rjiexaa CAHOpoaAHa, MbTHA, 0s171a Ha BHU .

Pecycrlell)mpaﬂe Ha BaKCHMHaTa, 3a nmoJy4yaBaHe Ha €AHOpPOJHAa, MbTHA, 0s11a CyCnieH3usl

Baxcunara Tps6Ba a ce pecycrieHAnpa cleABaliKi CTHIKUTE MO-T0ITy.
1. IpBKTe COpUHIIOBKATA C BbPXA Harope, CTUCKAMKH 51 B FOMPYKa CH.
2. Pa3kiiaTere cipuHIIOBKATa KaTo s 00phILaTe HALOIy U HAarope.
3. IloBTOpETE TOBA NEHCTBHE EHEPIUYHO HAal-MaJIKO 3a 15 cekyHau.
4. Pa3rnepmaiiTe BHUMATETHO BaKCHHATa OTHOBO:
a) Ako BakcHHAaTa M3TJIeX/a KaTo €AHOPOAHA, MbTHA, Osa CyCHEeH3Hs, TS € TOTOBa 3a
ynotpeba — He TpsaOBa Jja e OucTpa Ha BUI.
0) Ao BakCHMHATa Bc€ OlIEe HE M3IMJIEXKIa KaTo €IHOPOJHA, MBTHA, Osia CyCHEeH3Us —



0OpBIMaiiTe 1 OTHOBO HAJONY M Harope Hal-Majako omie 15 ceKyHmm — clieq ToBa s
pasrienaiTe BHUMATEIHO OTHOBO.

[Ipenu npunoxeHre BakcHHATa TPSOBA Jla CE Orjie/la BU3yallHO 32 HAIMYUETO HA UyXIU YaCTUIU
W/WH TIPOMEHH BHB BHHIIHUSA BUA. B cirydaif, ue 3a0emexuTe HAKOS OT Te3W MPOMEHH, He

M3II0JI3BaliTe BAKCHHATA.

Vkazanus 3a OpEABAPUTCIHO HAITBJIHCHATA CITPUHIIOBKA CJIC PECYCIICHAMPAHC

JIyep-noxk amanTop
‘ XBaHeTe CIPUHLIOBKATA 32 TSJIOTO, a He 3a OyTaJoTo.

OTBHHTETE KanmaykaTa Ha CIPUHIIOBKATA, KATO 5
3aBBPTUTE B NIOCOKA, 0OpaTHA Ha YaCOBHUKOBATA
CTpeJIKa.

Byrano

Tamno
Karmauka

3a 71a MPUKPENUTE Urjiata KbM CIPUHIIOBKATA,
ChEMHETE KOHEKTOPA Ha Urjiara ¢ JIyep-JOK afantopa u
3aBBPTETE YSTBBPT 00OPOT O TTOCOKA Ha
YaCOBHHMKOBATA CTPEJIKA, IOKATO YCETUTE, Ue €
3aTerHaTa.

: He uzgpprnBaiiTe 0yTanoTo Ha CIPUHIIOBKATA U3BHH
e Tou TSJIOTO M. AKO TOBa C€ CIIydH, HE TIpHujaranTe
' BaKCHHATa.

H3xBBpasiHe
Hewnsnom3BaHusT NeKapCTBEH MPOIYKT WU OTHAABYHUTE MaTePHAII OT HEro TPsiOBa Ja ce U3XBBPIIAT

B CHbOTBCTCTBUC C MCCTHUTC U3MCKBaHM.

7. HPUTEXKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals s.a.
rue de 1'Institut 89
B-1330 Rixensart, bearus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/96/020/001
EU/1/96/020/002
EU/1/96/020/003
EU/1/96/020/007
EU/1/96/020/008
EU/1/96/020/009

10



9. JATA HA II'bPBO PAZPEIIABAHE/ITIOJJHOBABAHE HA PASPEIIEHUETO
3A YIIOTPEBA

[ata Ha epBO pazpemanane: 20 centemBpu 1996
JaTa Ha mocnexno nogHoBsiBane: 28 aBryct 2006

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[TonpoOHa uHoOpMalKs 3a TO3M JEKapCTBEH MPOAYKT € MPeIocTaBeHa Ha yeOcaiiTa Ha EBporneiickara
areHIIys 10 jiekapcTraTa http://www.ema.europa.eu.
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MNPUJIOKEHUE 11
MHNPOU3BOJUTEJ HA BUOJIOT'NYHO AKTUBHUTE BEHIECTBA 1
MHNPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA
IHAPTU N

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIHOTPEBA

APYI'U YCJIIOBUA N U3BNCKBAHUSA HA PASPEIIIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OTPAHUYEHNUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. NPOU3BOIUTEJ HA BUOJIOI'NMYHO AKTUBHUTE BEHIECTBA U
MMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOX/JIABAHE HA ITAPTUIHN

Hme n aapeC Ha MPOU3BOAMTCIIA HA OMOJIOTUYHO AKTHBHUTE BCIICCTBA

GlaxoSmithKline Biologicals s.a.
Parc de la Noire Epine

Avenue Fleming 20

1300 Wavre

benrus

Hme u agpec Ha TPOM3BOIUTENS, OTTOBOPEH 32 OCBOOOXKIaBaHE HA MAPTHINTE

GlaxoSmithKline Biologicals s.a.

Rue de I’'Institut 89,

1330 Rixensart

benrus

b. YCJIOBUSA WIN OTPAHUYEHUSA 3A TOCTABKA U YIIOTPEBA
JlexkapCTBEHHUAT MPOIYKT C€ OTITYCKa I10 JIEKAPCKO IMPEIIHUCaHHe.

o O¢uuuanHo ocBodokIaBaHe HA MAPTUAHU

Coraacno wi. 114 ot Aupexrusa 2001/83/EO oduumanHoTO 0cBOOOKAaBaHE HA MAPTUANTE CE
M3BBPLIBA OT AbPKaBHA J1a00PaTOPHsI WK JIAOOPATOPHs, ONpeAesicHa 3a Ta3u Lel.

B. JPYI' YCJIOBUSA U U3NCKBAHUSA HA PASPEHLIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJu3npanu aokjaaau 3a 6ezonacuoct (IIAIB)

M3uckpanusaTa 3a nonaBane Ha [TIAJIb 3a To3u JJeKapCTBEH MPOAYKT ca MMOCOUYEHHU B CITUCHKA C
pedepentaute natu Ha EBponetickus c¢bio3 (EURD cruchk), npeasuzacH B wi. 1078, an. 7 ot

Hupextusa 2001/83/EO, 1 BbB BCHUKH CIIE/IBAIH aKTyJIM3aIMH, TTyOJIUKYBaHH Ha €BPOIICHCKHS
yeOropTai 3a J1eKapcTaa.

. YCJI0OBUSA NWJIN OTPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUA TPOAYKT

. ILnan 3a ynpasJjienue Ha pucka (ITYP)

Henpunoxumo.
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INPUJIOKEHUE 111

JAHHU BBPXY OITAKOBKATA U JIMCTOBKATA

14



A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA
1 IIPEABAPUTEJ/JIHO HAITBJIHEHA CITPUHIIOBKA BE3 UT'JIA

10 IPEABAPUTEJIHO HAITBJIHEHU CIIPUHLHOBKMU BE3 UI'JIN

25 TIPEJABAPUTEJHO HAITBJIHEHU CITPUHIIOBKH BE3 UTJIN

1 IPEJABAPUTEJIHO HAITBJIHEHA CITPUHIIOBKA C UI'JIA

10 TIPEABAPUTEJIHO HAIT'BJIHEHU CIIPUHIIOBKHU C 10 UT'JIAX

25 TIPEJABAPUTEJIHO HAITBJIHEHU CIIPUHIIOBKH C 25 UI'JIN

1. HNME HA JJEKAPCTBEHUA ITPOAYKT

Twinrix Adult MmxeKImonHa CyCnieH3Hs B IPEABAPUTEITHO HAIMBIHEHA CIIPUHIIOBKA
AncopOupana BakcHHA Cpelly XenaTtuT A (nHakTuBupaHna) u xenatut B (p-IHK)

2. OBSABSJBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 mo3a (1 ml):
Xenatut A BHUpyc (MHAKTHBHpaH)'2 720 ELISA Units
XenatuT B noBbpXHOCTEH aHTHIeH 20 MuKporpama

Tpoussenen Bbpxy vosemnku quruiongau (MRC-5) kinetku

2AncopOupaH BbPXY alyMHHHUEB XUAPOKCHU]I, XMIAPATHUPAH 0,05 munurpama Al**
‘TIpousBeieH B IpOXkKIEBH KIETKU (Saccharomyces cerevisiae) no pexomounantaa JIHK texnonorus
*Ancopbupan BEpXy anyMuHHEB (ocdar 0,4 mumurpama Al

3. CIINCBK HA IOMOIIIHUTE BEINECTBA

Hatpues xnopug
Bona 3a nmxexnun

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MmxekunonHa CYCIICH3UA B IMMPEABAPUTEIIHO HAITbJIHEHA CIIPUHIIOBKA

1 mpenBapuTETHO HAITBITHEHA CIIPHHITOBKA
1 mo3a (1 ml)

10 mpeaBapuUTETHO HAITBIHEHN CIPUHIIOBKH
10 x 1 mo3a (1 ml)

25 TpeABapUTEHO HATBIHEHH CIIPUHIIOBKU
25 x 1 go3za (1 ml)

1 mpeBapuTETHO HAITBJIHEHA CIIPUHIIOBKA + | Uriia
1 mo3a (1 ml)

10 mpeaBapUTETHO HATBIHEHHU CIPUHIIOBKH + 10 uriau
10 x 1 mo3a (1 ml)

25 mpeaBapUTETHO HATBIHEHU CIIPUHIIOBKH + 25 UTIH
25 x 1 mo3a (1 ml)
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‘ 5. HAYYH HA ITPUJIOKEHUE U TbT(MLIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere JINCTOBKATA.
WnTpamycKyTHO IpUIIOKEHHE
[a ce pa3kiaru npenu ynorpeoa.

6. CIIEIIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA JIELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JCIa.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.
Jla He ce 3ampassiBa.
Jla ce cpxpaHsBa B OpUTHHATHATA OTIAKOBKa, 32 J]a C€ MPea3u OT CBETINHA.

10. CHEINUAJIHU ITPEAITIASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals s.a.
Rue de I’'Institut 89
B-1330 Rixensart, bearus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/96/020/001 — omakoBka o 1 0e3 uria
EU/1/96/020/002 - omakoBka mmo 10 6e3 uria
EU/1/96/020/003 - omakoBka 1o 25 6e3 uria
EU/1/96/020/007 - omakoBka o 1 ¢ 1 uria
EU/1/96/020/008 - omakoBka o 10 ¢ 10 urmm
EU/1/96/020/009 - omakoBka 1o 25 ¢ 25 urimu

13. HMAPTUJAEH HOMEP

ITaptunen Ne
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‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16 WH®OPMAIIUA HA BPAMJIOBA A3BBYKA

[Ipueto e ocHOBaHME J1a He ce BKItouM nH(opMaius Ha bpaiinoBa az0yka.

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKOJI

JBym3mepeH 0apKoJl C BKIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH UWIEHTHPUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBUYHU OITAKOBKH

1. HUME HA JIEKAPCTBEHMUSA INTPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Twinrix Adult, HHXEKIIMOHHA CYCTICH3US
HAB vaccine
Lm.

‘ 2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. NAPTUJIEH HOMEP

ITaptunen Ne

‘ 5. CBABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

1 mo3a (1 ml)

6. JPYTO
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Bb. IUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Twinrix Adult HH)KeKIIMOHHA CyCIeH3HUsl B IPeBAPUTEIHO HAITbJIHEHA CIPHHIIOBKA
AncopOupana BakcHHA Cpelly XenaTuT A (nHaktuBupana) u xenatut B (p-IHK)
(Hepatitis A (inactivated) and hepatitis B (rDNA) (HAB) vaccine (adsorbed))

IIpouyeTeTe BHUMATEIHO LSLJIATA JIUCTOBKA MpPeAN /12 3aI04HAT Aa Bu npuiarar Ta3u BakcuHa,

Thil KaTO T4 ChAbPKa BaxHa 3a Bac undgopmaums.

- 3amazere Ta3u JMCTOBKA. MoJKe /1a ce HaJOXH JIa sl MPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIHA BBIIPOCH, TTonuTaiiTe Bamus nexkap wiu gapmarieBt.

- Tasu BakcuHa e npeanucana 1uuHo Ha Bac. He g npeotcrhBaiite Ha Apyru xopa.

- AKO TIOTyYUTe HAKAKBU HEXEJIAaHU PEakiluy, yBeoMeTe Bamus ekap wiu gpapmanest. Toa
BKJIIOUBA U BCUYKHU Bb3MOKHU HEXKEJIAHU PEAKLIUU, HEOIIUCAHU B Ta3| JIMCTOBKA. BuxTe
TO4YKa 4.

KakBo cbabp:ka Ta3u JHCTOBKA

Kakgo npencrasnsa Twinrix Adult u 3a kakBO ce W3MoN3Ba

Kaxkso Tps6Ba na 3Haere, npeau na Bu 0bp1e npunoxen Twinrix Adult
Kak ce mpunara Twinrix Adult

BB3M0XHU HEXKETaHU PEaKLIMU

Kak na cpxpansiBate Twinrix Adult

ChbabppkaHye Ha ONIaKOBKATa M JOIBIHUTEIHA HH(POPMALIUS

A i e

1. Kakso npencrasiasa Twinrix Adult u 3a kakBo ce u3noJ3Ba

Twinrix Adult e BakcrHa, IpeAHa3HAYEHA 33 IPUIIOKEHIE IPU BB3PACTHHU U IOHOIIM Ha U Haj 16
TOJIMHH C 1IeJT IPe/IIa3BaHe OT JIBE 3a00JABaHus: XenaTuT A u xenatut B. Bakcunara nefictBa kato
CTHUMYJIFIpA OpTaHu3Ma Jia Ch3/ajle CBOS COOCTBEHA 3amuTa (aHTUTENA) CPEIy Te3U 3a00IsIBaHMs.

. XenmaTut A: Xenatut A ¢ nH(EKIIMO3HO 3a00JIABaHe, 3acsaramnio yepHust 1poo. [Tpuuunnsea ce
OT BHpyca Ha xematuT A. Xenatut A BUPYyCHT MOXKE JIa Ce MpeaBa OT YOBEK Ha YOBEK Upe3
XpaHa ¥ TEYHOCTH, WIH TIPH TUTYyBaHE BHB BOJIa, 3aMbPCEHA C OTHAaIb4HN BoU. CHMIITOMHUTE Ha
XEemaTuT A ce MposiBsABAT OT 3-Ta 10 6-Ta CeIMMUIIA CIIE] KOHTAKTa ¢ BUpyca. Te BKIIoUBaT
raJicHe, BUCOKa TeMrepaTypa u 0oyku. HAkonko qHM ciiell HayalHUTE CHMIITOMH KOXaTa U
ckiepute (OsU1aTa 9acT) Ha OYNTE MOJKE J1a TTOKBJITEST (KBITeHHIa). TexecTra v BUa Ha
CUMITOMUTE MOTAT Jia Bapupat. [Ipu MajKuTe Jeria MoxKe J1a He C€ pa3BUe KbJITCHUIIA.
[ToBeueTto 3a00menu ce Bb3CTAaHOBSBAT HAITBIHO, HO 00JIECTTa OOMKHOBEHO MPOTHYA TEXKKO U
BOJM JIO OTCHCTBHUE OT paboTa 32 OKOJIO MECell.

° Xenatut B: [IpuunnsBa ce ot Bupyca Ha xernatuT B. Boau 1o yronemsisane Ha yepHUs 1pod
(Bp3nanenue). [Ipu 3apa3enu muma BUPyCHT c€ OTKPHBA B TEIECHUTE TEYHOCTH (KPBB, CIIepMa,
BJIarajuIHU CEKPETH WU CIIOHKA).

Bakcunanusra e HaI\/'I-I[O6pI/I$IT Ha4YuH 3a MpeArasBade OT TE3U 3a0osBanus. Bakcunara ne CbAbpiKa
I/IH(I)CKHI/IO3HI/I CbCTaBKH.

2. Kakso TpsioBa 1a 3Haete, npeau 1a Bu 0bae npunoxen Twinrix Adult

Twinrix Adult He TpsGBa 1a ce mpuiara, aKo:
o CTE aJIEPTUYHU KbM:
- aKTHBHHTE BEIIECTBA WJIN KbM HSIKOSI OT OCTAaHAJINTE ChbCTABKHM HA TOBA JIEKapCTBO
(m36poeHu B ToUKa 6).
- HEOMHLHUH.
CumnToMHTE Ha alepruyHa peakLusi MOraT Jja BKIIIOYBAT ChPOSIL KOXKeH 0OpHB, 3aTpyIHEHHE B
JUILIAHETO U IOJyBaHE Ha JIMLETO WM €3UKa.
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o CTE MMaJIi aJiepriuyHa peakius clie] MPUIIOKEHUE Ha APYyra BAKCHHA CPEIy XeHaTuT A UiTu
xenaTtut B.

o uMaTte Texka MH]eKIms ¢ Bucoka temmeparypa (a#an 38 °C). Jleka nHDEKIMs KaTo HACTUHKA HE
Ou TpsIOBaJIO /1A TIpeICTaBIsABa MPOOJIEM, HO BBIIPEKH TOBA YBEIOMETE JIEKaps IIPeIn
MMYHH3aIHS.

Mpexynpesxaenns: u MpeanasHu MepKU
I'oBopere ¢ Bamms siekap mim dapmarieBt, npeau 1a Bu 6bae npunoxken Twinrix Adult, ako:

. CTE MMaJIi 3/[PaBOCIIOBHH MIPOOIEMH CIIE MPETUIITHO NMPHIIOKEHNE Ha BAKCHHA.
. umare orciiabeHa IMyHHA CUCTEMa IOopajn 3a00JIsIBaHe WK JICYCHHUE C IPYTH JIEKapcTBa
. “MaTe HapyIIeHUs B KPHBOCHCHPBAHETO WIIH JICCHO IMOJTyYaBaTe KPHBOHACSIAHUS.

[Ipunagpk MoXxe J1a HacTHIM (OOMKHOBEHO MPH IOHOIIH) CJIe]T WIIK JOPU MIPEIU BCSIKO MHKEKTHpAHE C
urna. 3atoBa HH(GOpMUpaiTe JeKapst WK METUIIMHCKATA CECTPa, aKO CTE MPHUIIAIANU MIPH MPEUITHA
WHYKEKITHSL.

[To-cnab uMyHEeH OTrOBOP CJie] MPUIOKEHNE Ha BAKCUHATA ¢ BEPOSITHOCT J1a He ObJIe MOCTUrHATA
3alKTa CPEILy XEMaTuT A € YCTAHOBEH TPHU X0pa ChC 3aTIbCTABAHE. YCTAHOBEH € ChII0 U MO-Cl1ad
UMYHEH OTTOBOP CJIE/l IPHITO’KEHNE Ha BAKCHHATA C BEPOSTHOCT J1a He ObJle MOCTUTHATA 3alliTa
cpeuly XernaTuTt B IIpU IMMO-BB3PACTHU XOpa, IIO-4E€CTO ITPU MBIKETC B CPABHECHUEC C KCHUTE, IIPpU
mymaydu, Ipu xopa ¢ HAAHOPMEHO TETJI0, IIPH JIMIa C AbJITOrOAVIIHA ChIIbTCTBAIIN 3860H$IBaHI/I$I )51
MpY X0pa, JeKyBaHH ¢ onpeeicHu TekapeTra. Cre/| 3aBbpIIBaHe HAa BAKCHHAIIMOHHUS KypPC
JICKYBAIIMAT JIEKap MOXe Ja TOChBEeTBA 1a Bu Ob/ic HaNpaBeHO KPHBHO M3CIIEIBAHE, 32 J1a TIPOBEPH
JIJTK € TMOCTUrHATa IOCTaThYHA 3aInTa. AKO HSIMA 337I0BOJUTEICH HUMYHEH OTTOBOP KbM BaKCHHATA
MOJKE J1a C€ HaJIOXKHU MPUIIOKECHHUE Ha TOMBIHUTEIHM 1031 Twinrix Adult.

JApyru nexapcrBa u Twinrix Adult
Tps6Ba na kaxere Ha Bammus nexap wim gpapmaneBT, ako IpueMare, HaCKOpO CTE IPUEMAaIIH WIH €
BB3MOJKHO JIa IpUeMaTe IpyTH JeKapcTBa.

BpemenHocT 1 KbpMeHe

AKko cre OpeMeHHa WU KbPMHUTE, CMSTATE, Y€ MOXKeE Jla CTe OpeMEeHHa HITH TUIaHUpaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap win papmaneBT npenu ynorpedara Ha Ta3u BakcuHa. He e n3BecTHO
nanu Twinrix Adult mpemMunaBa B kbpMata. Belipexku ToBa He ce 04akBa BaKCHHATA Ja MPUIMHU
npobjaeMy Ipu KbPMEHUTE AeLa.

Twinrix Adult cbabpka HEOMMIIMH M HATPUH

Moz, yBenomere Barust niekap, ako cTe Maid allepruyHa peakiys KbM HEOMHIIMH (AHTHOMOTHK).
Ta3u BakcuHa ChIbpKa MO-Mako oT 1 mmol Hatpuii (23 mg) Ha 1033, T.€. MOXKE Ja Ce Kaxe, ue
MPaKTUYECKH HE ChIbpKa HATPUH.

3. Kak ce npuiara Twinrix Adult

Twinrix Adult me Bu 0b1e NpuiIokKeH Mo cxema, KOsITO BKIII0UYBA IPUIIOKCHHUE Ha TPH MHKCKIUH 3a
nepuoa oT 6 Mecena. 3a BCsIKa HHXKEKIINS € He0OXO0IMMO OT/IENTHO MoceleHue mpu Jexaps. [IppBara
no3a e Obe MpriiokeHa Ha u30paHa nata. OcraHauTe JIBE J03H 1€ ObaT MPIIIOKEHN ChOTBETHO
€JIMH Mecell U IIIECT Mecella el IbpBarta J103a.

° [IppBa no3a: Ha u30paHa ata
) Bropa noza: 1 Mecer MO-KHCHO
° Tpera no3a: 6 Meceria cies1 rbpBara J103a.

Twinrix Adult Moxxe 1a ObJie IPUIIOKEH U TI0 CXEMa, KOATO BKIIIOUBA NPUIOKEHHE HA TPU HHIKEKIIUU
B paMkuTe Ha 1 Mecerl. Ta3u cxema MOKe Jia ce M3MO0JI3Ba IPU BB3PACTHU CAMO KOTaTo Ce HYXIAsAT OT
Obp3a 3amumra cpelry XenatuT A u xenatut B (Hamp. mbTyBaIm B 4ykOuHa). [ITbpBarta 103a 1ie 0b/e
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MPIIOKEHa Ha m30paHa aara. OcTaHAIUTE BE JO3M I OBIAT MPIIIOKECHN CHOTBETHO 7 MHH U 21 qHU
cien mepBata jo3a. [IpenopryBa ce mpUIoKeHHE HA YETBBPTA /1032 Ha 12-us Mecell.

o [IspBa no3a: Ha n30paHa ata

. Bropa noza: 7 IHU TO-KBbCHO

. Tperta mo3a: 21 mHu cienm mbpBaTa 103a

. YerBbpTa 103a: 12 Mecema cie mppBaTa J03a.

AKO ca HeOOXOMMHY TOTTBITHUTEITHH JTO3U WM JIO3U 32 PEUMYHH3AITUS, JICKapsIT e Bu yBegomu.

KaxTo e mocodeno B pazzaen 2 mo-ciiad UMyHEH OTTOBOP CJIe IPUIIOKCHUE Ha BaKCHHATA C
BEPOSATHOCT Ja He ObJIc IOCTUTHATA 3alllTa CPElly XenaTuT B ca mo-yectu npu no-Bbh3pacTHU X0pa,
M0-4ECTO MPU MBKETE B CPABHCHHUE C KESHUTE, TIPU MyIIadH, IIPU X0pa C HATHOPMEHO TETJIO, IIPH JIUIa
C IBJITOTOJIUIITHY CHITHTCTBAINN 3200 SIBaHUS WU MPHU X0Pa, JICKYBaHH C OIPEICIICHH JICKapCTRa.
Crien 3aBbpIlIBaHE HAa BAKCHHALIMOHHMS KyPC JCKYBAIUAT JISKap MOXKe Jia MOChBeTBa 1a Bu Ob1e
HaIlpaBEHO KPHBHO M3CIICBAHE, 3a Ja MPOBEPH TN € IIOCTUTHATA JOCTaThYHA 3aIuTa. AKO HAMA
32/I0BOJTUTEIICH UMYHEH OTTOBOP KbM BAaKCHHATA MOXKE JIa CE HAJIOXKH MPHUIIOKEHUE HA TOTBIHUTEITHI
JIO3H.

AKO MPOMyCHETEe HIKOS OT MHXEKIMUTE IO CXeMaTa 3a BAKCHHAIWS, TIOCHBETBAMTE Ce C JieKaps U CH
YTOBOpETE JIPYTO MOCEIICHHE MIPU HEeTO.

Tps6Ba na Bu 0b/1e HanpaBeH TBIHAAT BAKCHHAIIMOHEH KYPC, CHCTOSII C€ OT TPH HHXKEKINH. B
MIPOTUBEH CIy4yail He MOXKE Jla Ce rapaHTHpa ITbJIHA 3aluTa Cpelly 3a00JIIBaHUsATa, OT KOUTO Ta3u
BaKCHHA TIpe/Ia3Ba.

Jlexapst me nmxekTupa Twinrix Adult mETpamMyckymnHO (B MycKyJia B TOpHaTa 4acT Ha pbpKaTa Bu).

Baxcunara He Tpsi6Ba 1a ce mpuiara (IbI00K0) B KOYKaTa WM HHTPAMYCKYJTHO B 00JacTTa Ha
CelaNnIIeTo, Thi KaTO MOKE JIa He Ce IOCTUTHE JOCTaThuHa 3allluTa.

Bakcunata HEKOTa He TpAOBa Ja ce mpuijiara BbB BEHa.

AKO MMaTe HAKaKBH JOIBJIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yHOTpebaTa Ha Ta3u BaKCHHA, ITOMTUTAITE
Bamms exkap wnu gpapmMarieBT.

4. Bb3MokHY HesKeJTaHH peakIiun

Kakrto Bcuuku JICKapCTBA, Ta3 BaKCHHA MOXE J1a IIPCAU3BHUKA HEXKCIIAaHN PEAKIINH, BBIIPEKN Y€ HE
BCCKH T'U IIOJTy4aBa.

Morar 1a HaCTBIAT CICAHUTE HEXKEIaHU pcaKkuuu:

MmHoro 4ectu (Morar ja ce nosBst rpu 1 winu nmoseve ot 1 Ha 10 1031 BakcuHa): Ti1aBoOoHe, O0JIKa
U 3a4epBsIBAHE HA MSACTOTO HA MH)KEKTUPAHE, yMOPSEMOCT.

YecTu (Morar 1a ce mosBsT rnpu a0 1 Ha 10 mo3u BakcwHa): quapwsi, raacHe, oayBaHe, 00pa3yBaHe
HAa CHHHUHU WK ChPOEK Ha MACTOTO HAa WHXKEKTHpaHe, 00110 HePa3IOI0KEHHUE.

Heuectu (Morart ma ce mosBat npu 10 1 Ha 100 mo3u BakcuHa): 3aMaiiBaHe, TTOBPHITIaHE, KOPEMHA
0omka, O0JIKH B MyCKYJIUTE, MHPEKIUS Ha TOPHUTE AUXATEITHH ITHTHUINA, TIOBUIIICHA TeMIIepaTypa

paBHa Ha wiu Hax 37,5 °C

Peaxu (Morat na ce nosBaT ripu A0 1 Ha 1 000 10o3u BakcuHa): MOAYTH *JIE3U HA Bparta,
MTOIMUTITHUIIUTE WU cllabuHuTE (TrMMQaneHonaTus ), 3aryda Ha KO)KHa YyBCTBUTEITHOCT 32 0OJIKa WITH
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Jonp (XHUIecTe3us ), yeelane 3a N3TphIBaHe (IMapecTe3uns), OOpUB, ChbpOCK, CTAaBHU OOJIKH, 3aryda Ha
arneTUT, HUCKO KPHBHO HaJsITaHe, TPUITOTIO00HN CUMIITOMH KaTO NIOBHUIIIEHA TEMITepaTypa, Bh3NnaleHO
TbPJI0, XpeMa, KalllIuIa | CTYJICHU TPBIIKH.

MHoro peaku (Morat Aa ce mosBat mpu a0 1 Ha 10 000 mo3wn):

Hexenanu peakiuu, HaCTBIIMIN MHOT'O PSIIKO 110 BpeMe Ha KJIMHUYHU M3IUTBAHUS WU IPU PyTHHHA
yrnoTpeba Ha BaKCHHATA WJIM Ha OTJICIIHUTE BAKCHHHM 32 XETaTUT A M XeTaTUT B, BKIIIOYBAT:
HamalsBaHe Ha Opos Ha TPOMOOIIMTHTE B KPHBTA, KOETO YBEIHYaBa PUCKA OT KbPBEHE WITH
o0Opa3yBaHe Ha CHHUHU (TPOMOOIIMTOIIEHUS ), TUJIABU WU Y€PBEHUKAaBO-Ka(IBH TOYKH, BUAUMH TIPE3
KOXKaTa (TpOMOOLIMTONIEHNYHA ITypIypa), OTOK MM HH(EKIHs Ha MO3bKa (eHLedanur),
JIETeHEePaTUBHO 3200IIBaHe Ha MO3bKa (eHIle(datonaTus ), Bb3MaJICHUE Ha HEPBUTE (HEBPUT),
W3TPBIIBaHE WU c1a00CT HA PhIIETe U Kpakarta (HEBPOIATHSI), Tapajin3a, IPUIa (b1 HIIH I'bPUOBE,
NOJyBaHE Ha JIUIIETO, YCTaTa MM I'bPJIOTO (AHTHOHEBPOTHYECH €1eM), JTMJIaBH WK Y€PBEHUKABO-
JIUJIaBH ITBIIKH MO KOXKaTa (JIMXEH IJIaHycC), TeKKH KOKHE 00puBH (epureMa MynTudopme),
YpTHKapHs, MOJyBaHEe HA CTABUTE, MYCKYJIHA CJIa00CT, HH(MEKIUS Ha MO3bUYHUTE OOBUBKH, KOSITO
MOYKeE J]a TOBEZIE 0 TEeXKKO TTIaBOO0NIME ChC CKOBAH BpaT M YyBCTBUTEIHOCT Ha CBETIUHA (MEHUHTHT),
Bb3NAJICHUE Ha HIKOU KPbBOHOCHHU ChIOBE (BACKYJIHUT), [IOJy4aBaHE HA PE3yJITATU U3BBbH HOpMaTa
npy J1aOOPaTOPHU YEPHOIPOOHU TECTOBE, MHOXKECTBEHA CKIIEP03a, OTOK Ha TPhOHAYHHS MO3BK
(MuenHT), Maall Kiernad ¥ Hepearupaniy MyCKyJld Ha elHaTa TIOJIOBHHA OT JIMIETo ((arnuanHa
napannsa), BpeMEHHO Bb3MaJIeHUE HAa HEPBUTE, IPUUMHABAIIO 00JIKa, CIa0O0CT U Mapajin3a B
KpalHUIUTE U YECTO MPOrpecupallo 10 IbpAUTe U JIULETO (CuHIpoM Ha I unen-bape), 3a6oms1Bane Ha
OYHMS HepB (HEBPHUT HAa OYHMS HEpB), OOJIKA HA MSCTOTO, BeJHAra cjie]] MH)KEKTUpaHe, YyBCTBO Ha
napeHe U CMbJCHE.

Cwimo mHoro psiako (mpu 1o 1 Ha 10 000 q03m) MOXKe J1a ce MPOSBAT CEPUO3HU AJIEPTUIHN PEeaKInN
(aHadunakcus, aHaQUIAKTOUIHY PEAKIINY U HATIOJ00SMBAIIN cCepyMHa 0OJecT).

[Mpu3HaIM Ha cepHO3HH ANEPTUYHH PEaKIUU MOTaT 1a ObJIaT 0OpPHBU, KOUTO MOTAT Jia ca ChpOsIn
Wi ¢ o0pa3yBaHe Ha MEXypH, [TOyBaHEe Ha OYHUTE U JIMIETO, 3aTPyAHEHO IUIIAHE WIN TPETITbIIAHE,
BHE3AITHO MMOHKCHUE HA KPBBHOTO HaJsiTaHe U 3ary0a Ha ch3HaHue. TakuBa peakiuyu Morar Jia
BB3HUKHAT OLIE NPEAM HallyCKaHe Ha JIeKapcKus KaOuHeT. Bee mak, ako mosryduTe KOMTOo U 1a € OT
T€3U CUMITOMH, TPsIOBa He3a0aBHO /1a CE CBBPIXKETE C JIeKap.

Cho01maBaHe HAa HesKeJIAHM PeaKInu

AKO TIOITyunTe HAKAKBU HEXKEJIaHH JIEKapCTBEHH PEakiiy, yBeaomere Bamus nexap uiu gpapmanenT.
ToBa BkJIIOUBa BCHUKHM BH3MOKHH HEOIMCAHU B Ta3M JINCTOBKA HEXEIAaHH peakiuu. MoxkeTe ChIo aa
CHOOLINTE HEXENAaHU PEeaKK AUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 3a ChoOLIaBaHe, MOCOYEHA B
[punoxenune V. Karo chobmaBare HexkenaHU PeakLul, MOXETE J1a 1aJeTe CBOS IPUHOC 32
Nojy4aBaHe Ha ToBeue HHGOpMAaLHs OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansBate Twinrix Adult

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

He u3non3Baiite ToBa J1eKapcTBO Ciie]] CPOKa Ha TOJAHOCT, OTOEIsI3aH BEPXY KAPTOHEHATA OMAaKOBKA.
CpOKBT Ha TOJTHOCT OTTOBapS Ha MOCIECTHUS JCH OT TIOCOYCHHSI MECeII.

Ja ce cpxpansiBa B xnaguiHuk (2 °C — 8 °C).
Ha ce cbxpaHsiBa B OpUrMHANIHATA OMAKOBKA, 3a J1a C€ MPE/INa3yu OT CBETIIMHA.
[a e ce 3ampazsBa. 3aMpa3ssBaHETO YHHIO)KaBa BAKCHHATA.

He HBXBLpHﬂﬁTC JICKApCTBATAa B KaHAJIM3aluATa Uin B KOHTCﬁHepa 3a JOMAaIllHU OTIIaaAbIIn.

Ilonuraiite Bamms (l)apMaLICBT KakK 1a U3XBBPJIATEC JICKAPCTBATA, KOUTO BEYC HC M3IOJI3BATC. Te3u
MCPKH 1II€ CIIOMOIr'HAaT 3a OIla3BaHC HAa OKOJIHATa Cpeaa.
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6. Chabp:kaHue HA ONIAKOBKATA M TONbJIHUTETHA HHpopManus
Kakso cbabpxa Twinrix Adult
- AKTUBHHTE ChCTAaBKH Ca:
Xenatut A Bupyc (MHaKTHBHpaH)'2 720 ELISA Units

XenatuT B noBbpXHOCTEH aHTHTEH 20 MuKporpama

Tpoussenen Bbpxy vosemnku quruiongau (MRC-5) kinetku

2AncopOupaH BbpXY alyMHUHHUEB XUAPOKCHU]I, XMIPATUPAH 0,05 munurpama Al**
3[IpousBeleH B IPOXKAEBH KIETKH (Saccharomyces cerevisiae) no pexom6bunantaa JJTHK
TEXHOJIOTHS

*AncopbupaHn BEpXy anyMuHHEB (ocdar 0,4 mumurpama Al

- Hpyrute cberaBku Ha Twinrix Adult ca: HaTpueB xJopua, BoJa 3a HHKEKIHH.
Kak u3raexna Twinrix Adult 1 kakBo cChAbPIKAa ONAaKOBKATA

WHxeKInoHHa CyCIIeH3Us B IPEABAPUTEITHO HAITbJIHEHA CIPUHIIOBKA.

Twinrix Adult e 6su1a MIeKOoJ00HA TEYHOCT.

Twinrix Adult ce nmpeaara B €1HOA030Ba MPEABAPUTEIHO HAITBIHEHA CIIPUHITIOBKA ChC W 0€3
OTJICJIHHM MIUIM, B OITaKkoBKHU 110 1, mo 10 u mmo 25.

He Bcuuku BuoOBe ONMakoBKH MOrar Aa ObAaT MyCHATH Ha masapa.
IIpuTtexxaTes Ha pa3pelIeHHeTO 3a yIOTPeda M MPOM3BOIUTEN
GlaxoSmithKline Biologicals s.a.

Rue de I’Institut 89

B-1330 Rixensart

benrus

3a momrbTHATETHA WHOPMAIIHSI OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHS
MIpeICTaBUTEIl Ha TIPUTEXATENs Ha pa3penieHneTo 3a ynorpeoa:

Belgié/Belgique/Belgien Lietuva

GlaxoSmithKline Pharmaceuticals .SA/NV GlaxoSmithKline Biologicals SA

Tél/Tel: +32 10 85 52 00 Tel. +370 80000334

Bbnarapus Luxembourg/Luxemburg
GlaxoSmithKline Biologicals SA GlaxoSmithKline Pharmaceuticals SA/NV
Ten. +359 80018205 Tél/Tel: +32 10 85 52 00

Ceska republika Magyarorszag

GlaxoSmithKline s.r.o. GlaxoSmithKline Biologicals SA

Tel: +42022200 11 11 Tel.: +36 80088309

cz.info@gsk.com

Danmark Malta
GlaxoSmithKline Pharma A/S GlaxoSmithKline Biologicals SA
TIf: + 4536 3591 00 Tel: +356 80065004

dk-info@gsk.com
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Deutschland Nederland

GlaxoSmithKline GmbH & Co. KG GlaxoSmithKline BV

Tel: + 49 (0)89 360448701 Tel: + 31 (0)33 2081100

produkt.info@gsk.com

Eesti Norge

GlaxoSmithKline Biologicals SA GlaxoSmithKline AS

Tel: +372 8002640 TIf: + 47 22 70 20 00

E)\\Gda Osterreich

GlaxoSmithKline Movonpocwnn A.E.B.E. GlaxoSmithKline Pharma GmbH

TnA: + 30210 68 82 100 Tel: +43 (0)1 970750
at.info@gsk.com

Espaiia Polska

GlaxoSmithKline, S.A. GSK Services Sp. z 0.0.

Tel: + 34 900 202 700 Tel.: + 48 (22) 576 9000

es-ci@gsk.com

France Portugal

Laboratoire GlaxoSmithKline Smith Kline & French Portuguesa - Produtos

Tél: +33(0) 139178444 Farmacéuticos, Lda.

diam@gsk.com Tel: + 35121412 95 00
FL.PT@gsk.com

Hrvatska Roménia

GlaxoSmithKline Biologicals SA GlaxoSmithKline Biologicals SA

Tel.: +385 800787089 Tel: +40 800672524

Ireland Slovenija

GlaxoSmithKline (Ireland) Ltd GlaxoSmithKline Biologicals SA

Tel: +353 (0)1 495 5000 Tel: +386 80688869

island Slovenska republika

Vistor hf. GlaxoSmithKline Biologicals SA

Simi: +354 535 7000 Tel.: +421 800500589

Italia Suomi/Finland

GlaxoSmithKline S.p.A. GlaxoSmithKline Oy

Tel: + 39 (0)45 7741 111 Puh/Tel: + 358 10 30 30 30

Kvbmpog Sverige

GlaxoSmithKline Biologicals SA GlaxoSmithKline AB

TnA: +357 80070017 Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

Latvija United Kingdom (Northern Ireland)

GlaxoSmithKline Biologicals SA GlaxoSmithKline Biologicals SA

Tel: +371 80205045 Tel: +44(0)800 221441

customercontactuk@gsk.com

I[ara Ha MOCJICAHO MpepasrjaeKaaHe Ha JUCTOBKaTa

JApyru u3rouHuum Ha uHopMmauus
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IToapoOHa uHpOpMaLKs 3a TO3M JICKAPCTBEH IMPOAYKT € IMPeI0CTaBeHa Ha yeOcalita Ha EBponeiickara
areHIMs 1o JekapcTBaTa http://www.ema.europa.eu.

ITocodenara mo-moiry HHGOpMaINHs € MpeaHa3HaYeHa caMO 32 MEIUITUHCKH CITCIIHATHCTH:

IIo BpEMC Ha CbXPAaHCHUC MOraT Ja CC Ha6J'HOI[aBaT Os1a YTaﬁKa u 6I/ICTpa, 6€3HBCTH3 HagyTacyHa
TCYHOCT.

Bakcunara TpsOBa 5ia ce pecycnenaupa npeau ynorpeba. Ciie Kato ce pecycneHaupa, BAKCHHATa I1e
U3TIISKA SHOPOIHA, MBTHA, Osilia HA BHI.

Pecycneﬂfmpaﬂe Ha BaAKCHHATAa, 32 NMoJydaBaHe HA ¢AHOPOAHAa, MbTHA, Os11a CycneH3us

Bakcunarta Tpsi0OBa Aa ce pecycrneHanpa clieABAlKY CTBIKUTE TO-T0TTY.
1. IpbKTe COpUHIIOBKATA C BbPXa Harope, CTUCKAMKH 5 B FOMPYKa CH.
2. Pazknarere cupuHIIOBKaTa KaTo s 00pbIaTe HAZOIy U Harope.
3. IloBTOpETE TOBa MEHCTBHIE EHEPTUIHO Hal-Malko 3a 15 cekyHan.
4. Pa3rnepaiite BHUMaTEIHO BaKCHHATa OTHOBO:
a) AKO BaKcHMHaTa M3TIIEXIa KaTo e€IHOPOJHA, MBbTHA, Osia CyclieH3Us, TS € TOTOBa 3a
ynoTpeba — He TpsIOBa Aa € OUcTpa Ha BHJ.
0) AKO BakCcHHaTa BCE OIe HE W3IIIekAa KaTo €JHOPOJHA, MBbTHA, OsJla CYCHECH3HS —
oOpbIIaiiTe s OTHOBO HAJONy M HArope Hai-Mallko ome 15 ceKkyHaum — ciienl ToBa s
pasrienaiite BHUMaTeIHO OTHOBO.

[Ipenu npunoxeHre BakCMHATa TPSIOBA Jla CE Orjie/la BU3yallHO 32 HAJIMYUETO HA Yy IH YaCTUIU
W/WJM IPOMEHU BHB BHHIIIHUSA BU. B ciydaii, ye 3a0eie:uTe HAKOS OT Te3U MPOMEHH, HE

HA3MI0JI3BalTe BAaKCHHATA.

Ykazaaus 3a NpeIBApUTEIIHO HATbJIHEHATA COPUHIIOBKA CIIE PECYCIICHANPaHE

Jlyep-nok aganTop

XBaHeTe CIPUHIIOBKATA 3a TSIJIOTO, a He 332 OyTaJoTo.

OTBHHTETE Kallaykara Ha CIIpUHIOBKATa, KaTo A
3aBBPTUTEC B IIOCOKA, o6paTHa Ha 4aCOBHHKOBAarTa

Tso10 CTpeJIKa.

3a ja mpuUKpenuTe uriara KbM CIPUHIIOBKATA,
CheIMHEeTe KOHEKTOpa Ha UTJIaTa ¢ Jyep-JIoK afantopa u
3aBBPTETE YSTBHPT 00OPOT IO MMOCOKA Ha
YaCOBHHKOBATa CTPEJIKA, JOKATO YCETUTE, Ue €
3aTerHara.

: He w3nppmBaiite 6yTanoTo Ha CIPUHIIOBKATa U3BBH
e o, TAJOTO M. AKO TOBa c€ CJIy4H, He IIpUIaraiTe
BaKCHHATa.
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H3xBBpasiHe
Hewsnon3BaHuAT JIeKapCTBEH MPOAYKT WU OTIAIBYHATE MAaTEPHAIA OT HETO TPSAOBA A CE€ U3XBBPIISIT

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHUA.
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