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HEPATITIS B VACCINE, RECOMBINANT 
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COMPOSITION 

INDICATION AND 
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DOSAGE AND 

ADMINISTRATION 

CONTRAINDI­

CATIONS 

Euvax B consists of highly purified, non-infectious particles of 
Hepatitis B surface antigen (HBsAg) adsorbed onto aluminum 
salts as an adjuvant. 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. 

I ml of the above vaccine contains : 
- Active ingredient : Purified HBsAg 20 µg 
- Adjuvant: Aluminum Hydroxide Gel (as aluminum) 0.5 mg 
- Excipients : Potassium phosphate, monobasic, Sodium phos-

phate, dibasic, Sodium chloride 

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

Euvax B should be injected intramuscularly into the anterolat­

eral aspect of the thigh in infants, or into the deltoid muscle in 
children. 
- One pediatric dose (neonates, infants, and children aged up to 
and including 15 years of age) is 0.5 ml containing IO µg of
HBsAg.
The immunization regimen consists of three doses of vaccine 
given according to the following schedule : 
- I st dose: at elected date 
- 2nd dose : I month after the first dose 
- 3rd dose: 6 month 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-, 1-, and 2-month schedule and a 12-month 
booster may 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, or certain travelers to 
high-risk areas). 

Additional dose(s) of vaccine may be required in hemodialysis or 
immunodeficient patients, since protective antibody titers(> IO 
IU/ l ) 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 manufactured as a combined product (e.g. 
DTP-Hep B). 

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 immunodeficiency virus 
(HIV), both asymptomatic and symtomatic, should be immunized 
with hepatitis B vaccine according to standard schedules. 
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Genera/ 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. 

Precautions for uso�e 
- 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. 

Gastrointestinal disorders 
Rare: nausea 
Common: abdominal pain, diarrhea, vomiting 
General disorders and administration site conditions 
Rare: malaise, fatigue 
Common: fever, induration, oedema, tenderness, inµammation 
Very common: injection site pain 
Infections and infestations 
Uncommon: moniliasis, rhinitis 
lnvestieations 
Rare: transient increase of transaminase 
Metabolism and nutrition disorders 
Common: anorexia 
Musculoslc.eletal and connective tissue disorders 
Rare: myalgia, arthritis 
Nervous system disorders 
Very rare: optic neuritis, facial paralysis, Guillain-Barre syndrome, 
aggravation of disseminated sclerosis 
Rare: headache, dizziness 
Common: crying abnormal, somnolence 
Pregnancy, puerperium and perinatal conditions 
Uncommon: jaundice neonatal 
Psychiatric disorders 
Common: insomnia, nervousness, irritability 
Sic.in and subcutaneous tissue disorders 
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 B'C (in a refrigerator). Do not freeze. 

Vaccine Vial Monitor (WM) 
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PRESENTATION 0.5 ml/vial x 20 vials • 0.5 ml/vial x IO vials - 0.5 ml/vial x I vial 

Manufactured by 

�LG Chem 

Issuance date : Aug. I 3, 20 18 
Revised date: Nov. I 5, 20 19 

(Factory 1 )129, Seokam-ro, 
lksan-si, Jeollabuk-do, Korea 
(Factory 2)151, Osongsaengmyeongl -ro, 
Osong-eup, Heungdeok-gu, Cheongju-si, 
Chungcheongbuk-do, Korea 
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Euvax B 1nj.
PeKOM6MHaHTHaS1 eaKI..IMHa 
AJ1S1 npo<1>i.1naKTMKM renaTMTa B 

Euvax B npeACTaBJu:leT co6o� aHn1B1'1pycHylO BaKU,1'1HY, COCTOSIW.YIO 1'13 
BblCOK004111L11,eHHblX HeL.1H4>eKU.li10HHblX no11a.1nenn1AOB noeepXHOCTHOro 6e11Ka 
(HBsAg) ""pyca renar"ra B, a,!\cop6"posaHHble Ha consx amoM"""" 
(111cno11b3yeMblX B Ka"leCTBe 3AblOB8HT8). 
AaHHblVI npenapar s:ie1151ercS1 peKOM61,,1HaHTHOVI AHK-eaKL.J,IIIHOVI 111 

--

npm13BOAl-1TCs:i c noMOW.blO peKOM6"1H8HTHOVI AHK rexH011onu.1 - npogyu,i.1poeaH111e 
no111i1nenn1AHblX 4>parMeHTOB HBsAg e APO)l()l(8BblX 1<.nerKax (Saccharomyces 
cerevisiae). 
BaKUJ1H8 YAOBJ18TBOPSl8T rpe6oeaHl1UlM 803 B OTHOW8Hlll1'1 peKOM6111H8HTHblX B8KU,IIIH 
AJUl npo4>11111aKrnK111 renan11a B. np111 npo1113BOACTBe npenapara He 111cno11b3ylOTC51 
cy6CTaHL.J,l-1111 48J10B8Y8CKOro npm1CXO)KJ\8HIIISI. 

Euvax B npegcrnemier co6oi'ii 6e11osary10, c11a60 ona11ecu,1,1py10w,y10 cycneHJMIO. 

8 1,0 Mil B3KUJ·1Hbl COAep)l(l-1TC51 : 
-AKTl-iBHbli'ii l-1HrpeAMeHT: 01.Jl-"lW,eHHbli'ii HBsAg .................. 20 MKr 
-A.AblOB8HT: rellb rnApOOKl-iCl-1 alllOMMHl-151 (no a11IOM"1HMIO)...... . ............... 0,5 Mr 
• 3KCU,l-1nl-1eHTbl: (poc(paT Kalll-151 O.QHOOCHOBHbli'ii, (poc(paT HaTpl-151 ABYOCHOBHbli'ii, 

XJ10Pl-1CTbli'ii H8Tp"1i'ii. 

Cneu,1,1¢l-11.JeCK851 "1MMYHOnpo¢l-1118KT"1K8 MH¢8KU,l-1"1, Bbl3blB88MOi'ii BCeMM 
M3BeCTHblMl-1 nOATl-1n3Ml-1 Bl-ipyca renarnra B. 

3ysaKC B rne,nyeT BBO.Q"1Tb BHyrpl-1MblWe4HO s nepe,nHenaTepanbHYIO l.laCTb 
6e,npa Mfla.Q€HL\aM l-ifll-1 B .Qe.IlbTOBl-1.QHYIO MblWL\Y A€T51M CTapwero 803pacTa. 
-0.QHa ne,nMaTpl-11.1€CK3s:l .nooa (Ans:i HOBOpO>t{,ll,€HHblX, Mfl3A€HL\€B " .QeTe\71 B 
soJpacTe .no 15 neT BKfll04l-1Te.IlbHo) cocTasns:ieT 0,5 Mn, co.Qep>t<a�as:i 10 MKr 
HBsAg. 

npou,ecc l-1MMYHl-133U,l-1l-1 COCTOMT l-13 BB€A€Hl-151 Tpex A03 saKU,l-1Hbl B COOTB€TCTB"1l-1 co 
C11€AYIOW.ei'ii cxeM0\71 : 
- 1-51 A03a : Bb16paHH851 Aa.Ta; 
- 2-51 .QOJa : 1.Jepe3 1 M€C51U. noc11e sse.neHl-151 1-i'ii .QOJbl; 
- 3-51 AOJa : 1.Jepe3 6 Mec51u,es noc11e sse.neHl-151 1-\71 A03bl. 

6ycTepHa51 BaKU,l-iHaU,"151 : 803 He peKOMeH.QyeT noBTOPHYIO BaKU,l-1HaU,l-1IO, noCKOllbKY 
BblWeon1,1caHHbli'ii npou,ecc l-1MMYHM3aU,"1l-1, COCT051W,l-1i'ii "13 3-X.Q03 BaKU,l-1Hbl, 
o6ecnelJMBaeT 3aW,l-1TY OT JapIDKeHl-151 BMPYCOM renaTl-1Ta B B  T€lJ€H"1€ 15 neT, no 
npoweCTBMH KOTOPblX npl-1 KOHTaKTe C Bl-ipycoM renaTMT3 8 npOl-1CXOA"1T 
€CT€CTB€HHa51 nOA"1MMYHl-13aU,l-151 (6ycrep-a¢(peKT), Aa)l(e €C11l-1 3aW,l-1THbl€ aHrnre11a 
lj'#.e OTCyrCTBYIOT B opraHl-13Me. TeM He MeHee, cyw,ecTBYIOT HeKOTOpble MeCTHble 
nporpaMMbl l-1MMYHl-13aU,l-1l-1 no BCeMy Ml-1PY, BKJllOllalOW,Me peKOM€HA8U.l-1H no 
pesaKU,"1HaU,l-1l-1, KOTOPblX c11e.nyeT npl-1.Q€P)l(l-1BaTbC51. 

Cyw,eCTByeT TalOKe a11brepH8Tl-1BH851 cxeMa B8KU,l-1HaU,Ml-1 : 1-51 A03a - Bb16paHHa51 
.nara, 2-51 AOJa - 1.Jepe3 1 Mec51u, noc11e sse.neHl-151 1-i'ii AOJbl, 3-51 AOJa - 1.Jepe3 2 
Mecs:iu,a noc11e sse.neHl-151 1-\71 A03bl, pesaKU,l-1H3U,M51 - 1.Jepe3 12 M€C51u,es noc11e 3-i'ii 
A03bl nepBMlJHOi'ii l-1MMYH"133U,"1l-1. Aa,HH3s:l cxeMa M0)1(€T 6b1Tb l-1Cn011b30BaHa y 
H€KOTOpblX rpynn H3C€11€Hl-151: y HOBOPO*A€HHblX, MaTepl-1 KOTOpbtX "1H¢MU."1POBaHbl 
renarnTOM B, y nau,MeHTOB, l-1H(p"1U,l-1pOB3HHblX "111l-1 C no.Q03peHl-1eM Ha 
"1H¢l-1U,"1pOBaHMe Bl-ipycoM renaTMTa B, y 11HL.I,, OTnpaB115IIOW,l-1XC51 B pernOHbl C 
BblCOKMM YPOBH€M 3a6011esaeMOCTl-1. 

BBe.QeHl-"le AOnOJ1H"1Te11bHOi'ii A03bl (A03) BaKL\"1Hbl noKa3aHO nau,l-"leHTaM, 
H3XOA51W."1MC51 Ha reMO.Ql-1alll-13e l-1 C l-1MMYHO.Qe(p1,1u,1-1raM1-1, nocKOllbKY y 3TOi'ii 
Kareropi,rn nau,1-1eHTOB noc11e nepBMlJHOi'ii l-1MMYH"133LJ,1,11,1 3aW,"1THble THTPbl aHT"1T€11 (> 
10 ME/n) MOryr 6b1Tb He ""AY�"posaHbl. 

8 CllyYae l-13BeCTHOrD 1,1111,1 npe.nnonaraeMOrD KOHTaKTa C 33PIDK€HHblM s1,1pyCOM 
renarnra B(Hanp1-1Mep, A€TM 1-1H(p1-1u,1,1posaHHblX MaTepei'ii, .npyrne KaTerop1,11,1 1110.nei'ii, 
"1M€BWl,1X TaKTl-1JlbHbli'ii KOHT3KT 1,1111,1 KOHT3KT 1.Jepe3 C11l-131-1CTb1€ 0601101.JKl,1 C 60llbHblM 
renarnTOM) nepsa51 AOJa saKU,l-1Hbl Euvax B MO)l(eT 6b1Tb sse.neHa BMecre c 
COOTBeTCTBYIO�ei'ii A030i'ii "1MMYHOmo6y111-1Ha. Y 11l-1L\ C l-1MMYHHOi'ii He.QOCTaTOlJHOCTblO 
"1MMYHHbti'ii OTBeT Ha Halll-11.Jl-1€ aHTl-"l·HBs M0)1(€T 6b1Tb CHM)l(eH, 1,1 He06XO.Ql-1MO 
OTC1le)l("1BaTb Tl-1TPbl noc11e "1MMYHl-13au,1,11,1. 

8 CTpaHaX C lJaCTblM"1 nepl-1HaTallbHblM1,1 C11yYa51M"1 3apIDK€HH51 renaTMTOM 8 nepsa51 
A03a A011)1(Ha 6b1Tb BBe.QeHa cpa3y noc11e PO>KAeHl-151. 8 CllyYae HelJaCTblX 
nepMHaT311bHblX 33pIDK€H"1i'ii, 1,1111,1 ec111,1 sep051THOCTb nepeA31.Jl-1 H€B€11"1Ka, nepsylO 
A03y BaKU,"1Hbl MQ)l(HO BB€CT"1 BM€CTe C nepsoi'ii A030i'ii BaKU,"1Hbl AK,llie. BTOPYIO A03y 
BBOASIT llepe3 1 MeC51U, noc11e 1-171 A03bl, TpeTblO - B cpOKl,1 OT 1 AO 12 Mec514es noc11e 
2-� A03bl. 

BaKU,l-1Ha nporns rnnaTMTa B M0)1(8T a¢(peKTl-1BHO 1,1 6eJonacHO npMMeH51TbC51 
OAHOBpeMeHHO co c11e.Qy10�MM1-1 saKu,1-1HaM1-1: 6LDK, AKJ),C, Kopeso�. 
npornsono111-10M"1€11l-1THblM"1 BaKL\"1HaM"1()1(1-1Ba51 MOHOBaKLJ,1,1H3 OPV l,11ll-1 
"1HaKTMB"1POBaHHa51 n011"10B3KLJ,1,1Ha IPV), Xlt16-BaKU,MHOi'ii(reM0¢1-111bHa51 na1101.JKa 
Haemophilus influenzae rnn b), saKu,1-1Hoi'ii *emoi11111,1xop3AKM. Ecnl-1 Euvax B 
npMM€Hs:l€TC51 BM€CTe C .npyrnMM BaKU,l-1H3MH, ee c11e.nyeT BB0Al-1Tb 0TA€11bHO OT 
OCTallbHblX B3KU,l-1H. 3anpew,aeTC51 CMeWl-1B8Tb B8KU,l-1HY npOTl-18 renaTl-1Ta 8 B 
npo6MpKe l-1111-1 wnpi,,u,e C 11106oi'ii APYrD� BaKL\"1HO�. ec111,1 OHa He 5181151€TC51 
KOM6"""POBaHH0'1 BaK�"H0'1 (Hanp•Mep AK,[\C+,enB). 

BaKU,MHa Euvax 8 npOTl-1BOnOKa3aHa nau,MeHTaM C rnnepllyBCTBl-1Te11bHOCTblO K 
KaKOMy-111-160 ee KOMnOH€Hry. BaKU,l-1Ha He OKIDK€T BP€AHOro B03A€i'iiCTBl,151 Ha 
nau,MeHTOB, paHee 1,1111,1 s Hacro51w,ee speM51 1-1H(p1-1u,1,1posaHHblX s1,1pycoM renaTMTa B. 
nau,MeHTaM, JapIDKeHHblM 01,1pycoM l-1MMYHO.Ql-1(p"1U,l-1Ta llellOBeKa (KaK C 
C"1MnTOMHblM, TaK 1,16eCCl-1MnTOMHblM TelJeHl-"leM), Euvax B BBOAl-1TC51 cornacHO 
CTaH.QapTHOi'ii cxeMe. 
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06ll.l11e npe11.ocrepe>KeH11R 
- BaKL.1,MHau,1,110 C11€AY€T OT110)1(1-1Tb y nau,MeHTOB C nporpeCCMPYIDW.l-1M 
3a6011esaHl-1€M, conpOBO)l(AalOW,"1MC51 nOBblW€Hl-1€M T€Mneparypb1 Tena. 
- Y nau,weHTOB, CTPa.A810W,1-1X pacce51HHblM CKnep030M, 11106a51 CT"1MY1151U,M51 
l-1MMYHHOi'ii CMCTeMbl M0)1(€T Bbl388Tb 06ocTpeH1-1e 3a6011esaH"151 noc11e B8KL.1,l-1H3LJ,1,11,1, 
noaTOMY npi,, BaKU,l-1Hau,1111,1 arnx na4111eHTOB n011b3Y OT "1CnOJ1b30BaHl-151 BaKL\l'!Hbl 
c11e.nyeT TW,aT€11bHO C0"13M€P51Tb C B03M0)1(HbfM PMCKOM o60CTP€Hl-1s:l 3a6011esaHl-151. 
- vlMMYHM3aU,"151 M0)1(€T 6b1Tb Hea¢¢eKTl-1BHa y 11"1U,, H3XO.Q51W,"1XC51 B 113TeHTHOi'ii 1,1111,1 
nporpecc1-1py10w,ei'ii CT3AMl-1 renarnTa B. 
- np1-1 npose.neHMl-1 B8KU,l-1H3LJ,l-11,1 Heo6XOAl'IMO l-1M8Tb B Halll'llJl,1111 MeAMKaMeHTbl, 
He06XOAl-1Mble AJ151 OK838Hl-151 3KCTpeHHOi'ii noMOW,1-1 B CllyYae aHa¢11111aKTl-1lJ€CKOl71 
peaKu,1111,1. 
npe;:J,Ynpe)l(/J,8Hl1R no l1CnOnb3088Hl1JO: 
- BcTpru<HMTe nepe.n BBe,Q€Hl-1€M, TaK KaK BO speMs:l xpaH€Hl,1s:l MO>t<eT 
o6pa30BaTbCs:l TOHKM\71 6e.Ilbl� OC3AOK c npoopal!HblM 6eCL\B€THblM cynepHaTaHTOM. 
- Y He,QOHOWeHHblX,QeTe\71 (<2000 rpaMM) peKOMeH,QyeTCs:l nposeps:irb Tl-1Tpb1 
aHTl-1Te.Il 1.1epe3 M€Cs:ll.\ nocne TpeTbe\71 .Q03bl, I.IT06bl OL\€Hl-1Tb nmpe6HOCTb B 
6ycTep-.Qo3e. 
- ,Q.r,s:i Ka>K.Qo\71 l-1Hb€Kl\l-1"1 cne,nyeT 1,1cnonb30BaTb cTep1-1nbHb1W wnpML\ " 
CTepMflbHYIO l-irny. 

>KenydotJHo-KuwetJHble paccmpoilcmea 
Pe.QKO: TOWHOTa 
4acro: 6onb s >t<HBOTe, .Ql-1apes:i, pBOTa 
06wue paccmpoilcmea u MecmHble ocno)l(HeHUR s Meeme eeedeHUR 
npenapama 
Pe.QKO: He,QOMoraHl-1€, ycTanOCTb 
4acro: ni,,xopa,QKa, ynnoTHeH1-1e, oTeK, 6011eaHeHHOCTb (np1,1 .QOTpa111saHMM), 
socnaneH1-1e 
0-!eHb 1.1acrn: 6onb B MecTe MHbeKu,1,11,1 
IIIHcbeKUUU U 3apa)l(eHUR 
He4aCTO: MOHMfll,133, pl-1HMT 
lllcnb1maHUR 
Pe.QKO: KpaTKOBpeMeHHOe YBe.Ill-11.1€Hl-1€ TpaHCaMMHa3bl 
HapyweHUR o6MeHa sewecms u yceoeHUR numamenbHblX sewecms 
4acro: aHopeKc1-1s:i 
HapyweHUR onopHo-deu2amenbH020 annapama u Ja6oneeaHue 
coeiJuHumenbHoi'I mKaHu 
Pe.QKO: MManrns:i, aprp1-1T 
Paccmpoi'lcmea HepeHoil cucmeMbl 
0-!eHb pe,QKO: H€Bpl-1T 3p1-1Te.IlbHOro Hepsa, napan1,11.111Mu,a, Cl-1HAPOM 
n.1WeHa-6appe, ycyry6neH1-1e pacces:iHHoro c1<nepo3a 
Pe.QKO: ro110BHas:l 6011b, ronoBOKpy>t<eHl-1€ 
4acro: nOBblW€HHas:l nnaKCMBOCTb, COHfll-1BOCTb 
6epeMeHHocmb nocnepoCJOeoU nepuod u nepuHamanbHble cocmoRHUR 
He4acTo: )Kemyxa y Hosopmt<,QeHHblX 
ncuxu1Jec1<ue paccmpoi'lcmea 
4acro: 6eccOHHMU,a, HepB03HOCTb, pa3,Qpa>IQ.1TenbHOCTb 
3a6oneeaHUR KO)l(U u nodKO)l(HOi'I KnemtJamKu 
4acro: Cblnb ap1-1TeMaT00Has:i, apmeMa 
He4acTo: po30Bbli71 n1,1rnp1,1a3, cbmb, ns:iTH1-1crn-nanyne3Has:i Cblnb 
Cocyducmble paccmpoi'lcmea 
4acro: reMaroMa 

He 1,1cnOJ1b30BaTb no OKOHlJaHl-11,1 cpoKa rDAHOCTl-1, yKa33HHOro Ha BH€WHei71 
ynaKOBKe. 
Xp3Hl-1Tb npl-1 TeMneparype OT +2"C AO +8"C (B XOJ10A"111bHl-1K€). He 33MOpa)l(l-183Tb . 

vlHAv!KaTOp KOHTPOllH BaK4v!Hbl {vlKB) 

11cnO/lb30BATb 
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0,5 Mn I cjmaKOH x 20 cjmaKOHOB - 0,5 Mn I cjmaKOH x 10 cjmaKOHOB - 0,5 Mn I 
cpnaKOH x 1 cpnaKOH 
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