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Euvax B ;.

HEPATITIS B VACCINE, RECOMBINANT

Euvax B consists of highly purified, non infectious particles of Hepatitis B surface antigen (HBsAg) adsorbed onto
aluminum salts as an adjuvant and preserved with thimerosal. It is a recombinant DNA hepatitis B vaccine derived from
HBsAg produced by DNA recombinant technology in yeast cells (Saccharomyces cerevisiae).

The vaccine meets the WHO requirements for recombinant hepatitis B vaccines. No substances of human origin are
used in its manufacture.

Euvax B is a white, slightly opalescent suspension.

| ml of the above vaccine contains :

- Active ingredient : Purified HBsAg 20 ug
- Adjuvant : Aluminum Hydroxide Gel (as Al) 0.5 mg
- Preservative :Thimerosal 0.01 wiv%

- Excipients : Potassium phosphate, monobasic, Sodium phosphate, dibasic, Sodium chloride.

Immunization against infection caused by all known subtypes of Hepatitis B virus.

Euvax B should be injected intramuscularly into the anterolateral aspect of the thigh in infants, or into the deltoid
muscle of children or adults.
- One pediatric dose (neonates, infants, and children aged up to and including |5 years of age) is 0.5 ml containing
10 g of HBsAg.
- One adult dose (from 16 years) is 1.0 ml containing 20 ug of HBsAg.
The immunization regimen consists of three doses of vaccine given according to the following schedule;
- |* dose :at elected date
- 2" dose : | month after the first dose
- 3" dose : 6 months after the first dose
Booster vaccination: the WHO does not recommend booster vaccination, as it has been shown that 3 dose series of
hepatitis B immunization protects for as long as 15 years, and that a protective anamnestic response occurs after
exposure to HBV, even if protective antibodies have been lost over time. However, some local vaccination programmes
worldwide currently include a recommendation for a booster dose, and these should be respected.
An alternative 0, | and 2 months schedule and a 12 months booster can be used in certain populations (e.g. neonates
born from Hepatitis B-infected mothers, someone who has or might have been recently exposed to the virus, certain
travelers to high-risk areas).
Additional dose(s) of vaccine may be required in hemodialysis or immunodeficient patients since protective antibody
titers (> 10 [U/1) may not be obtained after the primary immunization course.
In case of a known or presumed exposure to the hepatitis B virus (e.g,, neonates born of infected mothers, others
experiencing percutaneous or permucosal exposure), a first dose of Euvax B together with the appropriate dose of
immunoglobulin can be given.The anti-HBs immune response may be reduced and the titers should be followed up after
immunization of immunocompromised individuals, where possible.
In countries where perinatal transmission of hepatitis B is common, the first dose should be given as soon as possible
after birth. If perinatal transmission is uncommon, or if delivery at
birth is not feasible, the first dose can be given with the first dose of DTP. The second dose should be administered one
month after the first dose. The third dose should be administered one to twelve months after the second dose.
Hepatitis B vaccine can be given safely and effectively at the same time as BCG, DTP, measles, polio vaccines (OPV or
IPV), Hib, or yellow fever vaccines. If hepatitis B vaccine is given at the same time as other vaccines, it should be
administered at a separate site. It should not be mixed in the vial or syringe with any other vaccine unless it is manufac-
tured as a combined product (e.g. DTP-Hep B).
All opened WHO-prequalified multi-dose vials of vaccines should be discarded at the end of the immunization session,
or within six hours of opening, whichever comes first, UNLESS the vaccine meets all four of the criteria listed below. If
the vaccine meets the four criteria, the opened vial can be kept and used for up to 28 days after opening. The criteria
are as follows (WHO/IVB/14.07).
I. The vaccine is currently prequalified by WHO.
2. The vaccine is approved for use for up to 28 days after opening the vial, as determined by WHO.
3. The expiry date of the vaccine has not passed.
4. The vaccine vial has been, and will continue to be, stored at WHO- or manufacturer- recommended temperatures;
furthermore, the vaccine vial monitor, if one is attached, is visible on the vaccine label and is not past its discard point,
and the vaccine has not been damaged by freezing.

Hepatitis B vaccine is contraindicated for use in persons with hypersensitivity to any component of Euvax B.The vaccine
will not harm individuals currently or previously infected with HB virus. Individuals infected with human immunodefi-
ciency virus (HIV), both asymptomatic and symptomatic, should be immunized with hepatitis B vaccine according to
standard schedules.
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General precautions :

- The administration of Euvax B should be postponed in patients suffering from acute severe febrile illness.

- In patients suffering from multiple sclerosis, any stimulation of the immune system can induce exacerbation of their
symptoms.Therefore, for these patients the benefits of vaccination against Hepatitis B should be weighed against the
risks of exacerbation of multiple sclerosis.

- It is considered that protection cannot be obtained by vaccination in patients in latent or progressive state of
Hepatitis B.

- As with all injectable vaccines, appropriate medical treatment should always be readily available in case of rare
anaphylactic reactions following the administration of the vaccine.

P ions for

- Shake before administration, since a fine white deposit with a clear colorless supernatant may form during storage.

- In preterm babies (<2,000 grams), it is advisable to check antibody titers one month after the third dose to assess
the need for a booster dose.

- A sterile syringe and sterile needle should be used for each injection.

Pregnancy and lactation :

- The effect of the HBsAg on foetal development has not been assessed. However, as with all inactivated viral vaccines,
the risks to the foetus are considered to be negligible. Euvax B should be used during pregnancy only when clearly
needed.

- The effect on breast-fed infants of the administration of Euvax B to their mothers has not been evaluated in clinical
studies. No contraindication has been established.

Gastrointestinal disorders Rare: nausea
Common: abdominal pain, diarrhea, vomiting
General disorders and administration site conditions  Rare: malaise, fatigue
Common: fever, induration, oedema, tenderness, inflammation
Very common: injection site pain
Uncommon: moniliasis, rhinitis
Rare: transient increase of transaminase
Common: anorexia
Rare: myalgia, arthritis
Very rare: optic neuritis, facial paralysis, Guillain-Barre
syndrome, aggravation of disseminated sclerosis
Rare: headache, dizziness
Common: crying abnormal, somnolence
Uncommon: jaundice neonatal
Common: insomnia, nervousness, irritability

Infections and infestations

Investigations

Metabolism and nutrition disorders
Musculoskeletal and connective tissue disorders
N m di

Pregnancy, puerperium and perinatal conditions
Psychiatric disorders

kin an n i i Common: rash erythematous, erythema
Uncommon: pityriasis rosea, rash, rash maculo-papular
Vascular disorders Common: hematoma

Do not exceed the expiry date stated on the external packaging.
Store between 2°C and 8°C (in a refrigerator). Do not freeze.
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PekoM6MHaAHTHaA BaKLUMUHa
Ans npodunakTukm renaTtuta B

Euvax B npeactaBnsieT coboii aHTVBMPYCHYIO BaKLMHY, COCTOSILLYIO M3 BbICOKOOUMLLEHHBIX HEMH(EKLMOHHbBIX
nonMnenTUAoB noBepxHocTHoro Genka (HBsAg) Bupyca renatuta B, aacopbupoBaHHble Ha COMsSIX astoMUHUS
(ucrnonb3yeMbix B Ka4ecTBe aAbloBaHTa) 1 KOHCepBMpOBaHHbIe TvioMepcanoM (0,01 B/0%). [laHHbIl npenapat sensercs
pekoM6MHaHTHOM [JHK-BaKLMHON 1 NPOU3BOAUTCS C MOMOLLbIO pekOMEMHaHTHOM [IHK TexHonorvmn - npoayLvpoBaHve
nonvnenTuaHbIX pparmeHToB HBSAg B ApOXOKeBbIX KneTkax (Saccharomyces cerevisiae).

BakuuHa ynosnetsopsieT TpeboBaHusM BO3 B OTHOLLEHUN PEKOMBMHAHTHBIX BaKLMH A4S MpodunakTvky renatvta B.
Mpv npov3BoACTBE Npenapata He UCMOb3YOTCS Cy6CTaHLMMU YENOBEHECKOTO NMPOUCXOXKAEHUS.

Euvax B npeacrasnsieT coboii 6enoBaTyto, cnabo onanecumpyoLLyto CyCrneH3uo.

B 1,0 Mn BaKUMHbI COAEPXKUTCS :

- AKTVBHBIA MHIPEAVEHT : OUULLEHHDBIA HBSAG. .....cctiurresiineesisssesssssessssssssssessssssesssnsesssssneasssnnesssnnssssnnsessenns 20 MKkr
- AObIOBaHT : reslb r’mapoOKUCK antoMUHUS (MO anioMUHUIO)
- KoHcepsaHT : Tvomepcan
- SKcuMnMeHTsbl : hocdaT Kanmns 0AHOOCHOBHBIN, ocdaT HaTpus ABYOCHOBHbIN, XJIOPUCTbIA HAaTPUIiA.

0,01 B/0 %

Creundunyeckas MIMMyHOMpoduIaKTuka MHGEKLMM, BbI3bIBAEMOI BCEMW M3BECTHBIMW MOATUMNAMM BUpYCa renatvTa B.

SyBakc B cienyeT BBOAUTL BHYTPUMBILIEYHO B MepeaHenatepanbHylo YacTb 6eapa MnageHuam uin B AeNbTOBUAHYO

MblLLLY IETSIM CTapLUEro BO3pacTa Wan B3posibIM.

- OpHa neavatpuueckas Ao3a (Ans HOBOPOXAEHHBIX, MNIafeHLEB U [eTell B Bo3pacTe 0 15 /IeT BKIKUUTENBHO)
cocrasnseT 0,5 Mn, coaepxaliasn 10 mkr HBsAg.

- OpHa ao3a ans B3poabix (¢ 16 net) coctasnsieT 1,0 M, coaepxaluas 20 Mkr HBsAg.

MpoLecc MMYHU3aLMKU COCTOUT U3 BBEAEHMS TPEX 103 BaKLIMHbI B COOTBETCTBUM CO ClIEAYHOLLEH CXEMON :

- 1-a n03a : BbibpaHHas Aata;

- 2-A703a : Yepe3 1 MecsL, nocse BeeAeHns 1-i Ao3bl;

- 3-51 [03a : Yepes 6 MecsiLieB Mocsie BBeAeHUs 1-i1 A03bl.

BycrepHas BakuuHaums : BO3 He peKoMeHAyeT MOBTOPHYIO BaKLUMHALMIO, MOCKOJbKY BbILIEOMUCAHHBIM Mpouecc
VMMYHU3aLIMK, COCTOSILLMIA U3 3-X 103 BaKLMHbI, 06ECTNIEUMBAET 3aLLMTY OT 3apaXkeHWsi BUPYCoM renatvta B B TeueHue
15 neT, No NpOLLECTBUW KOTOPbIX MPW KOHTaKTe C BUPYCOM renatuta B mpoucxoauUT ecTecTBeHHas NoAvMMYyHM3aLms
(6ycrep-acbbeKT), Aaxe ecm 3alMTHble aHTUTEeNa YXe OTCYTCTBYIOT B OpraHusMe. TeM He MeHee, CyluecTByloT
HeKOTOpble MEeCTHble MPOrpaMMbl MMMyHU3aUMK MO BCEMY MUpY, BK/HOYaloLMe PeKOMeHAaLMu Mo peBakuuHaLmu,
KOTOPbIX ClIEAYET NPUAEPXKMBATLCS.

CylLecTByeT Takke anbTepHaTUBHas CXeMa BaKUMHaLmm @ 1-5 Ao3a- Bbi6paHHas AaTa, 2-51 A03a - Yepes 1 Mecsl, nocne
BBeAeHus 1-/ nosbl, 3-9 Ao3a - Yepes 2 Mecsila nocsie BBeaeHus 1-i1 103bl, peBakuMHaums - Yepes 12 MecsiLeB nocne
3-14 f03bl NEPBUYHON UMMYHM3aLMK. [laHHas cxemMa MOXET 6bITb MCMONb30BaHa Y HEKOTOPbIX MPYMM HaceneHus:

Y HOBOPOXZAEHHbIX, MaTepu KOTOPbIX WHMUUMPOBaHblI renatutoM B, y nauMeHToB, WHMUUMPOBAHHLIX WM C
rnoao3peHreM Ha UHAULMPOBaHWE BUPYCOM renatuta B, y nnL, OTNpaBsioMXCS B PErvOHbl C BbICOKMM YPOBHEM
3aboneBaemMocTu.

BBeneHve AOMONHWTENBHOM A03bl (A03) BaKUMHBI MOKA3aHO MauUMeHTaM, HaxOAsLMMCS Ha remoavanuse u C
MMMyHoZepULMTaMK, MOCKOSbKY Y 3TOM KaTeropuu MauyeHTOB Mocie NepBUYHON MMMYHW3aLMW 3alUMTHble TUTPbI
aHTuTen (>10 ME/n) MoryT 6biTb HE MHAYLIMPOBaHbI.

B clyyae M3BECTHOrO WM MpearoslaraeMoro KOHTaKTa C 3apakeHHbIM BUPYCOM renatuta B(Hanpumep, Aemu
MHMULIMPOBaHHbIX MaTepei, Apyrue KaTeropum fiiofei, UMeBLUMX TakTW/bHbIA KOHTAKT WW KOHTaKT Yepes CrIM3UCTbIE
0607104KM € 60/bHBIM renaTMToM) rnepBasi A03a BakLMHbl Euvax B MoxeT 6biTb BBEAEHa BMECTE C COOTBETCTBYIOLLEN
030/ UIMMYHOTIO6YIMHA. Y UL, C UMMYHHOW HEAOCTAaTOYHOCTBIO MMMYHHBIV OTBET Ha HanMuue aHTU-HBS MOXeT BbiTb
CHWDKEH, U HEO6XOAVIMO OTCIIEXMBATL TUTPbI NOC/IE UMMYHU3ALMU.

B cTpaHax ¢ YacTbiMM NepyHaTanbHbIMK CTyHasiMU 3apaXkeHus renatnTom B nepsas Ao3a Ao/mkHa 6biTb BBEAEHa Cpasy
nocrie poxaeHus. B criydae HeuvacTbiX NepuHaTaibHbIX 3apaXKeHuit, WM eCiu BEPOSITHOCTb Mepefaqn HeBenwvka,
nepByto 03y BaKUMHbI MOXKHO BBECTU BMECTe C nepBoi 4030 BakumHbl AKAC. BTopyto fo3y BBOAAT Yepe3 1 mecsy,
nocne 1-i f03bl, TPETBIO - B CPOkM OT 1 Ao 12 MecsiueB nocne 2-# A03bl.

BakuuHa npoTvB runatuta B MOXeT 3dhdekTMBHO M 6e30MmacHO MPUMEHSTLCS OAHOBPEMEHHO CO C/IEAYIOLMMU
BakuuMHamu : BLDK, AKAC, KOpeBoi, MpOTMBOMO/MOMUENUTHBIMA BakKuMHaMu(kvBasi MoHoBakuuHa OPV wnm
VMHaKTUBMpOBaHHas mnonvoBakumHa IPV), XWB-BakuuHoli(remodunbHasi nanodka Haemophilus influenzae tun b),
BaKLMHOW >XenToin nuxopagku. Ecin Euvax B npuMeHsieTcs BMecTe C ApyrvMM BaKLMHaMKu, ee CiedyeT BBOAWTb
OTAE/IbHO OT OCTaslbHbIX BaKLWH. 3anpeLiaeTcs CMelunBaTb BakUMHY MPOTUB renatuta B B mpobupke wnm wnpuue
ntoboii Apyroi BakLMHOM, eC/v OHa He SIBISIETCS KOMBMHUPOBaHHOM BakLmHoOM (Hanpumep AKAC+TenB).

Bce OTKpbITblE MHOMO [030Bble (prlakoHbl, KOTOpble NpeasapuTeIbHO NPOLLIM OLIEHKY Ha COOTBETCTBUE TEXHUYECKUM

yconousm BO3  (BcemupHasi OpraHusauusi 34paBoOXpaHeHWst) AOMKHbl ObiTb  YTUAM3MPOBaHbI MOC/e ceaHca

VMMYHU3aLMK, WK B TEYEHUM 6 YacoB NoCe OTKPbLITUS, B 3aBUCUMOCTU OT TOrO, YTO HACTYMUT paHblUe, eC/iv BakLMHa

He COOTBETCTBYET BCEM YETbIPEM KPUTEPUSIM, KOTOPblE MepeunciieHbl Hke. ECiM BakUMHa COOTBETCTBYET BCEM

YeTbIPpeM KPUTEPUSIM, OTKPbITbIA (PIAaKOH MOXHO XPaHWTb U UCMOMb30BaTh B TeYeHUM 28 [Hei mocne OTKPbITUS.

Kputepun cneaytowme (BO3/UMMyHM3aLMs, BaKUMHBI U 61onoruyeckve npenapatbl/14.07).

1. BakumHa B HacTosiLLiee BpeMs NpoLL/ia OLEeHKY Ha COOTBETCTBME TEXHUYECKVUM ycnosuam BO3.

2. BakuvHa ofobpeHa Ans MCrosnb30BaHWsa Ha CPoK 0 28 AHel nocie oTKpbITUS dakoHa, kak onpeaenun BO3.

3. CpoK roaHOCTV BaKLWHbI He npoLues.

4. dnakoH C BaKUMHOW XpaHuncs u 6yaeT XpaHUTLCS Npy TeMnepaType, pekoMeHAoBaHHoM BO3 unu npomssoautenem;
KPOME TOro, MHAVKATOP (rlakoHa C BaKLIMHOW, €C/IM OH NPUKPENIEH, BUAEH Ha STUKETKE BaKLIMHbI U HE NpoLUen TOUKY

MPOTUBO NOKA3AHMSA

NPEAO CTEPEXXEHUA

NMOBOYHbIE PEAKLIUN

YC/10BUSA XPAHEHUSA

®OPMA BbIMYCKA

BakupHa Euvax B npotviBorokasaHa nauveHTam ¢ rmnepyyBCTBUTENBHOCTBIO K KakoMy-NIMbo ee KOMMOHeHTY. BakumHa He
OKa)KET BPEHOro BO3AEWCTBUS Ha NaLMEHTOB, paHee W B HacTosLLIEe BPEMS MH(MLIMPOBaHHbIX BUPYCOM renatuta B.
MaupeHTaM, 3apaxeHHbIM BUPYCOM WMMyHOAMMMUMTA YeroBeka (Kak C CMMMTOMHbIM, Tak M 6eCCMMMTOMHbIM Te
yeHueMm), Euvax B BBoaMTCS cornacHo CctaHaapTHOM cxeme.

me 1) HUS
BakuuHaumMio cresyeT OTIOXWTE Y MaUMEHTOB C  MPOrpeccupylolmM  3aboneBaHWeM, COMpPOBOXAAIOLLMMCS
MOBbILLEHWEM TeMMEepaTypbl Tena.

Y NauveHToB, CTpajialolLMX paccesHHbIM CKIepo3oM, jllobasi CTUMYMSLMS UMMYHHOW CUCTEMbI MOXET BbI3BaTb
o60CTpeHve 3a6o1eBaHUs NMoc1e BakLUMHALMK. [103TOMY Npy BakLMHALIMK 3TUX MALMEHTOB MoJib3y OT UCTOb30BaHMs
BaKLMHbI ciefyeT TLaTeNlbHO COM3MEpPSITb C BO3MOXHbIM PUCKOM 060CTPeHus 3a6oneBaHus.

MIMMyHM3aLMSt MOXET 6bITb Hed(dEKTUBHA Y UL, HaXOAALWMXCS B NaTEHTHOM WM NpOrpeccvpytoLleit craamm
renatuta B.

Mpn npoBefeHWMM BaKUMHALMM HEOGXOAMMO WMETb B HaIMYMW MeAVKaMEeHTbl, HeoBXOAUMble AN OKasaHus
SKCTPEHHOW MOMOLLY B Cllyyae aHaduiakTMyeckon peakumm.

[peaynpexaeHus o UCrosb30BaHuIo :

- BcTpsixHuTe nepes BBeAEHWEM, TaK KakK BO BPEMsSI XpaHEHUs MOXET 06pas3oBaTbCsl TOHKWI 6enblii 0cafok C
npo3payHbiM 6eCLiBETHbIM CyrnepHaTaHTOM.

- Y HefoHoLeHHbIX AeTteli (<2000 rpaMM) pekOMeHAYeTCsl NMPOBEPsiTb TUTPbl aHTUTEN Yepe3 MeCsiL, Mocsie TpeTbewn
[[03bl, YTO6bI OLIEHWUTb NOTPe6HOCTbL B 6ycTep-Ao3e.

- [ns KXKA0M MHBEKLMM CeAyET UCMOMb30BaTh CTEPUIbHBIN LINPULL M CTEPUSBHYIO UMITY.

bepemeHHOCTL 1 lakTaums :

- BansHne HBsAg Ha passuTMe nnoja He u3yyanocb. Bmecte c TeM, Kak M B Clyyae MCMonb3oBaHWS No6oit
VNHaAKTMBMPOBaHHOW BaKLWHbI, MPEACTaBNSETCS MasloBEPOSITHOM CMOCOGHOCTL AaHHOrO npenapaTta oOkasblBaTb
no6oyHoe BO3AENCTBME Ha 3MOPUOH WM Mnod. TeM He MeHee, BakuvHa Euvax B gomkHa wcrosnb3oBaTthes y
6epeMeHHbIX TOBKO MPU HalIMYUK XKU3HEHHbIX NOKa3aHWiA.

- [evictBue BakuUMHbI Euvax B Ha rpyaHbIx AeTelt nocsie BakLMHALMK UX MaTepei B YCIIOBUSIX KIIMHUKU HE U3y4yasoch.
BMecTe ¢ TeM, He CyLLECTBYET NpOTUBOMNOKasaHUit ANs UCMob30BaHUS JaHHOW BaKLMHbI Y KOPMSILLMX MaTepeii.

Peako: TowwHoTa

Yacro: 605b B XWBOTE, Anapesi, peoTta

B MECTE BBeACHUSA npenapard

Peako: HepoMOraHue, ycranocr

YacTo: nMxopaaka, YrioTHEHWe, OTekK,
6onesHeHHOCTb (Npy AoTparMBaHumn), BocnaneHue
OueHb peaKo: 60/b B MECTE UHBEKLIMN
Heyacro: MoHunuas, puHut
PenKo: KpaTKoBpeMEHHOE YBe/MUeHWe TpaHcaM1Ha3bl

(INTATC/IDHDIX BE CCTB

HeyacTo: xenTyxa y HOBOPOXAEHHbIX
Yacro: 6eccoHHUL@, HEPBO3HOCTb, Pa3ApaXUTeIbHOCTb
3abosieBaHNA KOXHU 1 [IOAKOXKHON KIETYATKM YacTo: CbiMb 3pUTEMATO3HAS, SpUTEMa

Hevacro: pOBOBbIP’I nnuTupuas, Cbinb, NATHACTO-Nanyne3Hasa Cbirfb
Cocyauncrbie paccrpoiicTea

Yacro: rematoma
He vcrnonb3oBaTh Mo OKOHYAaHUM CPOKa FOAHOCTY, YKa3aHHOrO Ha BHELLIHEN yrnaKoBKe.,
XpaHuTb npu Temnepatype ot +2°C Ao +8°C (B xonoaunbHuke). He 3amMopaxuBaTtb.
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5 mn / dnakoH x 1 dnakoHoB - 10 M / dnakoH X 10 dnakoHoB
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Mpoussoautenns:

@ LG Chem

[Factory 1]129, Seogam-ro, Iksan-si, Jeonbuk-do, Republic of Korea
[Factory 2]151, Osongsaengmyeong1-ro, Osong-eup,
Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, Republic of Korea

cbpoca, 1 BakuuHa He 6blia NoBpeXxaeHa 3aMep3aHueM.
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