INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUSA MTPOAYKT

Twinrix Adult HEKEKITMOHHA CYCTICH3US B IIPEABAPHUTEITHO HAIThIHEHA CIIPUHITOBKA
AncopOupana BakcuHa cpenty xernaTut A (nHakTuBHpaHa) u xenatut B (p-AHK)
(Hepatitis A (inactivated) and hepatitis B (rDNA) (HAB) vaccine (adsorbed))

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

1 mo3a (1 ml) ceabpKa:

Xenatut A Bupyc (nnaxktusupan) (Hepatitis A virus (inactivated ) 12 720 ELISA Units
Xenatut B nosspxHocteH anturen (Hepatitis B surface antigen) 4 20 Mukporpama

Mpoussenen Bbpxy "osemku aumionau (MRC-5) kieTku

2AncopOupaH BbpXy allyMHHHEB XUIPOKCHUI, XUIPATUPAH 0,05 munurpama Al%*
$[IpousseneH B IpoxkaeBH KiueTkr (Saccharomyces cerevisiae) no pexom6unantaa JJHK TexHonorus.
4Ancopbupan BEpXy anyMunHeB docdar 0,4 muurpama Al

Baxcunara Moe 1a chabpkKa ciIeu OT HEOMULIMH, KOWTO C€ M3M0JI3Ba 10 BpeEMe Ha
NPOU3BOJCTBEHHMS MpoIiec (BK. Touka 4.3).

3a IBJIHUA CIUCHK Ha IIOMOIIHUTE BELECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

MHXeKIMoHHA CyCIIeH3HUS.
MwbTHa, 051512 CyCIIeH3usI.

4, KJIMHNYHU JAHHHU
4.1 TepaneBTHYHHU MOKAZAHUS

Twinrix Adult e moka3zan 3a nIpuIOKEHHE IPU HEMMYHHH BB3PAaCTHU U IOHOIIM Ha U Hax 16 roauHwy,
KOHTO Ca M3JIOKEHH Ha PUCK OT XeNaTuT A u xenatut B undexunn.

4.2  J1o3UpOBKAa U HAYMH HA NPUJIOKEHUE
Jlo3npoBka
- Ho3a

3a BB3paCTHH U IOHOIIHU Ha M Hax 16 TOAMHU ce TpenopbuBa go03a ot 1,0 ml.

- Cxema Ha ObPBHUYHA BAKCHMHAIIMA

CranmapTHUAT Kypce Ha TbpBHYHA BakcuHaIms ¢ Twinrix Adult ce cbeTon oT TpH 1031, KaTo ITbpBaTa
ce mpwuiara Ha u30paHa J1aTa, BTopara eJiH Mecell M0-KbCHO M TPeTaTa, ecT Mecela cie]| bpBaTa
J103a.

[Ipu BB3pacTHY MPU U3KITFOUUTEIIHU YCIOBUS, KOTATO CE MPEABIKIA MbTYBaHE B PAMKUTE HA E1H
Mecel] HJTH TTOBEYE CJIe]] HAYaJIOTO Ha BAKCUHAIIMOHHHUS KypC, HO HsIMA JIOCTaThYHO BPEME 3a
3aBBPIIBAHETO Ha cTaHmapTHaTa cxema 0, 1, 6 Mecer, Moxe 1a Ob/ie N3MOI3BaHa CXeMa, ChCTOSIIA CE



OT TPH J03W BaKCHHA, IPWIOKEHU HHTPaAMYCKYJIHO, choTBeTHO Ha (0, 7, 21 neH. B ciyugait, ge ce
W3II0JI3BA Ta3U CXEMa, € MPEIOPHYUTEITHO MPUIOKEHIETO Ha YeTBHPTa 7032 12 Mecena clie]] mbpBara.

IIpenopbuBanaTa cxema TpsOBa ja ce cra3Ba. Bequbk 3amoyHaT, KypehT Ha IbPBUYHA BAKCHHALIUS
TpsiOBa Aa OBJE 3aBHPIICH ChC ChIATa BaKCHHA.

- bycrep n03a

IMToHacTosIIIeM ca HAJIMYHH JIaHHH 32 JBJITOCPOYHOTO MEPCUCTUPAHE HA AaHTUTENATA CJIe/l BAKCHHAITHSI
¢ Twinrix Adult 3a nepuon 1o 20 rogunu cien BakcuHarusTa (Bx. Touka 5.1). 3mepenure cren
IBPBUYHUS BAKCUHAIIMOHEH KYPC ¢ KOMOMHUpaHaTa BaKCHHA TUTPH Ha aHTU-HBs u antu-HAV
AHTHTEJIA Ca CPAaBHUMHU C TE3H CJIe]] MPHIOKCHUETO Ha MOHOBAJICHTHHUTE BakcuHHU. ETO 3a11o, 10
OTHOIIICHHE HA OYCTep BAaKCHHAIMATA MOKE J1a O'b/Ie M3IOJI3BaH OMUTHT C MOHOBAJICHTHUTE BAKCHHHU.

Xemnatut B

He e ycranoBeHa HeoO6xouMocTTa OT OycTep /103a XenaTuT B BakcWHA IIpH 3[[paBH JIMIA, HA KOUTO €
MIPUJIOKEH MTBJICH Kypc Ha IMbPBUYHA BaKCHHAIM. BBIIpexu ToBa, HAKOW HACTOSIIN OQHUIHATHH
BaKCHHAIMOHHU NPOTpaMy BKIIIOUBAT MpENopbKa 3a Oycrep 1o03a xenatut B BakcuHa u Te TpsiOBa 1ia
OblIaT B3ETH I10/] BHUMAHUE.

3a HAKOM TPYIH JINIIA, TOI0KEeHN Ha puck oT xenatuT B (HBV) BupycHa urdexmms (Hamp.
MAIMEHTH Ha XeMOJINAlIN3a K UMYHOKOMIIPOMEHTHPAHU MAI[EeHTH ), TPsOBa J1a ce 0OMHCIH
NpUJIAraHeTO Ha MPE/Ta3Hi MEPKH 3a TOIbPXKAaHEe Ha MPOTEKTUBHO HUBO Ha aHTUTenata > 10 U/,

Xematut A

He e Hamrp1HO yCTaHOBEHO A IPU UMYHOKOMIIETEHTHHTE JINIA, KOWTO ca U3pabOTHIN HMyHEH
OTTOBOP CJIE/ XeTaTUT A BaKCHHAIIUS, 1€ CE€ HAIOXKH MIPHUIIOKEHHE Ha OycTep I03H, Thil KaTo
3amuTaTa Mpy JUICca Ha OTKPHUBAEMH aHTHTENa MOXKE Jla Ob/Ie OCUTYpEeHa OT UMYHOJIOTHYHATA TTaMeT.
[MpunnmmuTe 32 OycTep BAaKCHHAIMS CE OCHOBABAT HA MPEANOIOKCHHAETO, Y€ 3a 3alliTa ca
HEOOXOMMH aHTHTEJIA.

B cnyuaure, xorato e He0OX0IMMa peUMYyHHU3AIINS, KAKTO CpeIly XenaTut B, Taka u cpeury
XenaTtut A, Moxke fa Ob1e npuinoxer Twinrix Adult. O0paTHO, npH JKIa, TPH KOUTO IPBUYHHST
BaKCHHAITMOHEH KypcC € m3BBpIIeH ¢ Twinrix Adult, Moxke ma Ob11e pritoskeHa OycTep 103a ¢ HAKOSI
OT MOHOBAaJICHTHUTE BaKCHHHU.

HauuH Ha npuiioxxeHue

Twinrix Adult e mpegHa3zHaYCH 3a HHTPAMYCKYITHO HHXEKTHPAHE, 3a TIPEIITOYUTAHE B JCITOUTHUS
MYCKYIL

[lo n3kIoUYeHue, BakCHHATA MOKE J1a ObJIe MPUIIOKEHA TOAKOKHO MPH MAUEHTH C
TPOMOOLIMTOIIEHHS WJIM HAPYLICHUS B KPbBOCHCUPBaHETO. T03M HAYMH Ha MPHUIIOKEHUE MOXKE J1a
JIOBeJIe 10 HaMaJIeH MIMYHEH OTIOBOpP KbM BakcuHata (BK. Touka 4.4).

4.3 TlpoTruBOMOKA3aHHUSA

CBpBXYyBCTBUTEITHOCT KbM aKTHBHUTE BEIIECTBA WM KbM HAKOE OT TIOMOIIHUATE BEIIECTRA,
n30poeHM B TOYKA 6.1, I HEOMMIIHH.

CBpBXUYYBCTBHTEITHOCT CJIE] IPE/IIISCTBAIIO pUIaraHe Ha BAKCUHU CPEIIy XENaTuT A u/uiu
xenarur B.

Ipunaranero za Twinrix Adult tps6Ba qa 6b1€e OTI0KEHO MIPH JINIIA, CTPAJAIIN OT OCTPH TEKKH



(heOpryIHK 3a00JIABaHUS.
4.4  Chneumaj Hu mpeaynpeskaeHus U Npeana3Hu MePKU NMPH ynoTpeda

Cunkon (MpUMaabK) MOXKE 1a HACTBIN CIIS WK TOPH MPEH BCAKA BAKCHHAIHS, OCOOCHO MPH
FOHOIIH, KaTO IICUXOTEHHA PEeaKIUsl KbM HHKEKTUPaHEeTO ¢ uria. Tol Moxe J1a ce ChIIPOBOXKa OT
HSKOJIKO HEBPOJIOTHYHH IPHU3HAKA KaTO MIPEXOJHO CMYIIEHNE Ha 3PEHUETO, TTapeCcTe3us] 1 TOHUIHO-
KJIIOHUYHH JTBIDKEHUS Ha KpaWHUITUTE TI0 BpeMe Ha BH3CTAaHOBSBAHETO. BaxkHO € Ja ca HamuIe
MIPOIIeTypH 3a H30sATBaHE HAa HapaHsIBaHE BCICACTBUE HA MPUTIAIBINTE.

BB3MoxHO € 10 BpeMe Ha BakCHHALUATa MAlMEHTHUTE Ja ca B MHKYyOAI[MOHEeH IEpHOA Ha XeaTUuT A
win xenatuT B nngexnus. He e yctanoseno ganu B Te3u cimydan Twinrix Adult me npegoTBpaTtu
xernaTut A u xenaTtur B.

Baxcunara He npeanassa or nH(GEKIHA, IPUIHHEHA OT APYTH areHTH KaTo BUpycute Ha xenatuT C u
xernatut E, u 1pyru narorenn, KOuTo HH(YEKTUpAT YepHHS APOO.

He ce npenopwusa npunoxkenne Ha Twinrix Adult 3a mocrekcno3umnonHa mpoguiakThKa (Harmp.
yboXKIaHe ¢ uria).

Bakcunara He € IIpoy4BaHa MMpU NalUCHTH C YBPEACH UMYHUTCT. HpI/I MAanMUuCHTH Ha XEMOJHaJIn3a 1
Jiiia € yBpe€acHa MMYHHA CUCTEMaA MOKE 1a HE 6’[))13,T JAOCTHUIHATHU aICKBATHU TUTPU Ha antu-HBs u
antu-HAV aHTuTenara CJICH KypcCa Ha IbpBUYHA UMYHH3AlH. HpI/I TaKHBa IIAIMCHTHU MOXKE Ja CC
HaJIOXKHU IMPUJIOKCHUC HA NOII'BJIHUTCIIHUA O3 BaKCHUHA.

VcTaHOBEHO €, ue 3aTIbCTsABaneTo (onpeaeneno karo BMI > 30 kg/m?) namanssa MMyHHHSI OTTOBOD
KBbM XEMaTuT A BAKCHHHUTE. Y CTaHOBEHO €, Ye HMYHHHUST OTTOBOP KbM XEMaTHT B BAKCHHUTE MOXeE J1a
Obj1e HamasieH oT peauiia hakTopu. Te3u GpakTopy BKIIIOYBAT [MO-HAIPEAHAIA Bb3PACT, MBKKH I10J,
3aTIIbCTABAHE, TFOTIOHOMYIIEHE, HAYNH HAa MPUIIOKEHHE U HAKOW XPOHHYHH ChITbTCTBAIIN
3abossBanus. TpsaoOBa Jia ce 00CHAM U3BBPIIBAHE HA CEPOJIOTUYHO M3CIIEABAHE MIPU TAKKBA JIMIIA, IPH
KOMTO € HaJIMIIE PUCK JIa He Ce MMOCTUTHE CEPONPOTEKIMS CIIe MBIIHUS Kype ¢ Twinrix Adult. Tps6sa
Jla ce MMa TIPEIBUJT TIPHIIOKEHUETO Ha JIOTBIHATEIHY JI03HU 3a JIKIa 0e3 WK ¢ 0-cllab MMyHEH
OTTOBOP CJIe]] BAKCHHAITHOHHHUS KYPC.

Kakro IMpy BCUYKH MHKCKIIMOHHHU BAaKCUHU, BUHAlr Tpﬂ6Ba Ja Ma TOTOBHOCT 3a IpujiaraHe Ha
nOoAXOOA1I0 JICUCHUC B cnyqaﬁ Ha pgaKa aHa(l)I/IHaKTI/I‘{Ha peaKknuus CICq NPpUI0KCHNUE HAa BAKCHUHATA.

TBif KaTO MHTPAICPMATHOTO WHKCKTHPAHE WU HHTPAMYCKYJHOTO MPUIIOKEHUE B TITYTCATHUS
MYCKYJI MOTaT Jia IOBEJIaT /IO IMO-HUCHK OT ONITUMAJIHUS OTTOBOP KbM BaKCHHATA, TE3W HAYMHU Ha
MIPIIIOKEHUE TPsIOBa 1a ce m3barear. Odaue, mo m3kmodeHue Twinrix Adult Moxke ma ce mpuIoKu
TIOJTKOYKHO TIPY MAIEHTH ¢ TPOMOOIIMTONICHUSI WITH C HApYIIEHHUS B KPhbBOChCHUPBAHETO, ThI KaTo MPH
TSX MOJKE JIa CE MOSBH KbPBEHE CJIC]] HHTPAMYCKYJIHO MPUIOKeHUe (BK. Touka 4.2).

ITpu Hukakeu obcTosTencTBa Twinrix Adult He TpsOBa fa ce mpuara BbTPEChI0BO.

Kakro n IIpY BCUYKH BAKCHUHH, 3allIUTCH UMYHCH OTTOBOP MOKE 1a HC 6’[)[[6 IMOCTUTHAT P BCUYKU
BaKCHHHPAHU.

Tasu BakcuHa chabpxa no-manko ot 1 mmol Harpwuii (23 mg) Ha 103a, T.e. MOKe Ja ce Kaxe, 4e
NPaKTUUECKU HE ChAbPKa HATPUHl.

IIpocnenumoct
3a fa ce moIo0py MPOCIETUMOCTTa Ha OHOJIOTMYHUTE JICKAPCTBEHH MPOIYKTH, UMETO U MAPTHHUAT

HOMEp Ha MPIIOKEHUS MPOIYKT TPsIOBA ACHO J1a CE 3aIMCBaT.



45 B3zaumoaeiicTBHe ¢ Ipyru JeKAPCTBEHH MPOAYKTH H APYru popMu Ha
B3anMojieiicTBHe

Hsma nannu 3a eqHOBpeMeHHO npuiioxenue Ha Twinrix Adult cse cnenuduyen xenatut A wiu
xenaTuT B umyHornoOyiuH. Obaue, He € HaOMoJaBaHO MOBIUSIBAHE HA CEPOKOHBEPCHUSTA TIPU
€THOBPEMEHHO MPUIIOKEHHE HAa MOHOBAJICHTHA XEeMaTUT A 1 XenaTUT B BakcuHU cbC criennuaHn
UMYHOTJIOOYJIMHH, MaKap 4e TOBa MOXKE J1a IOBeJIe JI0 MTO-HUCKU TUTPH Ha aHTUTENATA.

Makap 4e, eTHOBPEMEHHOTO NpmiioskeHne Ha Twinrix Adult ¢ pyru BakcHHA HE € CISITUGHUIHO
MPOYYBaHO, OYAKBA CE, U aKO CE€ M3MOI3BAT PA3JIMYHU CIIPUHIIOBKH U PA3IMYHU WHKCKIIMOHHU MECTa,
HSIMA J1a Ce OCBILECTBH B3aUMO/ICHCTBHE.

Mosxe na ce ouakBa, ue TIpH MalMeHTH Ha MMYHOCYIIPECHBHO JICUCHHUE WM TPU TIAITUEHTH C IMYHEH
neuImT, MOXKE J1a He ce TIOCTUTHE aJeKBaTCH OTIOBOD.

4.6 @epTuauTeT, GPEMEHHOCT U KbPMEHe

Bbpemennoct

Edexrnt Ha TWinrix Adult Bepxy emOprodeTaaHoTO, IepUHATATHOTO U TIOCTHATATHOTO
HPEKMUBSBAHE U PA3BUTHE € OLICHEH IIPH ILTbX0Be. ToBa MpoyyBaHe HE MOKa3Ba MPEKH WK HEPEKH
BpEIHU BB3ICHCTBHUSA BHPXY GEPTHIINTETA, OPEMEHHOCTTA, EMOPHOHATHOTO/()ETATHOTO Pa3BUTHE,
paXkJaHEeTO MJIM MIOCTHATATHOTO Pa3BHUTHE.

Edexrsr Ha Twinrix Adult Bpxy emOprodeTanHoTo, IEpUHATATHOTO U IOCTHATATHOTO
NPSKUBSIBAHE U PAa3BUTUE HE € OLICHSIBAH IPOCIIEKTHBHO B KIIMHUYHH U3ITUTBAHUSL.

JlaHHHTE OT pe3yJITaTUTE IPH OTpaHUYCH OpOoii BAKCHHUPAaHN OPEMEHHH JKCHU HE MTOKa3BaT HEXKEIIAaHU
edektu Ha Twinrix Adult Bepxy OpeMeHHOCTTa WK BBPXY 3/IpaBeTo Ha (heTyca/HOBOPOACHOTO JIETe.
Bbnpexun ue, He ce 0uakBa peKOMOMHAHTHHMS MTOBEPXHOCTEH aHTUICH Ha BUpYca Ha XenmatuT B n1a nma
HEKellaHu e()eKTH BbpXy OpPEeMEHHOCTTa WK (eTyca, IpernopbyBa ce BaKCHHANUATA J1a Ob/e
OTJIOJKEHA 3a ClIe/l paKAaHETO, OCBEH aKO MMa CIEIIHA HEOOXOAMMOCT OT 3alUTa Ha MaiKaTa Cperry
xenatuT B mHb ek,

Kopmene

He e ycranoBeno nanu Twinrix Adult ce ekckpeTupa B 40BEIIKOTO MiIsiko. Exckperusara Ha Twinrix
Adult B MsIKOTO HE € TpoyUBaHa MpH KUBOTHU. [Ipu B3eMaHe Ha pelieHue, Jalu Ja ce
MPOIBIIKH/TIPEYCTAHOBU KBPMEHETO WITH JIa C€ MPOIB/DKU/TIPEYCTAaHOBHU MPHUIOKEHUETO Ha Twinrix
Adult, TpssOBa 1a ce ©Ma npeaBHU I [10J13aTa OT KbPMEHETO 3a JCTETO M I10J13aTa OT MPHUIIOKECHHUETO Ha
Twinrix Adult 3a xxenara.

4.7 EdexTn BbpXy cHocoOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHU

Twinrix Adult He TOBNMUsABA WU MOBJIHSIBA MPEHEOPEIKUMO CITIOCOOHOCTTA 3a MIO(UpPaHe WK PadoTa C
MaIIMHH.

4.8 Hexenanm JiekapcTBeHH peaKLUH
Pe3lome Ha mpodusia Ha 6e30MaCHOCT

[IpencraBeHUAT 1MO-101y MPOdUI Ha OE30MACHOCT € Bb3 OCHOBA Ha COOPEH aHaIM3 Ha ChOMTHS 3a 1032
npu Hag 6 000 nuua, 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-uecto cho0IIaBaHUTE HEXKETAHHU PEAKIIUH CIIE]T
npunoxenue Ha Twinrix Adult mo cranmapraata cxema Ha 0, 1, 6 mecerr ca 6oJka 1 3auepBsiBaHe,
HACTBIIBAIIIA B YECTOTA Ha 1034, choTBeTHO 37,6% 1 17,0%.



IIpu aBeTE KIMHUYHM MTpoyIBaHUs, mpu kouto Twinrix Adult e mpunoxkern va 0, 7 u 21 nen
00001IIeHATE TPOBOKUPAHH OO CUMITTOMH H JIOKATHATE CUMIITOMH Ca ChOOIIaBaHM B CHITUTE
TPYIH 110 YECTOTa KaTo u30dpoeHuTe no-aoiy. Cie npuiokeHne Ha YeTBbPTA J103a Ha Mecel] 12-Ti
YECTOTaTa Ha CHCTEMHUTE U JIOKATHHA HEXKEJIaHH JICKAPCTBEHHU PEaKI[UU € CPABHUMA C Ta3H,
HaOJIr0jaBaHa ciiel BakcuHaiusaTa Ha 0, 7 u 21 newn.

B cpaBHUTENTHH IPOYYBaHUS € OTOENI3aHO, Ye YeCTOTaTa Ha OUaKBAHUTE HEXKEIIAHU PEaKIUH CIIC]
npuioxkenue Ha Twinrix Adult He ce pa3nuaBa OT YeCTOTaTa Ha OYaKBAHUTE HEXKEJIAHH PEAKIMH
CJIe]T IPUIIOKECHUE HA MOHOBAJICHTHUTE BaKCUHH.

TabdauveH CIUCHK HA HeKeJIAHUTE Peakuuu

Ilo gecToTa HEXXETAHUTE PpCaKkium ca C’bO6H_IeHI/I KaTo.

MHoOro 4ecrtu: >1/10

YecTu: >1/100 mo < 1/10
Heuectu: >1/1 000 go < 1/100
Penku: > 1/10 000 no < 1/1 000
MHOTO0 peKH: < 1/10 000

CucreMo-opraHeH KJjac | YecroTa | Hesxenanu peakuuu

KyIMHMYHM M3 TBAHUS

Undexnyun u nndecranum Heuectn Wndexnus Ha rOpHATE JUXATEITHN
IbTUIIA

Hapymrenns Ha kpbBTa U IuMpHATA Penxu Jlumbanenonarus

cUcTeMa

Hapymenus Ha MeTabonmn3ma u Penxu 3ary0a Ha ameTut

XPaHEHETO

Hapyiienus Ha HepBHaATa cucTeMa Mpmuoro gectnn | I'maBo6ome

Heuectn 3amaiiBaHe

Penku Xumnoecresusl, apecTe3uu
Cb10BU HapyLICHUS Penku XunotoHust
CromamrHo-4peBHU HapyIICHUS Yectn CromainrHo-4YpeBHU CUMITTOMH, THAPHS,

rajicHe

Heuectn [ToBppuane, KopeMHa 0oJKa *
Hapymenns Ha KokaTa ¥ MOKOXKHATA Penku OO6puB, mpypuTycC
ThKaH MHoro penku | Yprukapus
Hapymienust Ha MycKyIHO-CKeJIeTHaTa Heuectu Muanrus
CHCTEMA U ChEeIMHUTETHATA ThKaH Penku Aptpanrus

OO0y HapyiieHus ¥ e)eKTH Ha MSICTOTO
Ha MPHUJI0KEHUE

MpHoro gectu

Bonka n 3auepBsiBaHe Ha MSICTOTO Ha
WHXEKTHpaHe, yMopa

Yectu

[TogyBane Ha MACTOTO Ha
WHXXCKTHUPAHE, PEaKI[UN Ha MACTOTO Ha
WHXEKTHpaHe (KaTo XeMaToM,
NpypHUTYyC 1 00pa3yBaHe Ha CHHUHH),
HEPa3MoJI0KEeHHE

Heuectn

[NoBumena remmeparypa (>37,5°C)

Penkn

I'punononoOHO 3a00sBaHe, CTYICHH
TPBIKH

HOCTMapKeTI/lHFOBO Ha0JII0leHHe

Cremuure HeXeAaHH JIEKAPCTBEHH PEAKIINHU ca ChOOIIABAHY MK TIpH TWINriX, wWiv mpu
MoHoBasieHTHHTE BakciHHU Ha GlaxoSmithKline cpenty xematut A u xenarur B:

Wndexknyn u undecramu

| MeHUHTUT




Hapymenus Ha kpbBTa 1 TMM(pHATA TpomOouuToneHus, TPOMOOLIUTONICHUYHA Ty PITypa
cUCTEMA

Hapymenns Ha IMyHHaTa CUCTEMa AHadunakcus, aJepriuyHu PeaKkilui, BKITFOUYUTEITHO
aHa(WIAaKTOUIHY PEaKINK U TaKWBa, HAIIOA00SBAIIN
cepymHa Ooirect

Hapymenns Ha HepBHATa cucTeMa Ennedanur, ennedanonaTtvsi, HEBPUT, HEBPOTIATHS,
napaan3a, KOHBYJICHU

CbJ10BU HapyUICHUS Backynut

Hapymenns Ha KokaTa ¥ MOKOXKHATA AHTHOHEBPOTHYEH OTOK, JTUXEH IUIaHyC, EpUTEMa

ThKaH MyTadopme

Hapymmenust Ha MyCKyJTHO-CKeJleTHaTa ApTpuT, MycKyIJHa cI1aboOCT

CHUCTCMA U ChbCAMHUTCIIHATA ThbKaH

OOmwm Hapymenus U eeKTH Ha MACTOTO | bollka B MACTOTO Ha MH)KEKTUpPAHE, BETHATA CIIE]T
Ha MPUIOKESHHE TIpuJIarase

CJIC,I[ IMHUPOKOTO MPUIOKECHUEC HA MOHOBAJICHTHUTC XCIIATUT A n/unu xemarur B BAaKCHUHH,
JOM'BJIHUTCIIHO Ca AOKJIaJABaHU CIICAHUTC HCKCIIAHU PCAaKIIUU, CBbP3aHU BbB BPEMETO C
BaKCHUHaALUATA.

Hapyuienust Ha HepBHaTa CHCTEMA MHOXeCTBEHa CKIIEp03a, MHUEITUT, Mapajin3a Ha JINIEBHS
HepB, MONMHEBPUT KaTo cuHApoM Ha Guillain-Barré (c
ACIICH/ICHTHA TTapaii3a), HEBPUT HA OYHHUS HEPB

O6H_II/I HapyHoiCHU:A U e(l)eKTI/I Ha MACTOTO I'IyBCTBO Ha MapC€He U CMBJACHC
Ha IIPHUIIOKCHUC

Wscneapanus OTKIJIOHEHUS B YepHOAPOOHHUTE PYHKITHOHATTHH
MOKa3aTeNn

* OTHACs CC OO0 HEXXEIaHM JICKAPCTBCHU pPCaKIUH, Ha6HIOI[aBaHI/I IIpU KJIMHUYHU I[IPOYyYBaHUA,
IMMPOBCICHU CHC ChCTAaBa HAa BAKCHUHATA 3a yHOTpe6a B ricAuaTpudTa

Cpo01aBane Ha OJO3UPAHU HEXKEJIAaHW PEAKIIUH

CpoOmraBaHeTo Ha TOI03UPAHH HEXKEIIAaHN PEaKILUH CIIe]] pa3peraBaHe 3a ynorpeda Ha JeKapCTBEHUS
HPOIYKT € BayKHO. ToBa MO3BOJIsIBA 1a MPOABIDKN HAOIIOICHUETO HAa CHOTHOLIEHHETO TT0J13a/PUCK 32
JeKapCcTBEHUS MPOIYKT. OT MEUIMHCKUTE CIICIIHAINCTH C€ M3MCKBA 1a ChOOIIaBaT BCAKA
N0J03MpaHa HeXellaHa Peakiysl ype3 HAlMOHAIHA CHCTEMa 3a ChOOIIaBaHe, TIOCOUYCHA B
[Ipunoxenue V.

4.9 Ilpeno3upane

Crnyyau Ha nipeo3upaHe ca ChOOIIECHHU IPU IOCTMAPKETUHTOBOTO HaOmroeHue. Hexenanure
JICKaPCTBEHHU PEaKIIUU, ChOOIIaBaHu CJIe IpeJo3rpaHe ca MoJ00HU Ha Te3H, ChOOIIaBaHH [TPH
00MYaifHOTO MPUJIOKEHHE Ha BAKCUHATA.

5. ®APMAKOJIOTUYHU CBOMCTBA

51 dapmakoaMHAMMYHU CBOiiCTBa

dapmakoTepaneBTuuHa rpyna: Xenatutau Bakcuau, ATC koa: JO7BC20

Twinrix Adult e komGrHUpaHa BakcuHa, (OpMyJIUpaHa Ype3 CMECBaHe Ha MPEYHCTCH, HHAKTUBHPAH
xenatut A (HA) BUpyC U peUYrCTEeH MOBBPXHOCTECH aHTHICH Ha BUpyca Ha xernatut B (HBsAg),
aIcOpOHMpPaHu MOOTAETHO BhPXY TyMHHUEB XUIPOKCHUI ¥ amyMuHHEB pocdart. BupychT Ha xemaTur
A e mpousBeneH BbpXy yoBeniky auruionaan kieTku MRCs. HBsAg e mponsBeneH OT MOTy4YeHH 110

TCHHOMHXXCHCPECH IIBT APOXKIACBU KICTKH, UYPE3 KYJITUBHUPAHE B CCJICKTUBHA Cpela.

Twinrix Adult ocurypsiBa umynurer cpemry HAV u HBVundexiyn upes uHaympane Ha
cneruduunu antu-HAV u antu-HBs anTuTena.




3amuTara cpenry XenatuT A u xenaTut B ce msrpaxna B pamkure Ha 2 - 4 ceamunu. [1o Bpeme Ha
KJIMHAYHUTE U3MUTBAHUS, CIEIU()UIHN XyMOPAIHU aHTHTENA CPelly XenaTHT A ca OWIn yCTaHOBEHU
npu npuban3uTenHo 94% OT Bb3pacTHUTE JIMLA €ANH Mecel] ciiel mbpBata fo3a u npu 100% exuH
Mecell ciel TpeTara jo3a (T.e. Ha Mecer] 7). CreruduyHu XyMOpaaTHU aHTHTENIa CPelry XenaTuT B ca
Oomnn ycraHoBeHu nipu 70% OT BaKCHHUPAHWTE BB3PACTHH CJIeI TbpBaTa /1032 U IMpH 0KoJio 99% crien
TperaTa 103a.

Cxemara 3a mbpBUyHa UMyHM3aus 0, 7, 21 1eH ¢ yeTBbpTa 1032 Ha Mecell 12 ce mpuiara npu
BB3PACTHH JIMLA TP W3KIFOUNTEITHH 00CTOATENICTBA. B €1HO KITMHUYHO M3MUTBaHE, IPH KOETO
Twinrix Adult e npunoxen o Tazu cxema, 82% u 85% ot BakcuHUpaHuTe ca n3pabormwnu antu-HBV
aHTHUTEJIA B CEPOITPOTEKTUBHHU TUTPH CHOTBETHO Ha 1-Ba w1 5-Ta ceMuIn ciief TperaTa 1o3a (T.e. Ha
Mmecer] 1 1 2 crex HawanmHaTa 7032 BakcrHa). HUBOTO Ha ceporpoTeKius cpelry xenaTut B ce e
noBuIImIo 10 95,1% B paMKuTe Ha TPU MECeIa clie]] TbpBaTa J03a.

HupaTa Ha cepOnO3UTUBHOCT 10 OTHOIICHUE Ha aHTU-HAV anturtenara ca owmm 100%, 99,5% u
100% croTBeTHO Ha Mecel 1, 2 u 3 ciaeq HayalHaTa 1034.

Enun Mecer ciies yeTBbpTaTa 1032, IPH BCUYKU BAKCHUPAHU Ca JIOKa3aHH CEPONPOTEKTUBHHI HUBA
Ha aHTU-HBs anTuTena. OcBeH TOBa BaKCHHUPAHUTE ca OMITN CepOoNO3UTHBHHM 3a aHTH-HAV
aHTHTENA.

B enHO KTMHUYHO MPOyYBaHe, MPOBEACHO MPHU JIMIA Ha Bb3pacT Haa 40 ToAMHU ca CpaBHSIBaHU
HUBOTO Ha CEPOTIO3UTHBHOCT Ha aHTU-HAV aHTHUTENaTa, KAKTO U HUBOTO HA CEPOITPOTEKIIHS CPEILy
xenatut B cnen npunoxkenne Ha Twinrix Adult mo cxemara 0, 1, 6 Mecernu ¢ HUBara Ha
CEPOTO3UTHBHOCT M CEPONPOTEKIIHS CJICH MPUIOKEHUE HA MOHOBAJICHTHUTE BAKCUHH CPEIIY XCITaTUT
A 1 B, npuiioxxeH# B IPOTUBOTOJIOKHUTE PhIIE.

HuBoto Ha cepornporekius cpeuty xenaTut B cien npunoxenune va Twinrix Adult e 92% u 56%
choTBeTHO Ha Mecenu 7 u 48, cpeury 80% u 43% criien MpUIoKEHUETO HA MOHOBAJICHTHATA XeNaTuT B
BakcuHa oT 20ug Ha GlaxoSmithKline Biologicals, 1 71% u 31% cnen npunoxeHneTo Ha Apyra
paspemeHa 3a ynorpeba MoHOBasleHTHa xenatuT B BakcuHa ot 10pg. C yBenmn4yaBaHeTo Ha Bh3pacTTa
W Ha MHJIEKCA TeJIeCHa Maca KOHIIEHTpaluuTe Ha aHTH-HBs anTUTenaTa HaMansBaT; yCTAHOBEHH ca U
IMO-HUCKHU KOHUCHTPAUHN ITPU MBIKETC B CPABHCHUC C JKCHUTC.

HuBoTto Ha ceporno3uTuBHOCT 3a aHTU-HAV anTHTenara cien npuioxenue Ha Twinrix Adult e 97%
Ha 7-us u Ha 48-us mecer cpemry 99% u 93% ciieq NPUIIOKEHUETO Ha MOHOBAJICHTHATA XEMATUT A
BakcuHa Ha GlaxoSmithKline Biologicals u 99%, u 97% cnen npunoxeHueTo Ha Apyra paspelieHa 3a
yHoTpeda MOHOBAJICHTHA XEMaTHT A BaKCHHA.

Jlumara ca momy4niau eiHa JOMBIHUTENHA 71032 OT ChiaTa(ute) BakcHa(M) 48 Mecera ciell rbpBaTa
J103a OT TbPBUYHHA BaKCUHALIMOHEH Kypc. Equn mMecen cien tasu no3a 95% ot nunara, BaAKCHHUPaHU
¢ Twinrix Adult, nocturar ceponpoTekTHBHM HUBa Ha aHTU-HBV antutenara (> 10 miU/ml).

B nBe npnarocpoyHu KIMHUYHY IPOYYBaHU, IPOBEACHH TP BH3PAaCTHU Ha BB3pacT oT 17 110

43 roguaA, CHOTBETHO 18 1 25 nuia ca nmanu KoHTposHU TecToBe 20 TOAMHM Clie]] TbPBUYHATA
BakcuHarms ¢ Twinrix Adult; nusara na antu-HAV ceporniozutuBHOCT ca 6mimn crotBeTHO 100% 1
96%, a HuBaTa Ha anTH-HBS ceponporekus, ca 6mn cboTBeTHO 94% 1 92%.

5.2 dapMakoKHHETHYHHU CBOICTBA

3a BaKCHHHTE HE € HEOOXOAMMO Ompe/iesisiHe Ha (hapMaKOKHHETUYHUTE CBOMCTBA.

5.3 TlpeakJUHUYHU JaHHU 32 0€30MACHOCT

HexnuHuuHUTE JaHHU HE MMOKa3BaT 0coOEH PHUCK 3a Xopa Ha 0a3aTa Ha KOHBEHIIMOHATHUTE
MpOy4YBaHUs 3a 0€30MaCHOCT.



6. OAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha MIOMOIIHHUTE BELIECTBA

Hatrpues xnopuna
Bopa 3a umxeximumn

3a aJr0OBaHTUTE BIDKTE TOUKA 2.
6.2 HecbBMecTHMOCTH

[Ipu nunca Ha mpoy4YBaHUS 32 HECHBMECTUMOCTH TO3H JIEKAPCTBEH MPOAYKT He TpsiOBa Jja ce cMecBa ¢
JIPYTH JIEKapCTBEHH MPOTYKTH.

6.3 Cpok Ha roaHocT

3 roauHM.

6.4 CroenuajHu yCJIOBHSI HA ChbXpPaHeHHUe

Ia ce cvxpanssa B xnaaunauk (2 °C — 8 °C).

[a He ce 3ampassiBa.

Jla ce chxpaHsiBa B OpUTHHAIHATA OTIAKOBKa, 33 J]a ¢e Mpe/a3y OT CBETINHA.
6.5 Bwuau chbabp:kaHue HA ONAKOBKaTa

1 ml cycrnieH3us B peIBapUTEIHO HAITbIHEHA CIPUHIIOBKA (CTHKIIO THII I) ¢ r1aBa Ha OyTaJloTO
(OyTmiioBa ryma).

OmaxkoBku 110 1, 10 1 25 ¢be unu 06e3 urim.

He Bcuuku BUIOBE OMaKOBKK MOTrat Ja ObJaT MyCHATH Ha Ta3apa.

6.6 ChenuajJHu NpeanasHu MEPKH NP U3XBBPJIsiHe U padoTa

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

Baxkcunara Tpﬂ6Ba Ja C€ peCycCIlicHaAupa npeau yrIOTpe6a. CJ'IC}_'[ KaTO CC peCyCleHarupa, BaKCUHATa IC
u3rjexaa €AHopoaAHa, MbTHA, 0sa Ha BHU .

Pecycrleﬂzmpane Ha BaKCHHaTa, 3a nmojJy4aBaHe Ha €{HOpPOJAHAa, MbTHA, 0s11a CyCnneH3us

Baxcunara Tps6Ba ia ce pecycrieHanpa cleIBaiKK CTHIIKUTE MO-0ITY.

1. JIpmxTe CIpUHIIOBKATA C BbpXa HATOpe, CTHCKAWKH s B IOMPYKa CH.

2. Pa3zkiiarere CipyHIIOBKATa KaTO 51 OOpBINATe HAIONY M HArope.

3. IToBTOpETE TOBA MEHCTBHE EHEPIrUYHO HAal-MaJIKo 3a 15 cekyHu.

4. Pa3rnezaiiTe BHUMATEITHO BaKCHHATA OTHOBO:
a) AKO BaKCHHATa M3IIICKIa KaTo €IHOPOIHA, MBTHA, Osla CyCIIeH3Hsl, TS € TOTOBa 3a
ynoTtpeba — He TpsAOBa 1a € OucTpa Ha BH.
0) Ako BakCHHATa BCE OIIC HE M3MIICKIA KATO €IHOPOJHA, MBTHA, Osia CYCHCH3Us —
oOpbIaiiTe s OTHOBO HAJOJy W Harope Hai-majko omie 15 cekyHam — cieq ToBa s
pasriiefaiiTe BHUMATEITHO OTHOBO.

IIpenu npunokeHne BakCHHATA TPSAOBa Ja ce Oriie[]a BU3YATHO 32 HATHIMETO Ha Ty)KIA JaCTHIIH



W/WITM IPOMEHH BB BHHIIHUS BUI. B ciryuaii, ye 3a0enexure HIKOS OT Te3H POMEHH, He
U3MOJI3BaliTe BAKCHHATA.

Hewusnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPpUAJIU OT HETO Tp}16Ba Aa CC U3XBBPJIAT
B CBOTBCTCTBHUEC C MCCTHUTC N3HUCKBAHM.

7. NNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

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

8. HOMEP(A) HA PASPEIIEHUETO 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

9. JATA HA TbPBO PASPEILIABAHE/TTOJHOBSBAHE HA PASPEIIIEHUETO
3A YIIOTPEBA

[Hara na mepBo paspemasane: 20 cenremspu 1996
Jata Ha nocnenno moxHoBsiBaHe: 28 aBryct 2006

10. [JATA HA AKTYAJIMU3BUPAHE HA TEKCTA

IMoapo6Ha uHpOpMAIHs 3a TO3U JEKapCTBEH MPOIYKT € MpeocTaBeHa Ha yebcaiita Ha EBponeiickara
areHmus 1o Jiekapcraata http://www.ema.europa.eu.
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IMPUJIOKEHHUE IT
MHNPOU3BOJUTEJ HA BUOJIOT'MYHO AKTUBHUTE BEHIECTBA U
IMPON3BOJUTEJL, OTTOBOPEH 3A OCBOBOKJABAHE HA
IHAPTU N

YCJ0BUSA UK OT'PAHUYEHUA 3A JOCTABKA U
YIIOTPEBA

APYI'N YCJIIOBUSA U U3BNCKBAHUSA HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJI0OBUSA NN OTPAHUYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A.  NPOU3BOIUTEJ HA BUOJIOI'MYHO AKTUBHUTE BEHIECTBA U
MNPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBO/KJABAHE HA ITAPTUIN

HmMe u agpec Ha TPOM3BOANTENS HA OMOJIOTHUYHO aKTHBHUTE BEIIECTBA

GlaxoSmithKline Biologicals s.a.
Rue de I’Institut 89,

1330 Rixensart

benarns

Hme u agpec Ha TPOM3BOIUTENS, OTTOBOPEH 32 OCBOOOKIaBaHE HA MAPTHINTE

GlaxoSmithKline Biologicals s.a.

Rue de I’Institut 89,

1330 Rixensart

benrus

b. YCJOBUS NN OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUSAT MPOIYKT CE OTITyCKa IO JIEKAPCKO MPEIITUCAHUE.

o O¢unuanHo ocBodokIaBaHe HA NAPTUAU

Cobrimacuo 4i. 114 ot dupexrusa 2001/83/EC odpunmanHoTo 0cBOOOK1aBaHe HA MAPTHINTE CE
M3BBPLIBA OT AbPKaBHA J1a00PaTOPHsI WK JIAOOPATOPHs, ONpeAesicHa 3a Ta3u Le.

B. JPYI'M YCJIOBUA U U3BUCKBAHUS HA PASPELHIEHUETO 3A YIIOTPEBA
o IMepuoanyHu aKTyaau3upaHu aokaaau 3a 6ezonacuoct (ITAJIB)

N3uckpanusta 3a nonasane Ha [IA/Ib 3a To3u lekapCTBEH MPOAYKT ca IOCOUYEHH B CITUCHKA C
pedepentaute natu Ha EBponetickus c¢bio3 (EURD cruchk), npeasuzacH B wi. 1078, ait. 7 ot

Hupexrtusa 2001/83/EO, 1 BbB BCUUKHU CIIC/IBAIH aKTyaIU3aI[UH, TTyOJUKYBaHU HA BPOIICHCKUS
yeOropTain 3a JIeKapcTaa.

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

. Inau 3a ynpagsJjienue Ha pucka (ITYP)

Henpunoxumo.
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ITPHUJIOKEHHUE I1I

JAHHU BBPXY OITAKOBKATA U JIMCTOBKATA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA
1 MPEABAPUTEJHO HAITBJIHEHA CITIPUHIHOBKA BE3 UT'JIA

10 NPEABAPUTEJHO HAITBJIHEHU CIIPUHLHOBKU BE3 UT'JIN

25 MIPEJABAPUTEJIHO HAITBJIHEHHN CITPUHIIOBKH BE3 UT'JIN

1 MPEABAPUTE/JHO HAIIBJIHEHA CIPUHHOBKA C UT'JIA

10 NPEABAPUTEJHO HAITBJIHEHHU CITIPUHLHOBKMU C 10 UT'JIAX

25 NPEJABAPUTEJIHO HAITBJIHEHU CITPUHIIOBKMU C 25 UT'JIN

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Twinrix Adult MmxeximonHa cycrieH3 st B IPEABAPUTEIIHO HATBJIHEHA CIIPUHIIOBKA
AncopOupaHa BakCHHA CpeEITy XemaTuT A (MHaKTHBHpaHa) u xenatuT B (p-ZIHK)

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

1 noza (1 ml):
Xenatut A Bupyc (MHaKTHBHpaH)2 720 ELISA Units
Xenatut B noBbpxHOCTEH aHTHreH>* 20 Mukporpama

Mpoussenen Bppxy wosemkn gumnongau (MRC-5) kineTkn
2A 1copOHMpaH BbPXY alyMHHHEB XUIPOKCH]I, XUAPATUPAH 0,05 mumurpama Al

$[pousseneH B IpoxkaeBH KiueTkr (Saccharomyces cerevisiae) no pexom6unantaa JJHK TexHonorus

*Ancop6upan BbpXy anymunues Qocdar 0,4 munurpama Al

3. CIIMCBK HA TIOMOIIHUTE BEIHNECTBA

Harpues xnopun
Bona 3a nrkexmn

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

I/IH)KCKLII/IOHHEI CYCIICH3U B MMPEABAPUTCIIHO HAITBJIHCHA CIPUHIIOBKA

1 mpeBapuUTEIHO HAITBIHEHA CITPUHIIOBKA
1 moza (1 ml)

10 mpeABapUTEITHO HAMTBIHEHU CIIPHHIIOBKH
10 x 1 no3a (1 ml)

25 npeiBapuTEIHO HAITBJIHEHH CIIPHHIIOBKH
25 x 1 moza (1 ml)

1 mpeBapUTEIHO HATBJIHCHA CIIPUHIIOBKA + 1 uria
1 no3a (1 ml)

10 npeaBapuTENHO HATBITHEHHU CIIPUHIIOBKY + 10 urim
10 x 1 mo3a (1 ml)

25 mpeIBapUTEITHO HAITBIHEHU CIIPUHIIOBKH + 25 urimu
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25 x 1 moza (1 ml)

5. HAYMYH HA TPWJIOKEHUE U MbT(MIIA) HA BBBEK/IAHE

[Ipenn ynotpeba npoyereTe IMCTOBKATA.
WnTpamycKyTHO IpUIIOKEHHE
Ja ce paskiaru npeau ynorpeoa.

6. CIHHEHUAJIHO NPEAYHNPEXIEHUE, UYE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CbXPAHSABA HA MSCTO JAJIEYE OT NOTJIEJA U TOCEI'A HA IELTA

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

7. APYI'U CHEIIUAJIHU NPEAYIIPEXJIAEHUA, AKO E HEOBXOINUMO

8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onmen mo:

9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpaHsiBa B XJIaqUIIHHUK.
[a He ce 3ampa3sBa.
Jla ce cbxpaHsiBa B OpUTMHAJIHATA ONAKOBKA, 32 J1a CE MPE/Ia3n OT CBETIINHA.

10. CHEIWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME UM AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

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

12. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/96/020/001 — onakoska o 1 6e3 uria
EU/1/96/020/002 - onaxoska no 10 6e3 urna
EU/1/96/020/003 - onakoBka mo 25 6e3 uraa
EU/1/96/020/007 - onaxoska o 1 ¢ 1 urna
EU/1/96/020/008 - omnakoska o 10 ¢ 10 urau
EU/1/96/020/009 - onakoBka 1o 25 ¢ 25 uraun
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13. TAPTHUIAEH HOMEP

ITaptunen Ne

‘ 14, HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16 HWH®OPMAIIAA HA BPAJIOBA ABBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.

‘ 17.  YHUKAJIEH WIEHTH®UKATOP — JIBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JTAHHHU 3A YETEHE OT XOPA

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

1. HUME HA JTEKAPCTBEHUS MNPOAYKT U IbT(UILA) HA BbBEK/IAHE

Twinrix Adult, HFEOKEKITMOHHA CyCTICH3US
HAB vaccine
i.m.

‘ 2. HAYYH HA ITPNJIOKEHUE

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

T'onen mo:

4. ITAPTUJIEH HOMEP

[Taptunen Ne

‘ 5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

1 mo3a (1 ml)

| 6.  JIPYIO
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Bb. IUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

Twinrix Adult nH:keKIIHOHHA CyCTIeH3Us B MPEIBAPHTEIHO HATBJIHEHA CIPHHIIOBKA
AncopOrpaHa BakCHHA CpeEIly XemaTuT A (MHaKTHBHpaHa) u xenatuT B (p-ZAHK)
(Hepatitis A (inactivated) and hepatitis B (rDNA) (HAB) vaccine (adsorbed))

IIpouyeTeTe BHUMATEIHO LSIJIATA JIUCTOBKA NMPeIN 12 3aM04HAT 1a Bu npuiarar Ta3um BakcuHa,

Thil KAaTO T4 ChAbPiKa BaxHa 3a Bac undgopmaumns.

- 3amazere Ta3u JIMCTOBKA. MoJKe /1a ce HaJIOXH JIa sl POYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIHA BBIIPOCH, ITonuTaiiTe Bamus nekap wiu gapmarieBT.

- Ta3u BakcuHa € npejnrcana JuuHo Ha Bac. He s mpeorcrbnBaiite Ha Ipyru xopa.

- AKO TIONTyYuTe HAKAKBU HEXEJIAaHU peaklluy, yBeroMeTe Bamus ekap wiu dpapmanesT. Toa
BKJIIOUBA U BCUYKHU Bb3MOKHU HEXKEJIAHU PEAKLIUU, HEOIIUCAHU B Ta3| JIMCTOBKA. BuxTe
TouKa 4.

KakBo CbABbpPiKa Ta3u JIMCTOBKA

1. Kakso npezcrasissa Twinrix Adult u 3a kakBo ce u3mnonssa

2. KakBo Tps0Ba 1a 3Hacte, npeau aa Bu 6b1e nmpumoxken Twinrix Adult
3. Kak ce npmara Twinrix Adult

4. BB3M0XHU HEKETaHU PEaKLIMU

5. Kak na cexpansisare Twinrix Adult

6.  ChabpkaHue Ha OMAKOBKAaTa U JOIBIHUTEIHA HH)OPMALIHS

1. Kakso npeacrasasiBa Twinrix Adult u 3a kakBo ce n3noJs3sa

Twinrix Adult e BakcrHa, IpeAHa3HAYEHA 33 IPUIIOKEHHIE NIPY BH3PACTHU M IOHOIIM Ha U HaJ 16
TOJIMHMU C IIeJT MPEe/Ia3BaHe OT JBE 3a00JaBaHus: XenaTut A u xenatut B. Bakcunara nieficTBa kato
CTUMYJIMpa OpraHu3Ma Jia Ch37aj]ie CBOsS COOCTBEHA 3aluTa (aHTUTENa) CPEILy Te3U 3a00IIBaHMSL.

. XenmaTut A: XenatuT A ¢ nH()EKIIMO3HO 3a00JIABaHe, 3acsaramio yepHus 1poo. [Ipuuunnsea ce
OT BHpyca Ha xenatuT A. XenaTut A BUPYCHT MOXKE JIa Ce MpeiaBa OT YOBEK Ha YOBEK Upe3
XpaHa U TCUHOCTH, UJIU IIPH IIJTYBAHC BbB BOAA, 3aMbPCCHA C OTIIaAb4YHU BOIU. CUMIITOMUTE Ha
XemaTUT A ce MposBsBaT OT 3-Ta 710 6-Ta ceaIMuIIa CiIel KOHTaKTa ¢ BUpyca. Te BKIouBatT
rajieHe, BICOKa TeMrepaTypa u 60onku. HIkonko qHY ciien HadalHUTe CHMIITOME KOXata u
ckiepute (Os1aTa 4acT) Ha OYMTE MOJKE Ja MOKBJITEAT (KBITeHHIa). TexecTra 1 BUa Ha
CUMITOMUTE MOTAT Jia Bapupat. [Ipu MajkuTe Jiera Moxe Ja He CE€ pa3BUe KbJITCHUIIA.
[ToBeyeTo 3a00J€NH ce BH3CTAHOBSIBAT HAITBIHO, HO 00JIeCTTa OOMKHOBEHO MTPOTHYA TEKKO H
BOJIM JI0 OTCHCTBHE OT paboTa 3a OKOJIO Mecell.

. Xenarut B: [IpnuunsiBa ce ot Bupyca Ha xenatut B. Boau 1o yronemsiBane Ha yepHus ApoO
(Bp3nanienue). [lpu 3apa3enn Jauma BUPYChT c€ OTKPHBA B TEJIECHUTE TEYHOCTH (KPBB, CIiepMa,
BJIATaJIMIIHU CEKPETH WU CIIIOHKA).

Bakcunanusra e Haﬁ-ILO6pHHT Ha4¥1H 3a MPpEATasBaHe OT TE3U 3a0oaBanus. BakcuHaTa He CbAbpiKa
I/IHq)eKIII/IOSHI/I ChCTaBKH.

2. Kakso Tps6Ba 1a 3Haere, mpeau aa Bu 6bae npuioxxen Twinrix Adult

Twinrix Adult ve Tpsi6Ba na ce npujara, ako:

®  CTC aNePTUYHU KbM:
- aKTUBHHUTE BEILECTBA WM KbM HSKOS OT OCTAHAJIMTE ChbCTABKU Ha TOBA JIeKapcTBO (M30pOCHU B
TouKa 6).
- HCOMHIIVH.
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CuMIiToMHTe Ha ajJepriudHa peakiys MoraT Jja BKIIIOUBAT ChpOSI KOXKeH OOpHB, 3aTpyIHEHHE B
TUIIIaHETO U TIOAyBaHE Ha JIMIIETO UITH €3HKa.

o CTe MMaJIH aJepriudHa peakius ciiel] MPUIOKEHHE Ha APYyra BaKCHHA CPEIly XenaTuT A Uin
xenaTtut B.

. uMaTe Texka HH(EKIHs ¢ Bucoka remmeparypa (Hag 38°C). Jleka HHpEKIUSI KaTO HACTUHKA HE
Ou TpsAOBaIO Ja MpencTaBiIsiBa MPooieM, HO BBIIPEKH TOBA YBEIOMETE JIeKaps IPpeIu
AMYHU3aLHS.

IIpenynpexnenust u NpeAna3Hu MEPKH
T'oBopete ¢ Bamms nekap win papmanet, npeau aa Bu 6b1e npunoxen Twinrix Adult, axo:

L4 CTC UMAJIA 34pPaBOCIOBHHU HpO6JIeMI/I CJICO MPCAUIIHO IMPUIIOKCHUC HAa BAKCHUHA.
o “MaTe oTciiabeHa HMYHHa CUCTEMa Imopagu 3a00JIIBaHE WU JICUCHHUE C APYTH JICKApCTBa
o HUMATC HAPYHICHU B KPbBOCHCHUPBAHCTO UJIH JICCHO MOJIy4aBaTC KPbBOHACAJAHUA.

[Ipunaapk Moxe J1a HACTHIM (OOMKHOBEHO MPH IOHOIIH) CJe]T WK JOPU MIPEIU BCSIKO MHKEKTHpAHE C
uria. 3atoBa HH(pOpMUpaKTE JIeKaps WK MEJUIMHCKATa CECTPa, aKO CTE NPUIAJaly TP NPEAHULIHA
WHKEKIIVSL.

[Mo-cnab uMyHEeH OTroBOp cliell IPUIIOKEHHE Ha BAKCUHATA C BEPOSITHOCT J1a HEe O'bJIe IOCTHTHATA
3alllMTa CPeIy XEMaTHT A € YCTaHOBEH TIPH XOpa ChC 3aTIBCTABAHE. Y CTAHOBEH € CHII0 U MO-cllad
HMMYHEH OTIOBOP CJI] IPUIIOKCHHUE Ha BAKCMHATA C BEPOSTHOCT Jla He ObJIc MOCTUrHATA 3allnuTa
Cpely XemaTuT B mpu mo-Bb3pacTHU X0pa, MO-YeCTO MPU MBKETE B CPAaBHEHHE C )KEHUTE, MTPH
MyIIa4H, TIPYA X0pa ¢ HATHOPMEHO TETJIO0, IPH JIUIA C IBJITOTOAUIIHU ChIIBTCTBAIIM 3a00IIIBaHUS U
IIpH XOpa, JEKYBaHHU C OIpe/esIeHH JiekapcTBa. Cliesl 3aBbpIlIBaHe Ha BAKCHHAIIMOHHUS KypC
JIEKYBaIIMSAT JIEKap MOXe Jia IOChBeTBa J1a Bu Ob/ie HanpaBeHO KPHBHO U3CIENBaHE, 32 J1a TIPOBEPH
JIaJTA € TIOCTUTHATA JIOCTaThuHA 3allluTa. AKO HsIMa 3aI0BOJUTENICH MMyHEH OTTOBOP KbM BaKCHHATA
MOJKE J1a C€ HaJIOKH TPUIIOKECHHUE Ha TOMBIHUTEIHM 1031 Twinrix Adult.

Jpyru gexkapera u Twinrix Adult
TpsiOBa na kaxxere Ha Bamms ekap win papManeBT, ako MpuemMaTe, HaCKOPO CTe IPHUEMaIT! WU €
BB3MOJKHO JIa ITpUeMaTe APYTH JIeKapCTBa.

BpemenHnocT u KbpMeHne

AKko cre OpeMeHHa I KbPMHUTE, CMSITaTe, Y€ MOXKeE Jia CTe OpeMEeHHa MM TUIaHUpaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamus nexap unu gpapmaneBT npeau ynorpedaTta Ha Ta3u BakcuHa. He e u3BecTHO
namu Twinrix Adult mpemMuHaBa B kbpMata. Belipeku ToBa He ce 04akBa BaKCHHATA Jia MPUIHHU
npoOJIeMH TIPH KbPMEHUTE JIeTia.

Twinrix Adult cbabpka HeOMUIIHH U HATPHIA

Moz, yBenomere Barust nexap, ako cTe UMaiu allepruyHa peakiysi KbM HEOMHIIUH (AHTHOHOTHK).
Tazu BakcuHa ChABPIKA MO-Majko oT 1 mmol narpuii (23 mg) Ha 103a, T.e. MOXKeE Jia Ce KaKe, ue
MPaKTUYECKU HE ChIbPrKa HATPUH.

3. Kak ce mpmaara Twinrix Adult

Twinrix Adult e Bu 6b/1¢ prioxkeH 1Mo cxema, KOsSTO BKIFOUBA MPUIOKEHNE HA TPU HHXKEKIMHU 3a
nepuoJ oT 6 Mecena. 3a BesKa UHKEKIHSI ¢ He0OXO0AUMO OTACITHO MocenieHue npu jekaps. [Ibprara
J103a 11e Objie MprIoKeHa Ha u3bpana gara. OctaHaJIMTE JIBE J03H 11Ie ObJIAT MPHUIIOKEHH ChOTBETHO
€/IMH Mecell U IIeCT Mecela Clie/l ITbpBaTa J103a.

o [TepBa no3a: Ha u30paHa ara
o Bropa no3a: 1 Mecel 0-KbCHO
o Tpera no3a: 6 Mecela ciie]] TbpBaTa J103a.

Twinrix Adult Mmoxxe 1a Ob/Ie MPUITOKEH U IO CXEMa, KOATO BKIIIOUBA IPUJIOKEHHUE HA TPU HHXKEKITUU
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B paMkuTe Ha 1 mecem. Ta3u cxema MOke a ce M3MOM3Ba IPY BB3PACTHU CaAMO KOTaTO C€ HYXKIasAT OT
Obp3a 3ammTa cpenly XenatutT A u xenaTut B (Hanp. meTyBamu B 4yx0uHa). [IepBaTa no03a me Obae
MpHUJIoKeHa Ha n30paHa jara. OcraHaIMTe JIBE 03U IIe OBJIaT MPUIIOKEHU CHOTBETHO 7 JHU U 21 THU
cien mbpBata jo3a. [IpenopryBa ce mpuIoKeHHE HA YETBBPTA /1032 Ha 12-us Mecell.

. IIvpBa no3za: Ha u30paHa jarta

° Btopa noza: 7 OHU IIO-KBCHO

° Tperta no3a: 21 nuu cnen mbpBarta 103a

. YerBbpTa f03a: 12 Mecena cien mbpBara J103a.

AKO ca HeOOXOIMMHY TOTTBITHUTEITHH JTO3W WM JIO3U 32 PEUMYHH3AITUS, JICKapsIT e Bu yBegoMu.

KakTo e mocoueHo B pazzen 2 mo-ciiad UMyHEH OTTOBOP CJIeN MIPUIOKEHIE HAa BAKCUHATA C
BEPOSATHOCT J1a He ObJIc MOCTUTHATA 3allliTa CPENly XenaTuT B ca mo-yecTu npu no-Bbh3pacTHU X0pa,
MO-4ECTO MPH MBKETE B CpaBHEHHUE C JKCHHUTE, TIPH ITyIIadd, TIPH X0pa ¢ HAJAHOPMEHO TETJIO, IIPH JIHIA
C IBJTOTOIUIITHHU CHITHTCTBAITHN 3a00JIIBAHS FIIH TIPH X0Pa, JICKYBaHH C OIIPEICIICHH JICKapCTBa.
Cren 3aBBpIIBaHE HAa BAKCHHAIMOHHUS KypC JICKYBAITUAT JICKap MOXKE J1a TOChBeTBa 1a Bu Obe
HalpaBeHO KPHBHO M3CIE/IBAHE, 32 J]a IPOBEPH Jalli € MOCTUrHATa TOCTaThuHAa 3aluTa. AKO HsIMa
3a/I0BOJIUTENICH UMYHEH OTTOBOP KbM BAaKCHHATa MOXKE J1a CE HAJIOXKU MPUIIOKEHUE HA TOTBJIIHUTEITHU
JI03H.

AKO MPOMyCHETE HIKOS OT HHXEKIIMUTE M0 CXeMaTa 3a BAKCHHAIIWS, TIOCHBETBAITE ce C JIeKaps ¥ CU
YTrOBOpETE JIPYTO MOCEIICHHE TIPU HEeTO.

Tpﬂ6Ba Ja Bu 6’5):[6 HaIllpaBCH M'bJIHUAT BAKCUHAIITMOHCH KYPC, CbCTOAI C€ OT TPU MHIKCKINHU. B
IMPOTHUBCH cnyqaﬁ HE MOKE€ [1a CC rapaHTHpa II'bJIHA 3alllUTa CPCIy 3360J'I$[B3HI/I$IT3, OT KOUTO Ta3u
BaKCHHa IIpearasBa.

Jlexapsr me nmxekTapa Twinrix Adult mETpamMyckynHO (B MycKyJa B TOpHaTa 4acT Ha pbpKkaTa Bu).

Bakcunara He TpiI6Ba Ja CC npujiara ():[’I)J'I6OKO) B KO’KaTa UJIu UHTPaAaMyCKYJIHO B o0acTTa Ha
cCaaInmecToO, ThI KaTO MOX€E Ja HE Ce MOCTUTHE JOCTAaThUHA 3alllUTa.

BakcunaTa HEKOTa He TpIOBa Jja ce Mpuiiara BbB BeHa.

AKO UMaTe HIKaKBH JIOTBIHUTEITHA BBIIPOCH, CBhP3aHH C YIIOTpeOaTa Ha Ta3u BaKCHUHA, OMUTANTE
Bamus siekap wiu papMarieBT.

4, Bb3MoKHY HeKeJTaHU peakiun

KakTo Bcuuku JICKApCTBA, Ta3 BAKCHHA MOXKE J1a NIPCAU3BHUKA HCKCIIAHU PCAKIINH, BBIIPECKU UC HE
BCCKHU T'U IIOJTy4aBa.

Morar 1a HaCTBIOSAT CICAHUTE HEXKEIaHU pCaKkuuu:

Mmuoro yectu (MoraT 1a ce mosBAT npu 1 wiu moede ot 1 Ha 10 1031 BakcHHA):

. I'maBoGonme
o Bonka u 3auepBsiBaHe Ha MSICTOTO HAa HMHXKEKTUPaHE
. YmMopsiemocT

Yectn (Morat na ce nosBatT npu A0 1 Ha 10 1031 BakcuHa):

. Hwuapus, ragene
. ITonyBane, oOpa3yBaHe Ha CHHUHH WM ChbpOEX HA MIACTOTO HA HH)KEKTUPAHE
. OO01110 HEPA3MOIOKEHHE
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Heuectn (Morar ma ce mosBaT npu 10 1 Ha 100 1031 BakcHHA):

3amaiiBaHe

[oBpbuane, kopemHa Oonka

bonku B myckynure

WHdexnus Ha TOpHATE JUXATEIHN ITbTUILA
IloBumena remneparypa pasHa Ha uinu Hag 37,5°C

Penxu (morar na ce nosiar npu g0 1 Ha 1 000 go3u BakcuHAa):

[MomyTH xi1e3u Ha Bpara, MOJIMHUITHUIIATE WIH cllabuHuTe (TuMdaneHomaTus)
3ary0a Ha KOKHA 9yBCTBUTEITHOCT 32 OOJIKA WK TOTIUP (XHUTIECTE3US)

VYcemmane 3a U3TphIBaHe (MapecTesns)

OO0puB, cbpOEK

CraBHuU 60KH

3ary0a Ha aneTuT

Hucko kpbBHO HassiraHe

I'punonogo6HM cHUMITOMH, KaTO TIOBUILIEHA TEMIIEPATypa, BH3MAJICHO I'bPIIO, XPEMa,
KalUTMIA U CTYICHU TPBIIKU

Mmuoro penku (morat aa ce nossart npu A0 1 #Ha 10 000 mo3m)
Hesxenanu peakiuy, HACTBIIMIA MHOTO PSIZIKO MO BpeMe Ha KIMHUYHU M3MTUTBAHUS HIH TIPH
pYTUHHA yroTpeOa Ha BAKCHHATA WM Ha OTACTHUTE BAKCHHU 3a XemaTHT A U xenatut B
BKJTIOYBAT:

HamansBane Ha Opost Ha TPOMOOLIUTHTE B KPBBTA, KOETO YBEJIHYaBa PUCKa OT KbPBEHE
Wi o0pa3zyBaHe HA CHHUHU (TPOMOOIIUTOTICHH)

JlunaBu win YepBeHUKaBO-Ka(sBU TOUKHU, BUIMMU IIpe3 Koxarta (TpoMOOLUTONIEHNYHA
nypirypa)

Otok nnn nH(peKHs Ha MO3bKa (eHredanuT)

JlereHepatuBHO 3a00JIIBaHe Ha MO3bKa (eHIIe(hamonaThs)

Br3nanenune Ha HepBUTE (HEBPHT)

M3TpwIiBane Uik C1aboCT HA PBIETE U KpakaTa (HEBPOIIATHS ), TTapain3a

[Ipunaabuu nnu repyoBe

ITonyBaHe Ha IMIIETO, yCcTaTa WU I'bPJIOTO (AHTHOHEBPOTHYEH €/IEM)

JlunaBu WK 4€PBEHUKABO-JIMIABU IIBIIKHU T10 KOXAaTa (JIMXEH IUIAHYC), TEXKU KOXKHU
o0puBH (epuremMa MyaTU(HOpPME), YPTUKAPHUS

[lonyBane Ha cTaBUTE, MyCKyJHa CI1a0OCT

Wndexnust Ha MO3bYHUTE OOBUBKH, KOSITO MOXE J]a JOBEAE A0 TEXKKO IIaBOO0IINE ChC
CKOBaH BPAT M YYBCTBUTEIHOCT HA CBETIMHA (MEHHHTUT)

Br3nanenune Ha HIKOM KPBBOHOCHH ChA0BE (BaCKYJIUT)

Texxku aneprudau peakiuu (aHadpuiakcus, aHaQUIAKTOUTHA PEaKIIUU U HAIO 100 BN
cepymHa Oonect). [Ipu3Hanm Ha cepro3HH AIEPTUYHU PEaKIIMU MOTaT J1a ObIaT 00pHBH,
KOHMTO MOTaT Jia ca ChpOsIH WiK ¢ 00pa3yBaHe HA MEXYPH, IOJyBaHE HA OUUTE U
JIMIIETO, 3aTPYIHEHO JMIIaHe WK MPErIbIllaHe, BHE3AITHO IOHMKEHIE Ha KPBBHOTO
HaJlsITaHe | 3ary0a Ha ch3HaHue. TakuBa peakiii MOTaT Ja Bh3HUKHAT OIIe TPeIn
HaITyCKaHe Ha JeKapcKusl kabuHeT. Bee mak, ako moxy4nTe KOHTO U Ja € OT Te3U
CHUMIITOMH TpsiOBa He3a0aBHO /1a Ce CBBPIKETE C JIeKap.

[Tony4yaBaHe Ha pe3yaTaT U3BBH HOpMaTa IpH JIAOOPATOPHU YEpPHOAPOOHH TECTOBE
MHoXecTBeHa CKJIep03a, OTOK Ha IpbOHAYHMS MO3BK (MHUEIINT)

[Tapam kenay u Hepearupay MyCcKyJIX Ha €1HaTa MOJOBUHA OT JIMLETO ((anuanHa
napaimsa)

BpeMeHHO BB3MaJcHUE HAa HEPBUTE, MPHYMHABAIIO O0JIKa, CI1a00CT U Tapaiu3a B
KpalHUIUTE U YECTO MPOrPecHpallo 10 I'bpAUTE U JULETO (cuHIpoM Ha ['unen-bape)
3abonsBaHe Ha OYHHS HEpB (HEBPUT HA OYHUS HEPB)

Boinka Ha MACTOTO, BeJjHAra ciie]] MH)KEKTUPaHe, YyBCTBO HA TIApEHE U CMbJICHE
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Cpo0maBaHe Ha HesKeJIAaHU peaKIun

AKO TIOJTyYUTE HAKAKBU HEXEJIaHU JIEKAPCTBCHH PEaKIIMH, YBeaoMeTe Barms nexap win hapMarieBT.
ToBa BKJIFOUBa BCUYKH Bb3MOXHH HEOIMCAHU B Ta3M JINCTOBKA HEXKEIAHU PEAKIIUU.

MoskeTe ChIIo Aa ChOOIIUTE HeXKEIAHN PEaKIUY TUPEKTHO Ype3 HAI[MOHAIHATA CUCTEMa 3a
choOIaBane, mocoueHa B [pmioxkenue V. Kato cro011aBaTe HexKelaH! peakiiy, MOKETE Jia JajieTe
CBOSI PUHOC 3a TOJIy4YaBaHe Ha moBede MHGOPMAIUs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansiBate Twinrix Adult

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

He u3non3Batite ToBa JICKApCTBO CJICA CPpOKa HA TrOAHOCT, oTOeNsI3aH BBbPXY KapTOHCHATA OIIaKOBKaA.
CpOK’BT Ha TOAHOCT OTTOBAaps Ha MOCJICAHNA JCH OT IMMOCOYCHUA MCCCII.

ITa ce cexpansBa B xnaquiauk (2 °C — 8 °C).
Ja ce cpxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 32 JIa CE MPEIa3H OT CBETIIMHA.
Ja He ce 3ampa3ssiBa. 3aMpa3siBaHETO YHHII0)KaBa BAKCHHATA.
He u3xBbpistiiTe ekapcTBaTa B KaHAIU3AIUATA WK B KOHTEHHepa 3a JJOMAITHHU OTIaIbIIH.
ITomuTatiTe Bamus dhapmarieBT Kak J1a H3XBBPIIATE JIEKapCTBATA, KOUTO BeUue He M3MoJI3BaTe. Te3n
MEpPKH IlIe CIIOMOTHAT 32 ONa3BaHe Ha OKOJIHATa CPea.
6. Chbabp:kaHHue HA ONMAKOBKATA W JOMbJIHUTETHA HHpOpMAaNHs
Kakso cbabpaxa Twinrix Adult
- AKTUBHUTE CHCTaBKH Ca.
Xenarut A Bupyc (MHaKTHBHpaH)2 720 ELISA Units

Xemnatutr B noBbpXHOCTEH aHTHreH> 20 mukporpama

Mpoussenen Bppxy wopemkn gumiongau (MRC-5) kineTkn

2A 1copOHpaH BbPXY alyMHHHMEB XUIPOKCH]I, XUIAPATUPAH 0,05 munurpama Al
$[Tpoussenen B apokaeBy Ki1eTku (Saccharomyces cerevisiae) o pexom6unantha JJTHK
TEXHOJIOTHSI

*Ancopbupan BbpXy amyMuHHEB hocdaT 0,4 mumurpama A%

- JIpyrute cheraBku Ha TWinrix Adult ca: matpues xmopu, Boda 3a HEIKEKITHH.

Kak m3raexxaa Twinrix Adult u kakBo chIbp:ka 0MAKOBKATA
WHKEKIIMOHHA CYCIIEH3HsI B TIPEIBAPHTEITHO HAIIBJIHEHA CIIPUHIIOBKA.

Twinrix Adult e 6si1a MiTeKONO00HA TEYHOCT B CTHKJIEHA MIPEABAPUTETHO HAIThJIHEHA
cupunnoska (1 ml).

Twinrix Adult ce mpemrara B omakoBku ot 110 1, 10 1 25 TpeABapUTENHO HAITBIHEHH CIIPHUHIIOBKH C
win 0e3 UrJIH.

He Bcuukn BHOOBEC OIMAKOBKH MOTIaT Ja 6T>Z[aT ITyCHATU Ha I1a3sapa.
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[puTexaTes HA pa3pelIeHUETO 32 yNOTPeda U MPOU3BOTUTE

GlaxoSmithKline Biologicals s.a.
Rue de I’Institut 89

B-1330 Rixensart

benrus

3a JOIIBJIHUTCIIHA I/IH(i)OpMaIH/IH OTHOCHO TOBa JICKapCTBO, MOJIs, CBBPKETEC CC C JIOKAJTHUSA
MMPpEACTABUTCII HA TPUTCIKATEIIA HAa pa3pClICHUCTO 3a yHOTpGGa:

Belgique/Belgié/Belgien
GlaxoSmithKline Pharmaceuticals .SA/NV
Teél/Tel: + 32 10 8552 00

Bbbarapus
GlaxoSmithKline Biologicals SA
Ten. +359 80018205

Ceska republika
GlaxoSmithKline s.r.o.
Tel: + 42022200 11 11
cz.info@gsk.com

Danmark

GlaxoSmithKline Pharma A/S
TIf: + 4536 3591 00
dk-info@gsk.com

Deutschland

GlaxoSmithKline GmbH & Co. KG
Tel: + 49 (0)89 360448701
produkt.info@gsk.com

Eesti
GlaxoSmithKline Biologicals SA
Tel: +372 8002640

EALGoo
GlaxoSmithKline Movorpécwnn A.E.B.E.
TnA: + 30 210 68 82 100

Espafia
GlaxoSmithKline, S.A.
Tel: + 34 900 202 700
es-ci@gsk.com
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Lietuva
GlaxoSmithKline Biologicals SA
Tel. +370 80000334

Luxembourg/Luxemburg
GlaxoSmithKline Pharmaceuticals SA/NV
Tél/Tel: + 32 10 8552 00

Magyarorszag
GlaxoSmithKline Biologicals SA
Tel.: +36 80088309

Malta
GlaxoSmithKline Biologicals SA
Tel: +356 80065004

Nederland
GlaxoSmithKline BV
Tel: + 31 (0)33 2081100

Norge
GlaxoSmithKline AS
TIf: + 47 22 70 20 00

Osterreich

GlaxoSmithKline Pharma GmbH
Tel: + 43 (0)1 970750
at.info@gsk.com

Polska
GSK Services Sp. z 0.0.
Tel.: + 48 (22) 576 9000



France

Laboratoire GlaxoSmithKline
Tél: +33(0) 1391784 44
diam@gsk.com

Hrvatska
GlaxoSmithKline Biologicals SA
Tel.: +385 800787089

Ireland
GlaxoSmithKline (Ireland) Ltd
Tel: + 353 (0)1 495 5000

island
Vistor hf.
Simi: +354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel: + 39 (0)45 7741111

Kvmpog
GlaxoSmithKline Biologicals SA
TnA: +357 80070017

Latvija
GlaxoSmithKline Biologicals SA
Tel: +371 80205045

Portugal

Smith Kline & French Portuguesa - Produtos
Farmacéuticos, Lda.

Tel: + 35121 412 9500

FI.PT@gsk.com

Romania
GlaxoSmithKline Biologicals SA
Tel: +40 800672524

Slovenija
GlaxoSmithKline Biologicals SA
Tel: +386 80688869

Slovenské republika
GlaxoSmithKline Biologicals SA
Tel.: +421 800500589

Suomi/Finland
GlaxoSmithKline Oy
Puh/Tel: + 358 (0)10 30 30 30

Sverige
GlaxoSmithKline AB
Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

United Kingdom (Northern Ireland)
GlaxoSmithKline Biologicals SA

Tel: +44(0)800 221441
customercontactuk@gsk.com

I[ara Ha MOCJICAHO MpepasrjacKaaHe Ha JTUCTOBKaTa

JApyru u3rouHunm Ha uHopMmauus

[Moapo6ua nHpOpMAaIHs 32 TO3M JICKapCTBSH MPOIYKT € MpeJocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHuus 1o Jiekapcraata http://www.ema.europa.eu/.

ITocodenara mo-moiry HHGOpMaNus € MpeaHa3HaYeHa caMO 32 MEIUITHHCKH CITCITHATICTH:

IIo BpEMC Ha CbXPAaHCHUC MOraT Jia €€ Ha6J'I}O,Z[aBaT Osa yTaﬁKa u 6I/ICTpa, 663HBCTH3 HagyTacdHa

TCYHOCT.

Bakcunara TpsOBa 5a ce pecycnenaupa npeau ynorpeba. Ciie Kato ce pecycneHaupa, BAKCHHaTa e

M3TJICKIa THOPOIHA, MbTHA, OsJ1a Ha BUIL.

PecycnengupaHe Ha BAKCHHATA, 32 NMOJyYaBaHe HA €THOPOAHA, MbTHA, 05112 CyCleH3u sl

Bakcunara Tps6Ba 1a ce pecycrneHanpa clieABaiKy CTBIKUTE 0-J0y.
1. IpbKTe CIPUHLIOBKATA C BbPXa HAarope, CTUCKaWKHU 51 B OMPYKa CH.
2. Pa3kiiaTere CIIpHHIIOBKATA KaTo 51 00pBINATe HAJO0Iy U Harope.
3. IloBTOpeTe TOBa AEHCTBHE EHEPrUYHO Hal-MaJKo 3a 15 cekyHau.
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4. Pa3rnezaiiTe BHUMATEITHO BAKCHHATA OTHOBO:
a) Ako BakCHHAaTa M3IJIeKIAa KaTo €AHOPOAHA, MbTHA, Osia CYCHEH3Us, TS € TOTOBa 3a
ynoTpeba — He TpsAOBa Ja € OucTpa Ha BH.
0) AKO BakcHMHaTa BCE OIIC HE M3IIIeXKJAa KaTo €JHOPOJHA, MbTHA, Osyia CYCHCH3US —
0oOpBIMaiiTe s OTHOBO HANONy W HAarope Hai-mManko ome 15 ceKyHmu — ciem ToBa s
pasriiefaiiTe BHUMATEITHO OTHOBO.

HpCI[I/I IMMPUJIOKCHUC BAKCHUHATA TpSI6Ba Ja C¢ orJjieZia BU3yajiHO 3a HAJIMYUECTO HA TYKAU YaCTULIA
W/Win IMPOMCHU BbB BHHIIIHUA BU. B cnyqaﬁ, ye 3a0€eIeKUTE HAKOS OT TE3H IMPOMCHU, HE

H3I0JI3BaTe BaKCHHATA.

Hewnznon3Banust JICKApPCTBCH NPOAYKT UJIM OTHHAABYHUTE MaTECpHUaJId OT HETO TpH6Ba na C€ U3XBBPJIAT
B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHUA.
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