MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUS TPOAYKT

Twinrix Adult HHXEKIOHHA CYCTICH3U B IPEIBAPUTEITHO HAITBJIHEHA CIIPUHIIOBKA
AncopOupana BakCHHa cpelly XxenaTuT A (MHakTuBupaHa) 1 xenatut B (p-HK)
(Hepatitis A (inactivated) and hepatitis B (rDNA) (HAB) vaccine (adsorbed))

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

1 mo3a (1 ml) ceabpKa:

Xenarur A Bupyc (unaxktusupan) (Hepatitis A virus (inactivated ) ' 720 ELISA Units
Xenarut B noespxuocten anturen (Hepatitis B surface antigen) >* 20 MHUKporpama

TIpoussenen Bupxy yoseniku auruionann (MRC-5) knetku

2AncopOupan BEPXY alyMUHHEB XUAPOKCH, XMAPATUPAH 0,05 munurpama Al**
[IpousBeeH B IpOKAEBH KIETKH (Saccharomyces cerevisiae) no pexom6bunantaa JJHK Texnonorus.
*Ancopbupan BbpXy anyMuHueB docdar 0,4 muurpama Al*

BakcunaTa MoXxe 1a ChIbpiKa CIIeId OT HEOMHUIIHH, KOMTO Ce U3I0JI3Ba 110 BpeMe Ha
MIPOM3BOACTBEHHUS Ipoliec (Bxk. Touka 4.3).

3a IBJIHUA CIIMCHK HA IIOMOIIHUTE BEIECTBA BIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

NHxeKuMOHHA CYCIIeH3HUA.
MbTHa, Os1a CyCIICH3USL.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3AHUS

Twinrix Adult e moka3zaH 3a IpUIIOKEHHE TIPU HEMMYHHH BB3PaCTHU U FOHOIIM Ha U HaJl 16 rojuHy,
KOHTO Ca M3JI0KEHH Ha PUCK OT XenaTuT A u xernatut B nadekunu.

4.2 /lo3upoBKa M HAYMH HA MPUJIOKEHHE

Jo3uposka

- Ho3a

3a BB3pacTHU U IOHOIIM HA M HaJl 16 roguHu ce npenopbyuBa go3a ot 1,0 ml.

- Cxema Ha IIbPBUYHA BAKCHHAITUA

CrannapTHUIT Kypc Ha TbpBUYHA BakcHHaIus ¢ Twinrix Adult ce chbCcTOM OT TpH J03H, KaTo MbpBaTa
ce mpuJjara Ha u30paHa 1aTa, BTopaTta eH Mecell MO-KbCHO M TpeTaTa, IecT Mecela cie]] bpBaTa
J03a.

IIpu BB3pacTHH MPH U3KITIOYUTENHU YCIOBHS, KOTAaTO Ce MPEABIKAA TbTYBAaHE B PAMKUTE HA €ANH
MeCeI] MJTH TTOBEeYE CJIe]] HaYaJIOTO Ha BAKCHHALIMOHHUSA Kypc, HO HsIMA IOCTaThUHO BpEME 3a
3aBBPIIBAHETO HA cTaHAapTHATa cxema 0, 1, 6 Mecerr, MoXke J1a ObJie M3ITOJI3BaHA CXeMa, ChCTOSIA Ce
OT TPH JJO3M BaKCHHA, IPUI0KEHH HHTPaMyCKYJIHO, cboTBeTHO Ha 0, 7, 21 neH. B ciyuai, ue ce



M3II0JI3BA TA3H CXEMa, € MPETOPhYNTETHO IPUIIOKEHIETO Ha YeTBhPTa A03a 12 Mecena ciiel] mppBara.

HpenopquaHaTa cXeMma TpSI6Ba Jla ce cma3pa. Benabx 3aro4vHar, KypChbT Ha IbPpBUYHA BAKCUHAIIUA
Tpﬂ6Ba Ja 6’bﬂe 3aBBPUICH CHC ChIllaTa BAKCHUHA.

- bycrep n03a

[MonacTosIIeM ca HATUYHU JAHHU 32 JBITOCPOYHOTO TIEPCUCTHPAHE HA aHTHUTENATA CJIC/ BAKCUHAIINS
¢ Twinrix Adult 3a mepron mo 20 roguaM ciaex BakcuHAIUATa (BXK. Touka 5.1). I3mepenure cien
I'bPBUYHMS BAKCUHAIIMOHEH KypC ¢ KOMOWHUpaHaTa BAKCUHA TUTPU Ha aHTU-HBs u antn-HAV
aHTHUTEJIA Ca CPABHUMHU C TE3HU CJIE]| IPUIOKECHUETO Ha MOHOBAJICHTHUTE BakcuHu. ETo 3amno, o
OTHOIIICHUE Ha OyCTep BaKCHHAIUATA MOXKE Ja ObJie U3MO0I3BaH OMMUTHT C MOHOBAJICHTHUTE BAKCHUHHU.

Xenarut B

He e ycraHoBeHa He0OX0auMOCTTa OT OycTep [103a XenaTUT B BakCHHA IPH 34paBu JInLa, Ha KOUTO €
MPUIOXKEH ITBJICH KypC Ha IbPBUYHA BaKCHHALMA. BBIpeKky ToBa, HIKOM HACTOSIIN O(UIHATHA
BAaKCHHALIMOHHU NIPOTrpaMy BKJIIOYBAT MIPENopbKa 3a Oycrep A03a xenatuT B BakcuHa u Te TpsAOBa Aa
ObJaT B3ETH I10]] BHUMAaHME.

3a HSKOM TPYIH JIUIIA, MOJUI0KEHH Ha puck oT xenatut B (HBV) BupycHa nndexuus (Hamnp.
MalMEeHTH Ha XeMOAUaAJIN3a 1 UMYHOKOMIIPOMEHTHPAHH MALMEHTH), TPSOBa 1a ce 0OMHCIH
MIpHUJIaraHeTo Ha MPEATa3HA MEPKH 3a MOAIbpKaHe Ha MPOTEKTUBHO HUBO Ha aHTHTenaTa > 10 [U/1.

Xematut A

He e HamrbJIHO YCTaHOBEHO AaJIU TIPU UMYHOKOMITETEHTHHUTE JIUIA, KOUTO Ca U3Pa0OTHUIIH UMYHEH
OTTOBOP CIIE/ XeTaTUT A BaKCHHAIIWA, IIE C€ HAIOXKH MPHUIIOKEHHE Ha OycTep 03U, Thil KaTo
3amuTaTa Mpy JUIca Ha OTKPUBAEMH aHTHUTEIa MOXKe Ja ObJIe OCUTYpPEeHa OT UMYHOIIOTUYHATA TIAMET.
[TpurnMTIUTE 32 OyCcTEep BaKCHHAIIMS CE OCHOBABAaT Ha IPEIOI0KEHUETO, Ue 3a 3allUTa ca
HEOOXOINMHU aHTHUTEIA.

B ciyganTe, korato e HeoOX0IMMa peMMYHH3aLHs, KaKTO Cpelly Xenatut B, Taka u cperry
xernaTut A, Moke 1a 6bae npuioxen Twinrix Adult. O6patHo, pu JULA, TPH KOUTO IbPBUYHUAT
BaKCHHAIMOHEH Kypc ¢ u3BbpiieH ¢ Twinrix Adult, Mmoxke na Obj1e npuiioxkeHa OycTep 703a ¢ HIKOS
OT MOHOBAJICHTHUTE BaAKCHHHU.

Hauwnn »Ha npuioxeHue

Twinrix Adult e mpeHa3HaYEH 32 HHTPaMYCKYJTHO UHKEKTHPAHE, 32 MPE/IIOYNTAHE B IS TOUTHHS
MYCKYL.

o n3krOUeHne, BaKCHHATA MOXe J1a O'b/Ie MPIIIOKEHA ITOAKOXKHO MPH MAIUEeHTH C
TPOMOOITUTOTICHISI FJTM HAPYIIIEHUS B KPHBOCHCUPBAHETO. 1031 HAYMH HA MPUIIOKEHUE MOXKE Ja
JTIOBEJIE 10 HaMaJICH UMYHEH OTrOBOP KbM BaKcHHATa (BXK. Touka 4.4).

4.3 IIpoTuBOMOKA3aHUA

CBpPBXYYBCTBUTEIIHOCT KbM aKTHUBHHUTE BEIECTBA WM KHM HIKOE OT ITOMOIITHUTE BEIIECTBRA,
M30pOoeHH B ToUKa 6.1, MM HEOMUIIHH.

CBpBXUYBCTBHTEITHOCT CJIE]l IPE/IIISCTBAIIO pUIaraHe Ha BAKCUHU CPEIIy XENaTuT A W/ Uiu
xenaTtur B.

[Mpunaranero Ha Twinrix Adult TpsOBa 1a ObE OTIOKEHO NPH JIUIIA, CTPAJAIIN OT OCTPH TEKKU
(heOpwiTHN 3200IBaHMSL.



4.4 CroenuajJH4 nMpexynpexIeHUusi U NpeanasHu MepKH MpH ynoTpeda

CuHKOI (MpUNaIbK) MOXKE J1a HACTHIIH CJIE] WX JIOPH NIPEIU BCSIKA BAKCHHAIVSI, 0COOCHO TPU
FOHOIIIH, KaTO IMCUXOTEHHA PEaKIUs KbM HHKEKTUPaHeTo ¢ uria. Toi Moxe J1a ce ChIpOBOKIA OT
HSKOJIKO HEBPOJIOTUYHU MpU3HAKA KaTO MPEXOIHO CMYIIECHUE HA 3PEHUETO, TapeCTe3usl U TOHUIHO-
KJIIOHUYHH TBIDKEHUS Ha KpaHHHUITUTE TI0 BpeMe Ha Bh3CTaHOBSBAHETO. BaxkHO € 1a ca HaauIe
MPOIEAYpH 32 N30SATBaHE HA HApaHsIBaHE BCIIEACTBUE HA MIPHUITAIBIIUTE.

BB3MOXkHO € 10 BpeMe Ha BAaKCUHAIMATA MAIIMEHTUTE Jla ¢ca B MHKYOAIlMOHEH TIEPUOJ] Ha XeHaTuT A
wm xenatuT B uadekmus. He e yctanoBeHo famu B Te3u cinydan Twinrix Adult e nmpenorspatu
xXenatut A u xemarut B.

Bakcunara He nmpezma3pa otT HH()EKIUs, IPHIMHEHA OT JAPYTH areHTH KaTo BUpycuTe Ha xenatuT C u
xenatut E, u Ipyru matoreHu, KOUTo HHPEKTUPAT YepHHUS APOO.

He ce npenoppua npuinoxkenne Ha Twinrix Adult 3a mocTekcno3uMoHHa MpOQUIaKTHKA (HAIIp.
yOOXIaHe C UIJIa).

Bakcunara He e mpoy4YBaHa NP MALMEHTH ¢ yBpeAeH UMYHHTET. [Ipy manueHTn Ha XeMOInalIn3a u
JMLa C yBpeAeHa UMyHHA CUCTEMa MOXKE /1a He ObJaT JOCTUTHATH aleKBaTHU TUTPH Ha aHTH-HBs u
antTu-HAV antuTenara cien Kypca Ha IbpBUYHA UMYHHU3alus. [Ipy TakuBa nmaueHTH Moe Ja ce
HaJIOKH MPUJIO’KEHUE Ha JOIBIHUTENIHH 103U BaKCHHA.

VCTaHOBEHO €, Ue 3aTIIbCTABAaHETO (onpeaeeHo karo BMI > 30 kg/m?) HamasisiBa IMyHHHSI OTTOBOD
KBbM XEIaTUT A BaKCHHHUTE. Y CTAHOBEHO €, 4Ye HIMYHHHAT OTTOBOP KbM XeNaTUT B BakcuHHUTE MOXKeE /12
Obe HamasIeH oT peauua ¢akTopu. Te3n GpakTopy BKIIOYBAT MMO-HAMIPEAHANA BB3PACT, MBKKH I10J,
3aTJIIbCTABAHE, TIOTIOHOIMYHICHEC, HAYWH HAa HPHUJIOKCHHUE U HAKOU XPOHUYHU CBIIBTCTBAIIIN
3abonsiBanus. TpsiOBa na ce 00ChAM U3BBPIIBAHE HA CEPOJIOTUYHO U3CIICABAHE P TAKUBA JIUIIA, IPH
KOHTO € HaJIMIIEC PUCK JIa HE CE TTOCTUTHE CEPONPOTEKIMS clie MbIHuS Kypc ¢ Twinrix Adult. Tpsosa
Jla ce MMa MPeBHI MPHIOKSHUETO Ha JIOIBIHUTEIHY JI03H 32 JIIa 0e3 WK C 1mo-ciad MMyHeH
OTrOBOD Clie]] BAKCHHAI[HOHHUS KypC.

Kakro IIpY BCUYKH MHKXCKIIMOHHU BAKCHU, BUHAaru TpH6Ba Jla Ma TOTOBHOCT 3a IIpujiaraHe Ha
oAXOoAA110 JICUCHUC B cnyqaﬁ Ha pgaka aHa(i)I/IHaKTI/I‘IHa peaKnuA CJICH MPUITIOKCHNUE HAa BaKCHUHATA.

TBH KaTO MHTPAACPMAIIHOTO UHXKEKTUPAHE UIIM UHTPAMYCKYJIHOTO PUIIOKEHUE B TIIyTEATHHUS
MYCKYJI MOrat Jia 10B€aT J0 IIO-HUCHK OT OIITUMAIHUA OTTOBOP KbM BaKCHHATA, TC3M HAYMHHU Ha
npuiIokeHue TpsoBa fa ce n3osreat. Odaue, no uskmouenne Twinrix Adult Moxke 1a ce TpUITOKU
HOKO)KHO TP MAMEHTH ¢ TPOMOOIMTONICHHUS WM C HAPYILIEHUS B KPbBOCHCUPBAHETO, THhi KaTo MpU
TSIX MOJKE J]a C€ MOSIBH KbPBEHE CJIe]] HHTPaMYCKYJIHO PUIIOKeHue (BK. Touka 4.2).

[Tpu Hukakeu oocrosiTencTBa Twinrix Adult He TpsiOBa fa ce npuiara BBTPECHI0BO.

Kakto u IIpU BCUYKH BAKCHUHH, 3allIUTCH UMYHCH OTT'OBOP MOXXE /1a HE 6’[))16 MMOCTUTHAT ITPU BCUYKHU
BAaKCUHHUPAHU.

Ta3u BakcHHA ChIBPIKA MO-MaNKo OT 1 mmol Hatpuii (23 mg) Ha 1034, T.e. MOXKE Ja ce Kaxe, 4e
MPAKTHYECKU HE ChABPIKA HATPHIA.

IIpocnenumoct
3a fa ce moIo0py MPOCIETUMOCTTa Ha OHOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO M MAPTHTHUAT

HOMCP Ha IMPUIJIOKCHUA TPOAYKT Tpr6Ba SICHO Aa CC 3aI1McCBar.



4.5 B3aumopeiicTBHe ¢ APYTH JeKAPCTBEHU NMPOAYKTH U APYru popmMu HA
B3auMo/eiicTBUe

Hsma nannu 3a eqHOBpeMeHHO npuiioxkenue Ha Twinrix Adult cbe cnennduueH xematut A uin
xernatuT B umyHornoOyiuH. Obaue, He € HaOMoJaBaHO MOBIUSABAHE HA CEPOKOHBEPCHUSTA TIPU
€IHOBPEMEHHO MPUIIOKEHHE HAa MOHOBAJICHTHA XEaTUT A M XeNaTHT B BakCHHU ChC crieupuyHn
UMYHOTJIOOYJIMHY, MaKap 4e TOBa MOXKE J1a IOBeJIe 710 ITO-HUCKU TUTPH Ha aHTUTENATA.

Makap 4e, emrHOBpeMeHHOTO mprioxkeHne Ha Twinrix Adult ¢ qpyru BakcuHu He e cienupuaHO
MPOYYBaHO, OYaKBa CE, Ue aKO CE€ M3MOJ3BAT Pa3JIUYHU CIPUHIIOBKH U PA3INYHU WHKCKIIMOHHU MECTa,
HSIMa Jla C€ OCBIIECTBH B3aUMO/ICICTBHE.

Moske ma ce oyakBa, 4e TpH MalueHTH Ha MMYHOCYIIPECHBHO JICUCHUE WITH TPH MAllUEHTH C UMYHEH
nedunuT, MOJKe 11a He c€ IIOCTUTHE aJeKBaTeH OTTOBOD.

4.6 @epTHINTET, OPEMEHHOCT U KbpMeHe

BbpemeHHocT

EdextsT Ha Twinrix Adult Bepxy emMOpHOQETaTHOTO, IEPUHATAITHOTO U IIOCTHATATHOTO
NPESKUBSIBAHE U Pa3BUTHUE € OIICHEH IPH IUTbX0BE. ToBa MpoyyYBaHe HE IMOKa3Ba MPEKH WIN HETIPEKU
BpEIHU BB3ACHCTBUS BBPXY (hepTunuTera, OpeMEeHHOCTTa, eMOPHOHATHOTO/(PETATHOTO Pa3BUTHE,
paXXTaHETO WJIM OCTHATATHOTO pa3BHUTHE.

EdextsT Ha Twinrix Adult Bepxy emMOpHOQETaNHOTO, IEPUHATAITHOTO W IIOCTHATATHOTO
NPEXUBSIBAHE W PA3BUTHUE HE € OLICHSIBAH MPOCTIEKTUBHO B KIMHUYHH W3MTUTBAHUSL.

JlaHHHTE OT Pe3yATaTUTE NMPU OTPaHUYCH OpOii BAKCMHUPAHU OPEMEHHHM KEHH HE MOKa3BaT HEeXEJIaHU
edextn Ha Twinrix Adult Bbpxy OpeMeHHOCTTa HITH BBPXY 3ApaBETO Ha eTyca/HOBOPOJICHOTO JIETE.
Brbrpeku ue, He ce 0uyakBa peKOMOMHAHTHHMS MOBLPXHOCTEH aHTHICH Ha BUpYyca Ha Xenatut B ia nma
HexenaHu eeKTH BrpXy OpeMeHHOCTTa WK (peTyca, MpenopbyBa ce BAKCHHAIMATA Ja ObJie
OTJIOJKEHA 3a CJIe/l pa’KAaHEeTO, OCBEH aKO MMa CIIEIIHa HeOOX0ANMOCT OT 3allHUTa Ha MaiKaTa Cpelry
xeratut B nabekys.

KespMmene

He e ycranoseno nanm Twinrix Adult ce ekckperupa B 9oBemkoTo Misiko. Exckpernmsara Ha Twinrix
Adult B MIsIKOTO HE € IpoyuBaHa Npu KUBOTHU. [Ipu B3eMaHe Ha peleHue, Aajiu Ja ce
MPOIBIDKH/TIPEYCTAHOBU KBPMEHETO WIIH JIa c€ MPOIBbIKU/TIPEYCTAaHOBH MPHUIIOKEHUEeTo Ha Twinrix
Adult, TpsiOBa 1a ce MMa npeaBH/I 1oI3aTa OT KbPMEHETO 32 JISTETO M I0JI3aTa OT MPUIIOKESHUETO Ha
Twinrix Adult 3a xxeHara.

4.7 EdexTu BbpXy cioco0HOCTTA 32 o¢upaHe U padora ¢ MAIUIMHHA

Twinrix Adult He OBIUsBA WJIU TOBJIMSIBA MPEHEOPEIKUMO CITOCOOHOCTTA 32 1odupaHe uim pabora ¢
MalllnuHH.

4.8 Hexenanu JekapcTBeHH peaKINU
Pe3iome Ha npoduiia Ha Ge3omacHOCT

[IpencraBenusT mo-moiy rnpodun Ha 6€30MacHOCT € Bb3 OCHOBA Ha COOpEH aHaM3 Ha CHOMTHS 3a 1032
mpu Hax 6 000 muma, momyurmm wiu ctagaapTHaTa 0, 1 u 6 Mecerr cxema (n=5 683) muim yckopenata 0,
7 n 21 nen cxema (n=320) Ha BakcuHanus. Haif-gyecto cro0I1aBannTe HEKEAHN PEAKIINN CIIE]
npunoxxenue Ha Twinrix Adult mo cranmaptHaTta cxema Ha 0, 1, 6 Mecer| ca 60iKa U 3a4epBsSBaHe,
HACTBIIBAIlA B YECTOTA Ha J103a, ChoTBETHO 37,6% 1 17,0%.



IIpu aBeTE KIMHUYHM MTpoyIBaHUs, Ipu kouto Twinrix Adult e nmpunmoxxern Ha 0, 7 u 21 nen
00001IICHUTE TPOBOKUPAHH OO CUMIITOMH H JIOKATHUTE CHMIITOMH Ca ChOOIIIaBaHY B CHIIUTE
TPYIH 110 YECTOTa KaTo u3dpoeHuTe no-foiy. Cien npuioKeHne Ha YeTBbPTA J103a Ha Mecel] 12-Tu
4YeCcTOTaTa Ha CUCTEMHUTE U JIOKATHU HEXKEJTaHU JICKAPCTBEHH PEAaKIMK € CPAaBHUMA C Ta3H,
HaOJIr0aBaHa ciiel BakcuHausgTa Ha 0, 7 u 21 new.

B cpaBHUTETHH IPOYYBaHUS € OTOENSN3aHO, Ye YECTOTaTa Ha OUaKBAHUTE HEXEIIAHU PEaKIUH CIIC]
npmioxenue Ha Twinrix Adult He ce paznudaBa OT YecToTaTa Ha OYaKBAHUTE HEXKEIIAHH PEaKIINN
clie]l IPUIIOKECHUE HA MOHOBAJICHTHUTE BAaKCHUHH.

Tadau4yeH CIUCHhK HA HesKeJTaHUTE peaKuuun

Ilo gecToTra HEXXETAHUTE pE€aKkmuu ca CT;O6I].I€HI/I Karo:

MHoro 4yecTu: >1/10

Yecru: >1/100 mo < 1/10
Heuyectu: >1/1 000 go < 1/100
Penxu: > 1/10 000 mo < 1/1 000

MHoro peaku: < 1/10 000

XpaHEHETO

Cucremo-opranes Kiac | YecroTa | Hexenanm peakuuu

KanHuYHU H3NUTBaHUSA

WNudekunu u nadecramum Heuectu WHpekuus Ha rOpHUTE TUXATEITHA
THTHINA

Hapymenus Ha kppBTa 11 IIMQHATA Penku Jlumpanenomnarus

CUCTEeMa

Hapymienus Ha Metabosu3ma u Penku 3ary0a Ha aneTuT

Hapyuienus Ha HepBHATa cucTemMa Mmoro yectn | I'maBoOosnme

Heuectn 3amaiiBaHe

Penku XHIoecTe3usl, NapecTe3un
Cb10BU HapYIICHUS Penxu XUNOTOHMS
CromalHo-9peBHU HapyIIEHUS Yectn CromalHo-4peBHU CUMIITOMH,

Juapus, rajeHe

Heuectn [oBpbuiane, kopemHa Ooska *
Hapymenns Ha koaTa U OJKOKHATa Penxn OO6pus, IpypuTyC
TbKaH MHoro penku | YpTukapus
Hapyienust Ha MyCKyJIHO-CKEJIeTHaTa Heuectun Muanrus
CHCTEMa U CheMHHUTEIHATA ThKaH Penxu Aptpanrus

OO HapyuieHus: 1 eeKTH Ha
MSICTOTO Ha IPUIIOKEHHUE

MHoro uectu

Bonka u 3auepBsBaHe Ha MICTOTO Ha
HWH)XEKTUPaHe, yMopa

Yectu

ITogyBane Ha MSCTOTO Ha
WH)KEKTUpaHe, PeaKIUi Ha MSCTOTO Ha
MHXEKTHpaHe (KaTo XeMaToM,
pypuTyc 1 00pa3yBaHe Ha CHHUHH),
HEPa3IO0JI0KEHNE

Heuectn

IToBumena Temneparypa (>37,5°C)

Penxu

I'punonogo6HO 3a00151BaHe, CTYACHH
TPBIKHA

IHocTMapKkeTHHrOBO Ha0JI0IeHHE

CrenHuTe HeXeNaH! JIGKaPCTBEHH PEAKLIMH ca ChOOIIABAaHH WK NPH Twinrix, Wiy npu
MoHoBasieHTHUTE BakciHn Ha GlaxoSmithKline cpemry xematut A u xenatur B:

Wudexnyu u nndecramu

MeHuuHruT




Hapymenus Ha kpbBTa 1 TUMQHATa TpomboruTOnIEHUs, TPOMOOIIUTONIEHUYHA Ty PITypa

CUCTEMA

Hapymienus Ha iMyHHaTa cucTeMa AHadunakcus, aJepriuyHu PeaKiuu, BKIIFOUUTEITHO
aHa(WIaKTOWIHY pEaKINK U TaKWBa, HAIIOAO00SBAIITH
cepyMHa 0oecT

Hapymienus Ha HepBHaTa cucTeMa Ennedanur, ennedanonatvs, HEBpUT, HEBPOIIATHS,
napaan3a, KOHBYJICUU

CbJI0BH HapyIICHUS Backynut

Hapymenus Ha KoxkaTta U TOJAKOXKHATA AHTHOHEBPOTHYCH OTOK, JIMXCH TUIAHYC, epUTEMa

THKaH MynTudopme

Hapymienus Ha MyCKyJIHO-CKeJIeTHATa ApTpHT, MyCKYJIHa cI1ab0CT

CUCTEMA U ChCMHHUTEIHATA ThKaH

OO0y HapymieHus 1 eeKTH Ha Bonka B MACTOTO Ha HHXKEKTHPaHE, BEHATa CJIC]T

MSICTOTO Ha IPUJIOKEHHUE TpUsarase

CJ'IC,I[ INHPOKOTO IPHUIOKCHNUE HA MOHOBAJICHTHUTE XCIIATUT A w/unu xenatut B BAaKCHHU,
AOI'BJIHUTEIIHO Ca AOKJIaJIBaAHU CICAHUTC HCXKCIIAHU PCAKIIUH, CBbP3aHU BbEB BPEMCTO C
BaKCHHaNusATa:

Hapymienus Ha HepBHATa cHUCTEMa MHoKecTBeHa CKIepo3a, MHCIIUT, TTapajn3a Ha JINIEBH
HEpB, MOMMHEBPUT KaTo cuHApoM Ha Guillain-Barré (c
ACIICHJICHTHA Tapajn3a), HeBPUT HA OYHHS HEPB

OO0y HapymieHUs U e)eKTH Ha UyBCTBO Ha MapeHe U CMBJICHE

MSICTOTO Ha IPHJIOKCHHE

Uscnensanus OTKJIOHEHUS B YePHOAPOOHHUTE (PYHKITUOHATHH
MOKa3aTeNu

* OTHAcA ce 10 HEeXeJIaHW JIGKapCTBEHH PeakLuy, HaOMoqaBaH! Py KIMHUYHY IPOY4BaHUs,
MPOBEJICHH ChC ChCTaBa Ha BaKCHHATa 3a yHOTpeba B MeuaTpusTa

Cro01aBane Ha MOJI03MPAHN HEXKEJIAHH PEAKIIUH

Cro0ImaBaHeTo Ha MOIO3MPaHU HEKEJIaHU PEaKLUH CIIe]] pa3pellaBaHe 3a ynoTpeda Ha JIEKapCTBEHUS
NPOAYKT € BaykHO. ToBa 1o3BosIsABa Aa NPOIBJDKH HAOIIOACHUETO Ha ChOTHOLICHUETO T0JI3a/PHUCK 3a
JIeKapcTBEHUS MPOAYKT. OT MEIUIMHCKUTE CIIEHUATICTH C€ U3UCKBA J]a ChOOIIaBaT BCsIKa
HOI03MpaHa HEeXXEJIaHa PeaKys upe3 Hal[OHalHa CUCTeMa 3a ChoOIIaBaHe, IOCOYEHa B
IIpunoxxenue V.

4.9 Ilpeno3upane

Crny4an Ha ipesio3upaHe ca ChOOIIEHH TP TOCTMapKETHHIOBOTO HaOmoaenne. Hexxenanure
JIEKapCTBEHU PeaKIny, ChOOIaBaHu Clie]l Ipeo3upane ca MoJ00HN Ha Te3H, ChOOIIaBaH! IPH
00MYaifHOTO MPUJIOKEHHE Ha BaKCHHATA.

5. ®APMAKOJIOTMYHU CBOMCTBA

5.1 ®apmakoaMHAMUYHU CBOWCTBA

®apmakoTepaneBTHUHa Tpymna: XenarutHu Bakcuan, ATC xox: JO7BC20

Twinrix Adult e koMOuHUpaHa BakcuHa, GOPMYJIMpaHa Ype3 CMECBAaHE Ha MPEUUCTEH, MHAKTHBUPAH
xenatut A (HA) Bupyc u npedrcTeH TOBFPXHOCTEH aHTUTEH Ha BHpyca Ha xenatut B (HBsAg),
a7copOMpaHy MOOTAETHO BEPXY IyMUHHUEB XUIPOKCHI U anyMuHueEB pocdart. Bupycst Ha
XENaTuT A € MPOU3BEJICH BbpXY YoBeIIKH aurutoniHu kinetkn MRCs. HBsAg e mpousseneH ot

IMMOJIY4YCHHU 10 T’CHHONHKCHCPCH BT APOKACBU KIICTKH, YPE3 KYJITUBUPAHC B CCIICKTHBHA CpCaa.

Twinrix Adult ocurypsia umynuntet cperry HAV u HBVundekuun upe3 unaynmpase Ha
cneruduunu antu-HAV n antu-HBs antutena.



3amuTaTa cpenry XenatuT A u xenaTut B ce msrpaxna B pamkure Ha 2 - 4 ceamuuu. [lo Bpeme Ha
KJIMHAYHUTE U3MUTBAHUS, CHIEIU()UIHN XyMOPAIHU aHTHTENa CPEIly XermaTuT A ca OWIIM YCTaHOBEHH
npu npubau3uTenHo 94% OT Bb3pacTHHUTE JIMIA €AMH Mecel] ciie]] mbpBaTa qo3a u npu 100% enuH
MeceI] cies TperaTa fo3a (T.e. Ha Mecerl 7). CnenuduaHr XyMOpalTHU aHTUTeNa Cpenry xenaTut B ca
6mm ycranosenu nipu 70% OT BaKCHHUPAHUTE BB3PACTHH CJIeI TbpBaTa /103a U IpH 0KoJIo 99% cien
TperaTa 103a.

Cxemara 3a mbpBUyHa nMyHM3anud 0, 7, 21 aeH ¢ yeTBbpTa 1032 Ha Mecel] 12 ce mpunara npu
BB3PACTHH JIMLA TIPH W3KIFOUUTETTHH 00CTOSATEICTBA. B €1HO KITMHUYHO M3MUTBaHE, IPH KOETO
Twinrix Adult e npunoxen o tazu cxema, 82% u 85% ot BakcuHupaHuTe ca u3pabormnu antu-HBV
aHTHUTEJA B CEPOITPOTEKTUBHHU TUTPH CHOTBETHO Ha 1-Ba w1 5-Ta ceMHUIM cliel TperaTa 1o3a (T.e. Ha
Mmecer] 1 1 2 crex HawaimHaTa 703a BakcuHa). HUBOTO Ha ceporpoTekius cpenry xenatut B ce e
noBuIImIIo 10 95,1% B paMKuTe Ha TPU Mecella clie]] MbpBaTa J03a.

HupaTa Ha cepOnO3UTHUBHOCT 10 OTHOIICHUE Ha aHTU-HAV anturenara ca ouwmu 100%, 99,5% u
100% cproTBeTHO Ha Mecell 1, 2 u 3 ciaeq HayallHaTa 103a.

Enua Mmecery cien 4eTBbpTaTa 1032, MPU BCHYKY BAKCHHUPAHU Cca IOKa3aHU CEPOITPOTEKTHBHU HHUBA
Ha aHTU-HBs anTrTena. OcBeH TOBa BaKCHHUPAHUTE ca OUIIN CepONO3UTHBHHM 32 aHTH-HAV
aHTHTEIA.

B enHO KTMHUYHO MPOyYBaHe, MPOBEACHO MPH JIMIA Ha Bb3pacT Haj 40 ToAWHY ca cpaBHABaHU
HHUBOTO Ha CEPOIIO3UTHBHOCT Ha aHTU-HAV aHTHTeNnaTa, KAKTO ¥ HUBOTO HA CEPOITPOTEKIIHS CPEIILY
xenatut B cien npunoxkernne Ha Twinrix Adult mo cxemara 0, 1, 6 Meceru ¢ HUBaTa Ha
CEpPOMO3UTHBHOCT U CEPOIIPOTEKIIHS CIIE]] TPHIOKEHNE Ha MOHOBAJIICHTHUTE BAKCHHHU CPELLY XCTIaTUT
A 1 B, npuiosxxeHr B IPOTUBOIIONIOKHHUTE PhIIE.

Husoto Ha cepomnpoTekius cpenny xenatut B cien npunoxenne Ha Twinrix Adult € 92% u 56%
CHOTBETHO Ha Meceru 7 u 48, cpemry 80% u 43% cien mpuiIoKEHUETO Ha MOHOBaJIEHTHATA XenaTuT B
BakcuHa oT 20ug Ha GlaxoSmithKline Biologicals, u 71% u 31% cnen npunoxeHueTo Ha Apyra
paspelieHa 3a ynorpeba MoHOBaneHTHa XenatuT B BakcuHa ot 10pg. C yBenmmuaBaHeTo Ha Bb3pacTTa
Y Ha MHJIEKCa TeJeCHa Maca KOHIIEHTpaluuTe Ha aHTu-HBs aHTHTEenaTa HamasnsBaT; yCTaHOBEHH ca U
MO-HUCKH KOHIIEHTPAIIUH TIPH MBKETE B CPAaBHEHHUE C )KEHUTE.

HuBoto Ha cepormo3uTuBHOCT 32 aHTH-HAV aHTHTenaTa cien npunoxkenue Ha Twinrix Adult e 97%
Ha 7-us u Ha 48-us mecert cpenty 99% u 93% cnen mpuIIoKEHUETO HA MOHOBAJIEHTHATA XEMaTUT A
BakcuHa Ha GlaxoSmithKline Biologicals u 99%, 1 97% cnen npuiiokeHHETO Ha Apyra pas3pelleHa 3a
ynorpeda MOHOBAJICHTHA XEIaTHT A BaKCHHA.

Jlvnata ca moy4niv eJjHa JIOIBIIHUTETHA /1032 OT chllata(uTe) BakcuHa(n) 48 Mecena ciies1 mppBaTa
J103a OT ITbPBUYHHS BaKCUHAIIMOHEH Kypc. EauH Mecen cien tazu 1o3a 95% ot nuiara, BAKCHHUPaHH
¢ Twinrix Adult, nocTurar ceponpoTekTuBHN HUBa Ha aHTH-HBV antutenara (> 10 mIU/ml).

B 1Be IBIrOCPOYHH KIIMHUYHU POYYBAHUS, IPOBEJCHH TP B3PAaCTHH Ha BB3PacT OT 17 110

43 rogunau, cHOTBETHO 18 1 25 nuia ca uMaau KOHTPOJIHU TecToBe 20 rOAUHM Clie MbPBUYHATA
BakcuHaius ¢ Twinrix Adult; auBara Ha anTH-HAV ceponosutuBHOCT ca Omiu choTBeTHO 100% 1
96%, a HuBaTta Ha aHTU-HBS ceponpoTekmus, ca 6mmu choTBeTHO 94% 1 92%.

5.2 ®apmMaKkoKWHeTHYHH CBONCTBA

3a BaKCHHHTE HE € HEOOXOAUMO Ompe/elisiHe Ha (PapMaKOKMHETUYHHUTE CBOWCTBA.

5.3 IlpeakJMHUYHU AAHHH 32 0€30MACHOCT

HexknuHndHMTE TaHHU HE TIOKa3BaT OCOOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHATHNATE
NpOYYBaHUs 3a 0€30MACHOCT.



6. DODAPMAIIEBTUYHHU JAHHHU
6.1 CHoucbk Ha IOMOILIHHUTE BelIeCTBA

Harpues xnopun
Bopa 3a nmxexinmn

3a aqroBaHTUTE BUKTE TOUKA 2.
6.2 HecbBMEeCTHMOCTH

[Ipu nunca Ha Ipoy4YBaHUS 32 HECHBMECTHMOCTH TO3H JIEKAPCTBEH MPOAYKT He TPsiOBa Jja ce cMecBa ¢
JIPYTH JIEKQpCTBEHU MPOTYKTH.

6.3 Cpok Ha roaHOCT

3 roauHU.

6.4 CroeuuaJjiH4 yCJI0BHUSI HA CbXPAHEHUE

Ha ce cexpanssa B xnamwiauk (2 °C — 8§ °C).

a ne ce 3ampassna.

a ce cbxpaHsiBa B OpUrMHAIHATA ONAKOBKA, 3a J1a C€ MPEIa3u OT CBETJIMHA.
6.5 Bwuau chabp:kaHue HA ONAKOBKATA

1 ml cycnieH3us B mpeABapUTEIHO HAITBIHEHA CIIPUHIIOBKA (CTHKIIO TUT ) ¢ ri1aBa Ha OyTamoTo
(ObyTmiioBa rymMa) ¥ TyMeHa Kamavka Ha BbpXa Ha CIPUHIIOBKATA.

Kamaukara Ha BbpXa U 'yMCHATa I'JlaBa Ha 6yTa.]'IOTO Ha NpCABApUTCIHO HAIIbJIHCHATA CIIPUHIIOBKA Ca
MMpOU3BCACHU CbC CUHTCTHUYHA I'yMa.

OmaxkoBku 110 1, 10 1 25, ¢bc wnu 0e3 UrIIH.
He Bcruky BUOBE ONAKOBKM MOTaT Jia ObJIaT IMyCHATH Ha a3apa.
6.6 CrnenuajaHu npeanasHu MepKHU NP U3XBHPJIsiHe H padoTa

ITo BpeMe Ha CbXpaHEHUETO MOJXKE J1a ce o0pasyBa (huHa, Osiia yTaiika 1 Ipo3padeH, Oe31BETeH
CyIIepHATAaHT.

Baxkcunara TpsiOBa 1a ce pecycneHaupa npeau ynorpebda. Ciiesl KaTo ce pecycreHaupa, BakCuHaTa e
W3MJIeXKAa €AHOPOIHA, MBbTHA, Osijla HA BUJI.

Pecycneﬂunpaﬂe Ha BaKCHHaTa, 3a 1noJydaBaHe HA ¢eAHOPOAHAa, MbTHA, Osi1a CycneH3us

Baxkcunara Tps0Ba ja ce pecycrieHanpa CleIBaliKY CTHIIKUTE MO-J[0ITY.
1. [lppKTe COPUHIIOBKATA C BbpXa Harope, CTUCKANKH 51 B FOMPYKa CH.
2. Pa3kjarere CipyuHIIOBKAaTa KaTo s 00OpbIaTe HAZ0Iy U Harope.
3. IloBTOpETe TOBA NEHCTBHE EHEPTUIHO HAW-MaJIKO 3a 15 CeKyHam.
4. PasrnenaiitTe BHUMATEJIHO BAKCHHATA OTHOBO:
a) Ako BakcHMHaTa M3IJIEK]Aa KaTo €IHOPOJHA, MbTHA, Osja CyCIeH3us, TS € TOTOBa 3a
ynoTpeba — He TpsiOBa Aa € OucTpa Ha BUJ.
0) Axo BakcHMHATa BCE OIE HE M3MICKIA KAaTO €IHOPOJHA, MBTHA, OsIa CYCIICH3HUS —



0OpBIMaiiTe 1 OTHOBO HAMOIY M Harope Hai-Maiako omie 15 ceKyHau — ciieq ToBa s
pasrienaite BHUMATEIHO OTHOBO.

Hpezm MMPUJIOKCHUC BAKCHHATA TpSI6Ba Aa C¢ orjiea BU3yajiHO 3a HAJIMYUECTO HA Uy KAW YaCTUIH
H/WITH IIPOMEHU BbB BHHIIIHUSA BU. B cnyqaﬁ, ge 3a0€elIe)KHUTE HIKOS OT TE3U IIPpOMEHU, HE

HA3M0JI3BalTe BaKCHHATA.

Yka3zaHus 3a OpeJBapuTeIHO HAIThJIHCHATA CIIPUHIIOBKA CJICA PECYCICHANPAHS

JIyep-nok amanrop
. XBaHeTe CIPUHIIOBKATa 3a TSUIOTO, a He 3a OyTaloTo.

OTBUHTETE Kamaykara Ha CIIPHHIIOBKATA, KaTo 5
3aBBPTUTE B MIOCOKA, 00paTHA Ha YaCOBHUKOBATA
CTpelKa.

byrano

Tano
Kamauka

; 3a 1a NpUKpEnuTe UriaTa KbM CIIPUHIIOBKATA,
| KOHGKTOP Ra urjata CheMHETe KOHEKTOpa Ha UIrjlarta ¢ JIyep-JIOK afanrtopa u
' 3aBbpTETE YETBHPT 00OPOT MO TOCOKA Ha

: 3 ; YaCOBHHMKOBATa CTPEJIKA, I0OKATO YCETHUTE, Ue €

He u3abpnBaiiTe OyTanoTo Ha CIPUHIIOBKATa U3BHH
TSJIOTO M. AKO TOBa c€ CIIy4H, HE TIpHUiIaraiTe
BaKCHHATa.

U3xBBpiasHe
Hewusmnon3paHusAT JIeKapCTBEH MPOIYKT WM OTHAIbYHUTE MaTEPHAIH OT HEro TPSIOBA J1a CE U3XBBHPIIAT

B CbOTBECTCTBUEC C MCCTHUTC U3UCKBaHM.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

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

8. HOMEP(A) HA PASPEHLIEHUETO 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
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9. JATA HA ITbPBO PASPEIIABAHE/IIOJTHOBSIBAHE HA PASPEIIEHUETO
3A YIIOTPEBA

[ata Ha mppBoO pazpemasane: 20 centemBpu 1996
Hara Ha mocnenHo momHoBsiBaHe: 28 aBryct 2006

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

ITonpoOHa mH(pOpManHs 3a TO3H JEeKapPCTBEH MPOAYKT € IpeIocTaBeHa Ha yebcalita Ha EBponeiickara
areHITUs 110 JIeKapcTBaTa http://www.ema.europa.eu.
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MPWIOKEHME I
MPOU3BOJUTEJ HA BUOJIOTMYHO AKTUBHUTE BEILIECTBA "
MMPOU3BOJUTEJ], OTTOBOPEH 3A OCBOBOKJABAHE HA
MAPTUIU

YCJIOBUA NJIN OTPAHUYEHUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUSA U U3BUCKBAHUSA HA PASPEIIEHUETO 3A
YIHOTPEBA

YCJOBUA NJIN OT'PAHNYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. NPOU3BOIUTEJ HA BUOJOI'MYHO AKTUBHUTE BEHIECTBA U
INPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOKJABAHE HA ITAPTHUIN

HMe u aapec Ha IPOU3BOAUTEIS HA OMOJIOTUYHO AKTHBHUTE BCIICCTBA

GlaxoSmithKline Biologicals s.a.
Parc de la Noire Epine

Avenue Fleming 20

1300 Wavre

benrus

HMe m agpec Ha NpPOM3BOAUTENS, OTTOBOPEH 3a 003060)1(;[aBaHe Ha NapTHAUTEC

GlaxoSmithKline Biologicals s.a.

Rue de I’'Institut 89,

1330 Rixensart

benrus

b. YCJIOBUS NJIA OTPAHUYEHNA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUSAT MPOAYKT CE€ OTITyCKA IO JIEKAPCKO MPEMUCAHUE.

. O¢duunanno ocBodokIaBaHe HA NAPTUAT

CworitacHo wi. 114 ot Iupextura 2001/83/EO oduimaaHoTo 0CBOOOKIaBaHE HA TTAPTHINUTE CE
U3BBPIIBA OT AbprKaBHA JJAOOPATOPHS HITH JTaO0paToOpHsl, OIpEe/Ie/iCHa 3a Ta3H IeJl.

B. JAPYI'UM YCJIOBUSA U U3BUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJau3npanm aokiaanu 3a oesonacuoct (ITAJIB)

W3zuckBanusra 3a nonasane Ha [TIAJIb 3a To3u nexapcTBeH NPOIYKT ca MOCOUYEHH B CIIMCHKA C
pedepentnute natu Ha EBponeiickus cpio3 (EURD cnucek), npensuzes B wi. 1078, an. 7 ot

Hupextusa 2001/83/EO, 1 BbB BCUUKH CJI€ABAIIN aKTyJIN3aLIH, ITyOJUKYBaHU HA €BPOIICHCKUS
yeOIopTa 3a JeKapcTaa.

.  YCJI0BUA UJIN OTPAHUYEHUS 3A BE3OITACHA 1 E@OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITPOAYKT

. Ilnan 3a ynpasiaenue Ha pucka (ITYP)

Henpunoxunmo.
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MNNPUJIOKEHUE III

JAHHU BBPXY OITAKOBKATA N JIMCTOBKATA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA
1 IIPEABAPUTEJ/IHO HAII'BJIHEHA CITPUHIHOBKA BE3 UTJIA

10 IPEABAPUTEJIHO HAITBJIHEHU CITPUHIIOBKHU BE3 UI'JIN

25 MIPEABAPUTEJHO HAITBJIHEHU CITPUHIIOBKHU BE3 UT'JIU

1 IPEABAPUTEJIHO HAITBJIHEHA CITPUHIIOBKA C UI'JIA

10 TIPEABAPUTEJIHO HAIT'bJIHEHHU CIIPUHLHOBKMU C 10 UTJIX

25 TIPEJABAPUTEJIHO HAITBJIHEHU CITIPUHIIOBKH C 25 UI'JIX

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Twinrix Adult UmxexponHa cycrieH3us B IpeIBapUTETHO HAITBITHEHA CITPUHITOBKA
AncopOupana BakCHHa cpelly XenaTuT A (MHakTuBupaHa) u xenatut B (p-HK)

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

1 mo3a (1 ml):
Xenatut A Bupyc (MHaKTHBHpPaH)'~ 720 ELISA Units
Xenatut B moBbpPXHOCTEH aHTHIEH> 20 MuKporpama

Tpoussenen Bbpxy dosewmku qumuionau (MRC-5) kieTku

2AncopOupan BEPXY alyMUHHEB XHUAPOKCH, XMAPATUPAH 0,05 muurpama Al**
[pousBeeH B IpOKAEBH KIEeTKH (Saccharomyces cerevisiae) no pexom6bunantaa JJHK Texnonorus
*Ancopbupan BbpXy anyMuHueB docdar 0,4 muurpama Al*

3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

Hatpues xmopun
Bopa 3a unxeknuu

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

I/IH)KGKL[I/IOHHa CYCIICH3U: B IMIPEABAPUTCIIHO HAITbJIHCHA CIIPUHIIOBKA

1 mpeBapuTEITHO HAITBJIHEHA CIIPHHIIOBKA
1 no3a (1 ml)

10 mpeaBapUTENHO HAITBIHEHN CIIPUHIIOBKU
10 x 1 mo3a (1 ml)

25 mpeaABapUTEIHO HAITBJIHEHU CIPUHIIOBKH
25 x 1 mo3a (1 ml)

1 mpexBapuTETHO HATBITHEHA CITPHHIIOBKA + | uria
1 mo3a (1 ml)

10 mpeaBapuTETHO HAITBIHEHH CIPUHITOBKH + 10 uram
10 x 1 mo3a (1 ml)

25 npeABapUTETHO HAIMBIHEHHU CIPUHLIOBKY + 25 UrIu
25 x 1 mo3a (1 ml)
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5. HAYUH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXKXKJIAHE

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.
WHTpaMyCKYITHO PUIIOKEHHE
[a ce pa3kiaru npenu ynorpeoa.

6. CIIEIMAJIHO NPEAYHPEXKXKJIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JEITA

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

7. JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOJINUMO

8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[Ha ce cbxpaHsBa B XJIaIMJIHUK.
a ne ce 3ampasspa.
Ja ce cpxpaHsiBa B OpUTHHATHATA OTIAKOBKa, 32 J]a C€ Mpera3d OT CBETINHA.

10. CHENOUWAJIHHU ITPEAITA3SHU MEPKU ITPU U3XBBPJISAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJAPEC HA ITPUTEKATEJISAA HA PASPEHIEHUETO 3A YIIOTPEBA

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

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/96/020/001 — omaxoBka mo 1 6e3 nria
EU/1/96/020/002 - ommakoBka mo 10 0e3 urima
EU/1/96/020/003 - ommakoBka 1o 25 0€e3 uria
EU/1/96/020/007 - omakoBka 1o 1 ¢ 1 uraa
EU/1/96/020/008 - omakoBka mo 10 ¢ 10 urmou
EU/1/96/020/009 - omakoBka mo 25 ¢ 25 urinu

13. HNAPTUAEH HOMEP

ITaptunen Ne
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‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

|16 MH®OPMAILIMSI HA BPAIJIOBA A3BYKA

[Ipuero e ocHOBaHME /1a He ce BKIOUH nH(popMaus Ha bpaitoBa a3oyka.

| 17.  VHMKAJIEH WIEHTU®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJl C BKIFOUEH YHUKAICH UIACHTU(DUKATOD

‘ 18. YHUKAJIEH UWIEHTUOPUKATOP — JAHHHU 3A HETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
II'bPBUYHU OITAKOBKH

1. HUME HA JIEKAPCTBEHMSA NTPOAYKT U IIBT(MIIA) HA BBBEXKJIAHE

Twinrix Adult, "HXEKIIMOHHA CYyCTICH3HS
HAB vaccine
Lm.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HAPTUJAEH HOMEP

[Taptunen Ne

‘ 5. CBABbPKAHUE KATO MACA, OBEM WJIHN EJUHUIIN

1 mo3a (1 ml)

| 6. JIPYTO
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b. IUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

Twinrix Adult HH)keKIIMOHHA CyclIeH3Us B IPeBAPUTEIHO HAITbJIHEHA CIPUHIIOBKA
AncopOupana BakcHHa cpelly XenaTtuT A (nHaktuBupana) u xenatut B (p-/IHK)
(Hepatitis A (inactivated) and hepatitis B (rDNA) (HAB) vaccine (adsorbed))

IIpoyeTeTe BHMMATEIHO LSJIATA JIMCTOBKA MPeIN 1a 3aM04YHAT 1a Bu npusiarar Ta3u BakcuHa,

Thil KaTO TH ChAbPKA BaxHa 3a Bac undgopmaums.

- 3amazere Ta3u JIUCTOBKA. MOJKe /1a ce HaJIOXKH J1a Sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

- Tasu BakcuHa e npeanucana 1uuHo Ha Bac. He g npeoTcThnBaiite Ha ApyTH Xopa.

- AKO TOJTyYuTe HAKAKBU HEXKEJIAHU PEaKiluu, yBeJoMeTe Bamus ekap wiu gpapmanest. ToBa
BKIIFOYBA M BCHYKH BH3MOKHU HEXKEJIaHU PEeaKIny, HEONMCAHN B Ta3 JIMCTOBKa. BrokTe
TOuKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasmsaBa Twinrix Adult 1 3a kakBo ce H3MONI3Ba

Kakgo TpsiOBa aa 3Haere, npeau Aa Bu 0b1e npunoxen Twinrix Adult
Kak ce mpunara Twinrix Adult

BB3MOKHN HEXENTaHN PEaKIuH

Kak nma cexpansBare Twinrix Adult

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

A

1. Kaxkso npeacrapasasa Twinrix Adult u 3a kakBo ce u3noI3Ba

Twinrix Adult e BakcuHa, MpeHa3HAYCHA 32 IPUIIOKEHHE TP B3PACTHH W FOHOIIH Ha U HaJ 16
TOJTMHMU C TIeJ Mpe/na3BaHe OT JBe 3a00MsABaHus: XenaTuT A u xenatut B. BakcuHaTa neficTBa kato
CTUMYJIMpa OpraHu3Ma Jia Ch3/aJie CBOs COOCTBEHA 3amuTa (aHTUTENA) CPelly Te3U 3a00IsIBaHMU.

. XenmaTtuT A: Xenatut A e nH()EKIIHO3HO 3a00IsBaHe, 3acsramio yepHus npoo. [IpuunnsBa ce
OT BHpyca Ha xenatuT A. XenaTut A BUPYCHT MOJKE J1a Ce Mpe/iaBa OT YOBEK Ha YOBEK Upe3
XpaHa ¥ T€YHOCTH, WIH MIPU TUTyBaHE BHB BOJIa, 3aMbPCEHA C OTHaIb4HU BoU. CUMIITOMHUTE Ha
XenaTuT A ce IposiBABaT OT 3-Ta 10 6-Ta ceAMULa ciIe]] KOHTAaKTa ¢ Bupyca. Te BKiIrouBaT
rajieHe, BUCOKa Temneparypa 1 6onku. Hskomako AHU cien HadyaaHUTE CUMITOMH KOXKaTta 1
ckiepute (0s1aTa 4acT) Ha OUYUTE MOXKeE J]a MOKBATEAT (KbITeHUIa). TexxecTTa v BUIa Ha
CHUMIITOMHUTE Morat Aa Bapupar. [Ipu makuTe fena Moxe 1a He ce pa3BUe KbITCHHUIA.
IToBeuero 3a00j1€M ce BH3CTAHOBSIBAT HAITBJIHO, HO 00JIeCTTa OOMKHOBEHO MPOTHYA TEKKO U
BOJIU JI0 OTCBHCTBUE OT paboTa 3a OKOJIO Mecell.

. Xenatut B: [IpnunasBa ce ot Bupyca Ha xeratuT B. Boau no yronemsisane Ha dyepHuUs 1pod
(Bp3nanenue). [Ipu 3apa3enu nuia BUpyChT ce OTKPUBA B TEJIECHUTE TEUHOCTHU (KPBB, CIIiepMa,
BJIaraJIMILHU CEKPETH HJIH CITIOHKA).

BaKCI/IHaLII/IHTa € Haﬁ—}.‘[O6pHS[T HAa4UH 3a MpeArnasBaHe OT TC3U 3a0onsBaHus. Bakcunara He CbAbpiKa
I/IH(l)eKI_[I/IO3HI/I CbCTaBKH.

2. Kakso TpsdBa na 3Haete, npeau xa Bu 0bae npuiioxken Twinrix Adult

Twinrix Adult He TpsOBa 1a ce mpuiara, aKo:
® CTC aJICPruvIHu KbM:
- AKTUBHMTE BELIECTBA MJIHM KbM HAKOS OT OCTAaHAJINTE ChbCTABKM HA TOBA JIEKAPCTBO
(n36poenu B TOUKa 6).
-  HCOMHMIIMH.
CumnTomMuTe Ha aJlepruyHa peaklysl MOraT Jja BKIIIOUBAT ChPOSI KO>KEH 00pHB, 3aTpyTHEHUE B
JUIIAHETO U TIOAyBaHE Ha JIUIETO WU €3UKa.
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o CTE MMAaJIH aJiepriuyHa peaKius clie] MPUIIOKEHUE Ha APYyra BaKCUHA CPEIly XENaTuT A Hiu
xenaTtut B.

o uMaTte Texka nHpekius ¢ Bucoka temmneparypa (Hazg 38 °C). Jleka nH(EKIMS KaTO HACTUHKA HE
Om TpsOBaO Ja MpeAcTaBiIsBa MPoOIeM, HO BBIIPEKH TOBA yBEIOMETE JeKaps Mpeau
MMYHH3AIHS.

Ipexynpexnaennsi u NpeanasHu MepKU
T'oBopete ¢ Bamms nekap nnm gapmanest, npeau n1a Bu 0bae nmpmtoxen Twinrix Adult, ako:

L CT€ NMaJI 30paBOCIOBHHU HpO6J’IeMI/I CJICO NPEANIIHO IPHUIIOKECHUEC HAa BaKCHHA.
L “MaTe OTcliabeHa HMYHHa CUCTEMA Iopaan 3a00JIIBaHE UJIH JICUCHHE C ApYyru JICKapCTBa
L UMaTeC HApYHMICHHUA B KPBbBOCHECUPBAHECTO WJIN JICCHO MOJTYYaBaTC KPbBOHACAaHUA.

[Ipunansk Moxke na HacThIH (OOMKHOBEHO TIPH FOHOIIN) CIIEM WIIH JOPH MIPEIN BCIKO HHKEKTHUPAHE C
urina. 3aToBa HHGOPMHUpaNTe JeKaps WM MEIUIIMHCKATa CECTPa, aKO CTE MPUTIAAIH TP MPEANIITHA
WHYKEKITHSL.

I[To-c1ab uMyHEH OTTOBOP Clle NPUIIOKEHUE Ha BAKCHHATA C BEPOSTHOCT Ja He Ob/ie MOCTUrHATa
3alllUTa CPELly XeNaTUT A € YyCTaHOBEH IIPU XOPa ChC 3aTIBCTSABAHE. Y CTAHOBEH € CBILO U M0-Cl1a0
UMYHEH OTTOBOD CJIe/l IPHIOKEHHE Ha BAKCHHATA C BEPOSTHOCT J]a HE Ob/Ie IMOCTUTHATA 3aIlINTa
Cpely XenaTuT B rnpu mo-Bp3pacTH Xopa, 0-4eCTO IPH MBXKETE B CPABHEHHE C )KEHHUTE, TIPH
MyIIa4d, IPU XOpa ¢ HaJJHOPMEHO TETJIO, ITPH JIUIA C JBJITOTOJUIIHU ChITBTCTBAIIN 3200 sIBAHIS 1
IPH XOPpa, JEKyBaHU C oIpeJeNieHn JiekapceTBa. Cies 3aBbpIIBaHe Ha BAKCUHAIIMOHHUS KypC
JIEKyBaIIMAT JeKap MOXKe Jla IOChBeTBa 1a Bu Obe HanpaBeHO KPBBHO U3CNIE/IBaHE, 3a 1a IPOBEPU
JIaJIv € TIOCTUTHATa IOCTaThYHA 3aIuTa. AKO HSIMa 33/I0BOJIMTENICH UIMyHEH OTTOBOP KbM BaKCHHATA
MOJKeE JIa C€ HaJIOKH TPUIIOKEHNE Ha JOMBIHUTEHN 1031 Twinrix Adult.

Jpyru nekapcra u Twinrix Adult
Tpsi0Ba na kaxxere Ha Bamms nexap wim gapmaieBT, ako IpueMare, HaCKOpO CTE MPUEMallH WIH €
BB3MOXKHO J1a IPHEMaTe APYTH JIEeKapCTBa.

BpemeHHoOCT 1 KbpMeHe

Axo cTe OpeMeHHa W KbPMUTE, CMsTaTe, 4e MOXKeE J1a CTe OpeMeHHa MM TUIaHupaTe OpeMEeHHOCT,
nochBeTBalTe ce ¢ Bamms ekap wiu hapmaneBT npenu yrnorpedara Ha Ta3u BakcuHa. He e n3BecTHO
namu Twinrix Adult mpemMunaBa B kbpMmata. Beiipeku ToBa He ce 0UakBa BaKCHHATA Ja IPUYUHU
po0OJIEeMH TIPY KbPMEHUTE JIeIia.

Twinrix Adult cbabpka HEOMMIIUH M HATPUH

Mous, yBemomere Bamms jgekap, ako cTe HMajy ajJepruyHa peakiys KbM HEOMUIIUH (aHTUOMOTHK).
Ta3u BakcuHa ChIBpKa Mo-Manko ot 1 mmol Harpwuii (23 mg) Ha 103a, T.€. MOXKeE Ja ce Kaxe, 4e
MPaKTUYECKU HE ChABPXKA HATPUHL.

3. Kak ce npuiara Twinrix Adult

Twinrix Adult me Bu 6b1e npuiiokeH 1o cxema, KOSTO BKII0UBa NPUIIOKEHHE Ha TPU MHKEKIIHUH 32
nepuoJ oT 6 Mecera. 3a Besika HHXKEKIHUsI € He0OX0MMO OTIEeITHO TIoceleHre pu jekaps. [Ibpeata
Jto3a 1ie Obae mpriioKeHa Ha n30pana qata. OcTaHamuTe IBE T03U I1ie OBAaT MPHIOKEHU ChOTBETHO
€JIMH Mecell U IIIeCT Mecelia cie]l IIbpBara J103a.

o ITepBa no3a: Ha u30paHa 1ara
. Bropa no3a: 1 Mecel o-KbCHO
. Tpera no3a: 6 Mecela clie]] IbpBaTa J103a.

Twinrix Adult Moxxe 1a ObJIe MPUIIOKEH U TI0 CXEMA, KOSTO BKIIFOUBA MPUIIOKECHHAE HA TPU HHKCKITUU
B paMkuTe Ha 1 mecem. Ta3u cxema MOXKe a ce M3MOJ3Ba IPY BB3PACTHU CaMO KOTaTO Ce HYXJIasAT OT
Obp3a 3amuTa cpelly XenatuT A u xenaTut B (Hanp. meTyBaiy B uy:x0uHa). [IbpBara no03a 1ie 0Obiae
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MIpWIOKEHa Ha n30paHa gara. OcTaHaIUTe IBE JO3M I OBIAT MPIIIOKECHN CHOTBETHO 7 MHU U 21 qHU
cien mppBata jo3a. [IpenopryBa ce mpuIoKeHHe Ha YETBBPTA /1032 Ha 12-us Mecel.

o IIspBa no3a: Ha n30paHa ata

. Bropa noza: 7 THU TIO-KBCHO

. Tpera no3a: 21 mHU cienm mhpBaTa 103a

. YersbpTa m03a: 12 Mecema cie mepBaTa 103a.

AKO ca HEOOXOUMH JTOTTBTHUTENHA JO3H WIH 03U 32 PEUMYHHU3AIH, JeKapAaT e Bu ypemomu.

KaxTo e mocoueHo B paznen 2 mo-ciad IMyHEH OTTOBOP CJiell IPUJIOKEHIE Ha BAaKCHHATA C
BEPOSATHOCT Ja He ObJIC MOCTUTHATA 3alllUTa CPElly XenaTuT B ca mo-4ectu npu mo-Bb3pacTHU XOpa,
MO-4YECTO MPU MBKETE B CPABHCHHUE C KEHUTE, TIPU MyIIadu, PU X0pa C HATHOPMEHO TETJIO, IIPH JIUIa
C IBJITOTOJIUIITHH ChITHTCTBAIIN 3200 ISIBAHUSI WK IIPH X0Pa, JICKYBaHU C OMPEIICIICHH JICKAPCTBA.
Crient 3aBbpIIBaHe HA BAKCHHAMOHHUA KypPC JIEKYBAIUAT JIEKap MOXKe Ja MOChBeTBa 1a Bu 0b/e
HaIpaBeHO KPHBHO M3CIIE/IBaHE, 3a /1a IPOBEPH JalH € MMOCTUTHATA JOCTAaThYHA 3aluTa. AKO HsIMa
3a/I0BOJIUTENICH MIMYHEH OTTOBOP KbM BaKCHHATA MOXE JIa C€ HAIIOXKH MPIIIOKEHIE Ha JTOITBITHUTEITHU
JIO3H.

AKO IpomycHeTe HAKOsl OT MH)KEKIIMUTE 110 cXeMaTa 3a BaKCHHaLUs, IIOChBETBANTE Ce ¢ JIeKaps U CU
YTOBOpPETE IPYTO MOCEIIEHUE IPU HETO.

Tps6Ba na Bu Ob/ie HanpaBeH ITBJIHAAT BAKCHHAIIMOHEH KYPC, ChCTOSII C€ OT TPU HHXKEKINHU. B
MPOTUBEH CIy4yail He MOJXKE Jla Ce rapaHTHpa ITbJIHA 3aluTa cpelly 3a00JIIBaHUATa, OT KOUTO Ta3u
BaKCHHA Tpe/Ia3pa.

Jlexapsit me nmxekTupa Twinrix Adult mETpamMyckymHO (B MycKyJja B TOpHaTa 4acT Ha pbpKkaTa Bu).

Baxcunara He TpsiOBa fa ce mpuiara (IbI00K0) B KOYKaTa WM HHTPAMYCKYITHO B 00JacTTa Ha
CeJAJINIIETO, Thil KATO MOXeE J1a HE Ce IIOCTUTHE AOCTaThbuHa 3allUTa.

Bakcunara HEKOTa He TpsIOBa Jla ce mpujiara BEB BeHa.

AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHH € YOTpebaTa Ha Ta3u BAaKCHHA, TIOIHUTANTE
Bamus nekap nim ¢papmManesT.

4. Bb3MOXKHY HelKeIaHU peakun

Kakro Bcuukn JICKApCTBA, Ta3 BAKCHHA MOXKEC [1a MIPCAN3BHUKA HCIKCIIAHU PCAKIINH, BBIIPCKH YUC HE
BCCKH I'l TIOJTy4aBa.

Morat Ja HACTBIIAT CIICAHUTC HEKCIIAaHU PEaKIUU:

MHuoro yectu (Morat Ja ce nosiBsit npu 1 v nmoeue ot 1 Ha 10 1031 BakcHHAa): TaBoOone, 00IKa
1 3a4epBsBaHE Ha MACTOTO HA MHXKEKTHPAHE, YMOPSIEMOCT.

Yectu (Morar jaa ce nossat npu a0 1 Ha 10 103 BakcuHa): 1uapusi, rajieHe, moayBaHe, o0pa3yBaHe
Ha CHHUHHU WM ChPOEK Ha MACTOTO Ha HHXKEKTHPaHe, 00110 Hepa3moJIoKEHHE.

Heuectu (Morar n1a ce nosBsT mipu A0 1 Ha 100 103u BakcuHa): 3aMaiiBaHe, OBpPbBIIaHe, KOPEeMHa
0oska, OOJIKHA B MYCKYJIMTE, MHPEKIHMS HAa TOPHUTE JUXATEIHU ITbTHUIA, TOBHUIIIEHA TeMIIeparypa

paBHa Ha wim Hax 37,5 °C

Penxu (Morar na ce mossst rpu g0 1 Ha 1 000 m03u BakcHHA): MOAYTH JKJIC3H HA BpaTa,
MOIMUIITHALINTE WU cabunuTe (JTruMQaeHonaTus), 3aryda Ha KOKHa YyBCTBUTEIIHOCT 32 OOJIKa MITH
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Jonup (XUIecTe3us ), yCellane 3a U3TphIBaHe (IMapecTe3us), OOpuB, CbpOeK, CTaBHU OOJIKH, 3aryda Ha
arneTUT, HUCKO KPHBHO HAJISITaHE, TPUITONO00HN CUMIITOMH KaTO TIOBUIIICHA TEMIIEPATypa, Bh3MaJICHO
I'bPJI0, XpeMa, KalllTuIa U CTYJICHU TPBIIKH.

MHoro peaxu (Morat aa ce mossat mpu 10 1 Ha 10 000 mo3wn):

Hesxenann peaknuu, HACTBITMIA MHOTO PSZIKO IO BpeMe Ha KIIMHUYHU M3MTUTBAHKS WM TIPH PyTHHHA
yrnoTpeba Ha BaKCUHATA WJIM HA OTJICIIHUTE BAKCHHH 34 XENaTUT A M XenaTUT B, BKIIIOYBaT:
HaMaJIsiBaHe Ha Oposi Ha TPOMOOIIMTHTE B KPBBTA, KOETO yBEINYaBa PHCKA OT KbPBEHE HIIH
o0Opa3yBaHe Ha CHHUHU (TPOMOOIIMTOIICHUS ), JTMJIABU WITH Y€PBEHUKAaBO-Ka()sIBM TOYKH, BUANMH TIPe3
KoXkaTa (TpOMOOIMTONIEHNYHA ITypIypa), OTOK MM HHPEKIHsI Ha MO3bKa (eHLedanur),
JiereHepaTuBHO 3a00NsABaHe HA MO3bKa (eHuedanonarus), Bb3NajJeHue Ha HEpBUTE (HEBPHUT),
M3TPBIIBaHE WM CIA00CT Ha PBIETEe U KpakarTa (HEeBPOMATHS), apalii3a, IPHUIa by WIA I'bPYOBE,
MOJyBaHe Ha JIUIIETO, YCTaTa Ml I'bPJIOTO (AHTHOHEBPOTUYEH €11EM), JINJIAaBH WIIM Y€PBEHUKABO-
TUJIaBH ITBIIKH MO KOXKaTa (JIMXEH IJIaHyc), TeKKH KOXKHU 00puBH (eputema MynTudopme),
yPTHKapus, MOAyBaHE HA CTABUTE, MyCKYyJIHA C1a00cT, MH(EKIM Ha MO3bUYHUTE OOBUBKH, KOSTO
MOJKe J1a TOBEJIe 10 TeXKKO INIABOOONINE ChC CKOBAH BPAT M TyBCTBUTEIHOCT Ha CBETIMHA (MEHHUHIHUT),
Bb3NaJICHHE Ha HIKOW KPHbBOHOCHHU CHOBE (BACKYJIHT), [TOJy4aBaHe HA PE3yJITATH U3BBH HOpMaTa
1pH J1a00paTOPHU YEPHOPOOHN TECTOBE, MHOXKECTBEHA CKIIEPO3a, OTOK Ha TPhOHAYHHS MO3BK
(MuenuT), magaI KJiernay 1 Hepearupaiiyd MyCKYJIA Ha eTHaTa ITOJIOBIMHA OT JHIeTo ((daruanaa
napanusa), BpeMEHHO Bb3MaJIeHUE Ha HEPBUTE, IPUUYMHABAIIO 0OJIKa, CIa00CT U Mapajun3a B
KpalHUIMTE W YeCTO MPOTPecHpalo A0 I'bpANTE U TULEeTo (CHHApoM Ha ['unen-bape), 3a0onsBane Ha
OYHUS HEpB (HEBPUT Ha OYHUS HEPB), OOJIKa HA MSCTOTO, BEJHATA CJIe]] HH)KEKTHPaHe, IyBCTBO Ha
napeHe U CMBbJICHE.

Cs1o MHOrO psako (mpu 1o 1 va 10 000 1031) MoXkKe J1a ce MPOSBAT CEPUO3HU AJIEPIrUUHU PeaKLuU
(ana¢unakcusi, aHaQUIAKTONIHN PEAKIIMU U HAMoA00sBaIIK cepyMHa 00IecT).

[Ipu3HaIy Ha CEpUO3HH AICPTUYHHU PEAKIMK MOTaT A2 ObIaT OOPUBH, KOUTO MOTAT Ja ca ChpOsIIn
WIH ¢ 00pa3yBaHe HAa MEXypH, TTOIyBaHEe Ha OYHTE U JIMLETO, 3aTPYAHEHO JHUIIAHE WU MPETIIbIIaHe,
BHE3AITHO IMOHM)KEHHE HA KPBBHOTO HAJISATaHe M 3ary0a Ha ch3HaHWe. TakuBa peakuy Morar Jia
BB3HUKHAT OlLIe PeAN HallyCKaHe Ha JIeKapckus kabuHeT. Bee mak, ako moiryduTe KOWTo U Jia € OT
TE3W CUMITOMH, TpsiIOBa He3a0aBHO /1a Ce CBBPIKETE C JIeKap.

Cpol0maBaHe HA HesKeJIAHH PeaAKIHHU

AKO MOJTyunTe HAKaKBU HEXEJIaHU JIEKApCTBEHH PEakliy, yBeaomere Bamus nexap wiu gpapmanesT.
ToBa BKJIIOUBA BCHYKHM B3MOYKHHM HEONMCAHH B Ta3H JMCTOBKA HEXENAaHU peakiyu. Moxere chlIo 1a
ChOOIIUTE HEXKENAHH PEaKIMU JUPEKTHO Ype3 HAllMOHAJIHATA CHCTEMa 32 ChOOIIaBaHe, IIOCOYeHa B
[Tpunoxenue V. Karo chobiiaBare HexelaHU peakLuyl, MOXKETE J1a 1aleTe CBOsI IPUHOC 3a
HOJTyyaBaHe Ha NOBe4e MHPOPMAIMs OTHOCHO 0€30M1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a coxpansiBate Twinrix Adult

Ja ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JCTIA.

He u3non3paiite ToBa JICKApCTBO CJIEA CPpOKa HA TOAHOCT, oTOeNsI3aH BbPXY KaPTOHCHATA OIIaKOBKaA.
CpOK’LT Ha TOAHOCT OTTOBaps Ha MOCJICAHNA ICH OT IMOCOYCHUA MCCCII.

Ja ce cexpanssa B xiamuiauK (2 °C — 8 °C).
Ja ce cpxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 32 J1a CE MPEITa3u OT CBETIIMHA.
[a e ce 3ampa3zsBa. 3aMpa3siBaHETO YHHI[O)KAaBA BAKCUHATA.

He H3XB’pr$II71T€ JICKapCTBaTa B KaHAJIM3alusaTa Uiiu B KOHTeﬁHepa 3a JOMAaIIHH OTIIaaAbI .

[lonmraiite Bammsa apmaneBT Kak Jja M3XBHPIATE JIEKapcTBaTa, KOUTO Beue He u3nosssare. Tesu
MEpPKH L€ CIIOMOTHAT 3a OIIa3BaHE HA OKOJIHATA CPeaa.
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6. Chabp:kaHue HA ONIAKOBKATA M TONbJIHUTETHA HHpOpManus
Kaxkso cpabp:xa Twinrix Adult
- AKTUBHUTE CHCTABKH Ca:
Xenarur A Bupyc (MHaKTHBHpaH)' 720 ELISA Units

XenatuT B noBbpXHOCTEH aHTHTeH 20 MUKpOrpaMa

TIpoussenen Bupxy yoseniku auruionann (MRC-5) knetku

2AncopOupan BEPXY alyMUHHEB XUAPOKCH, XMAPATUPAH 0,05 munurpama Al**
3[IpownsBenieH B ApokIEBH KIETKH (Saccharomyces cerevisiae) mo pexkomounantaa JJHK
TEXHOJIOTHS

*Ancop6upan BbpXy amymunues docdar 0,4 muurpama Al*

- Hpyrure cberaBku Ha Twinrix Adult ca: HaTpueB XJTopu, BOJIA 32 WHKEKIIHU.
Kak m3rue:xxna Twinrix Adult 1 kakBo chbABp:Ka OMaKOBKATA

WHxeKIMoHHa CYCIIeH3Hs B TIPEABAPUTEITHO HAIThJIHEHA CITPUHIIOBKA.

Twinrix Adult e 6su1a MIIeKOIOTIOOHA TEUHOCT.

Twinrix Adult ce mpeanara B e1HOZ030Ba IPEABAPUTEITHO HAITBIIHEHA CIIPHHIIOBKA ChC WIIH 0e3
OTJICTHH WTJIH, B OITaKOBKH 110 1, mo 10 1 mo 25.

He Bcnuky BUAOBE OMAKOBKY MOTarT Jia ObJIaT IMyCHATH Ha Ma3apa.
IIpuTexaTes Ha pa3pelIeHNETO 32 YNOTPeda U MPOU3BOIUTE
GlaxoSmithKline Biologicals s.a.

Rue de I’Institut 89

B-1330 Rixensart

benrus

3a JOIIBJIHUTCIIHA I/IH(l)OpMaI_II/IH OTHOCHO TOBa JICKapCTBO, MOJIsI, CBbPIKETE CE C JIOKAJTHUS
MNPEACTABUTCII HA IPUTECIKATECIIS HAa Pa3pCHICHUCTO 3a yHOTpCGaZ

Belgié/Belgique/Belgien Lietuva
GlaxoSmithKline Pharmaceuticals s.a./n.v. GlaxoSmithKline Biologicals SA
Tél/Tel: +32 (0)10 85 52 00 Tel: +370 80000334
bbarapus Luxembourg/Luxemburg
GlaxoSmithKline Biologicals SA GlaxoSmithKline Pharmaceuticals s.a./n.v.
Temn.: +359 80018205 Belgique/Belgien
Tél/Tel: + 32 (0)10 85 52 00
Ceska republika Magyarorszag
GlaxoSmithKline s.r.o. GlaxoSmithKline Biologicals SA
Tel: +420222 001 111 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

GlaxoSmithKline GmbH & Co. KG
Tel: +49 (0)89 36044 8701
produkt.info@gsk.com

Eesti
GlaxoSmithKline Biologicals SA
Tel: +372 8002640

EA0LGoa
GlaxoSmithKline Movonpdéownn A.E.B.E.
TnA: + 30210 68 82 100

Espaiia
GlaxoSmithKline, S.A.
Tel: + 34 900 202 700
es-ci@gsk.com

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 ehf.
Simi: +354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel: +39 (0)45 7741 111

Kvnpog
GlaxoSmithKline Biologicals SA
TnA: +357 80070017

Latvija
GlaxoSmithKline Biologicals SA
Tel: +371 80205045

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

Norge
GlaxoSmithKline AS
TIf: +47 2270 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

Portugal

Smith Kline & French Portuguesa - Produtos

Farmacéuticos, Lda.
Tel: + 35121412 95 00
FL.PT@gsk.com

Romaénia
GlaxoSmithKline Biologicals SA
Tel: +40 800672524

Slovenija
GlaxoSmithKline Biologicals SA
Tel: +386 80688869

Slovenska republika
GlaxoSmithKline Biologicals SA
Tel: +421 800500589

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

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

JIaTa Ha MOCJCAHO MpepasrjckaaHne Ha JIMCTOBKaTa

Jlpyru u3ToOYHUIM HA MH(pOpManus

[onpobna unpopmanys 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yebcalita Ha EBpomnelickaTa



areHIIMs 110 jJeKkapcTBaTa https:/www.ema.europa.eu

ITocouenara no-gory nHGOpPMANHA € IpeaHa3HauYeHa CaMO 32 MEIUIIMHCKH CIIEIHAUCTH:

ITo Bpeme Ha chXxpaHeHHEe MoraT Ja ce HabmogaBar Osuta yraiika u Ouctpa, 6e31IBeTHA HagyTacuHa
TEYHOCT.

Baxkcunara TpsiOBa na ce pecycnenaupa npeau ynorpeda. Ciiesr kaTo ce pecycrneHupa, BakCuHaTa 1me
W3TJISKIa STHOPOIHA, MBTHA, OsJ1a Ha BUIL.

Pecycneﬂzmpaﬂe Ha BaKCHHAaTa, 3a 1oJyvdaBaHe HA €eAHOPOAHAa, MbTHA, 05112 CycneH3us

Bakcunarta TpsiOBa Aa ce pecycreHanpa clieIBAKN CTBIIKUTE O-0ITY.
1. IppxTe CripyHILIOBKATa C BbpXa Harope, CTUCKaKu 5 B IOMpPYyKa CH.
2. Pazkiarere cipuHIIOBKaTa KaTo 1 oOpbIaTe HAJOIy U Harope.
3. IloBTOpeTe TOBA AEHCTBUE EHEPTUYHO HAW-MaJIKO 32 15 ceKyHau.
4. Pasrnenaiite BHUMAaTeIHO BaKCHHATa OTHOBO:
a) AKO BakCHMHATa M3TJEKIa KaTo eIHOPOJHA, MbTHA, Osla CyclieH3us, Ts € TOTOBa 3a
yrnoTpeba — He TpsiOBa Ja € OUcTpa Ha BHJ.
0) Axo BakcHHAaTa Bce OlIE HE M3IJIeKAa KaTo €IHOPOAHA, MbTHA, Osiia CyCHEH3Us —
oOpbIIaiiTe s OTHOBO HAJONy M HArope Hail-Maiko ome 15 ceKyHaum — cien ToBa s
pasrienaiire BHUMaTEIHO OTHOBO.

[Ipenu npunoxeHne BakcuHaTa TPSOBa 1a ce orJie/a BU3yaaHO 32 HAIMYMETO Ha YYKJIU YaCTHUIIH
W/WJIH TPOMEHU BbB BHHIIIHUSA BU. B ciyudaii, ye 3a0eeuTe HAKOS OT Te3U MPOMEHH, HE

HU3II0JI3BaliTEe BaKCUHATA.

Yka3zaHus 3a npeJBapUTSIHO HAIThIHCHATA CIIPHHIIOBKA CIIE] PECYCICHANPAHE

Jlyep-nok amanrop

XBaHeTe CIPHUHIIOBKATa 3a TSUI0TO, a He 3a OyTaoTo.

OTBUHTETE Kalmaykara Ha CIIPUHIIOBKATAa, KaTo A
3aBBPTUTE B IOCOKaA, o6paTHa Ha 4yaCOBHHKOBaTa

Tsuto CTpeJKa.

: 3a 1a mpUKpenuTe uriara KbM CIPUHIIOBKATA,
l KOHGKTOP Ha urjiara ChenrMHeTe KOHEKTOpa Ha WUTJiaTa ¢ JIyep-JoK agantopa u
3aBBPTETE YETBHPT 00OPOT IO MOCOKA Ha

‘: 4aCOBHHMKOBATa CTPEIIKA, JOKATO YCETHUTE, YE €
m —~ 3aTErHaTa.

fi

He u3nwpnBaiiTe 6yTanoTo Ha CIPUHIIOBKATA U3BHH
TAJIOTO U. AKO TOBa c€ CJIy4H, HE IIpUJIaraiTe
BaKCHHAaTa.
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https://www.ema.europa.eu/

H3xBBprasiHe
Hewsnoms3BaHUAT JIeKapCTBEH MPOAYKT WU OTIIAIBYHATE MAaTEPHAIA OT HETO TPSAOBA Aa CE€ U3XBHPIISIT

B CBOTBCTCTBUEC C MCCTHUTC N3UCKBAHHA.
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