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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. 

DESCRIPTION Euvax B is a white, slightly opalescent suspension. 

COMPOSITION I ml of the above vaccine contains : 

INDICATION AND 

USAGE 

DOSAGE AND 

ADMINISTRATION 

CONTRAINDI

CATIONS 

WARNINGS AND 

PRECAUTIONS 

- Active ingredient : Purified HBsAg 20 µg 
- Adjuvant : Aluminum Hydroxide Gel (as aluminum) 0.5 mg 
- Preservative : Thimerosal 0.0 I w/v% 
- 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 deltoid 
muscle of older children or adults. 
- One adult dose (from 16 years) is 1.0 ml containing 20 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 I 5 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. 

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. 

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 usage 
- Shake before administration, since a fine white deposit with a 

clear colorless supernatant may form during storage. 
- A sterile syringe and sterile needle should be used for each 
injection. 

I 
I 

ADVERSE 

REACTIONS 

STORAGE 

CONDITIONS 

Pregnancy and lactation 
- The effect of the HBsAg on fetal development has not been 

assessed. However, as with all inactivated viral vaccines, the 
risks to the fetus 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, inffammation 
Very common: injection site pain 
Infections and infestations 
Uncommon: monifiasis, rhinitis 
Investigations 
Rare: transient increase of transaminase 
Metabolism and nutrition disorders 
Common: anorexia 
Musculoskeletal and connective tissue disorders 
Rare: myalgia, arthritis 
Nervous system disorders 
Very rare: optic neuritis, facial paralysis, Gui/lain-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 
Skin 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 S'C (in a refrigerator). Do not freeze. 
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PRESENTATION I ml/vial x 20 vials - I ml/vial x 10 vials - I ml/vial x I vial 

Manufactured by 

.LG Chem 

Issuance date: Jan. 26, 2017 

Revised date: Nov. 15, 2019 
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lksan-si, Jeollabuk-do, Korea 
[Factory 2]151, Osongsaengmyeong 1-ro, 
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Euvax B 1nj.
PeKOM6HH8HTH8SI B8Kl.lMHa 
AIISI npo<l>HnaKTHKH renaTHTa B 

Euvax B npeACTaBmleT co6o� 8Hn1Blr1PYCHYIO B8KL.J,lr1HY, COCT051W,YIO l,13 
BblCOKOO"llr1W,eHHblX He1r1Hct,eKL.J,li10HHblX no111r1nenn1AOB nosepxHOCTHOrD 6e11Ka 
(HBsAg) ""pyca renar"ra B, a11cop6"posaHHs1e Ha consx amoM"H"" 
(1i1cnOJ1b3Y8MblX B Ka'-leCTBe a.AblOB8HTa) l,1 KOHCepe1r1poeaHHbl8 n10Mepca110M (0,01 
e/0%). AaHHbl� npenapar siem1erc51 peKoM6111HaHTHO� ,D,HK-eaKU.1"1HO� 1,1 
npm13BOA1,1TCSI C noMOUJ,blO peKOM61'1H8HTHO� AHK TeXHOJlOn-11,1 - npOAYU.L-1POB8Hlr18 
nonvmenrnAHblX q>parMeHTOB HBsAg e APO)K)l(8BblX K118TKax (Saccharomyces 
cerevisiae). 
BaKU,lr1H8 YA0BJ18TBOPSl8T rpe60B8H"1s:lM 803 B OTHOWSH&.11,1 peKOM6l'1H8HTHblX B8KU,lr1H 
AflSI np0Qnrnaim·1K1,1 renanna B. npa.1 npm1JBOACTBe npenapara He 1,1cno11bJY10TCS1 
cy6craHU,lr11r1 481lOBe4eCKOro npmtCXO)l(J],8H�UI. 

Euvax B npeACT8Bm1eT co5o" 6e11oeary10, cna5o ona11ecu,1,1py10w,y10 cycneH3IIIIO. 

8 1,0 Mll B3KL.J,111Hbl COA8P)l(IIITCSI : 
-AKTIIIBHbl" IIIHrpeA111eHT: 04111W,8HHbl" HBsAg . •.•.••.•.•..•.•...•.•..•.•.••.•.••.•..•.•.. 20 MKr 
-AAblOBaHT : renb rnAPOOK111c111 MIOMIIIHl'ISI (no 3Jll0Ml-1H1'110) .• ..•.•.••.•..•.•.•..•.•... 0,5 Mr 
- KOHCepB3HT : 

TwoMepcan .................. 0,01 s/o % 
- 3KCL.J,1'1nlAeHTbl: ¢oc¢aT Ka/llASI OAHOOCHOBHbl", ¢oc¢aT HaTp&.151 ABYOCHOBHbl", 

x.nopL.1CTb1M Harp1,1". 

Cneu,1i1¢L.148CKasi L.1MMYHOnpo¢1i111aKT&.1Ka IAH¢eKL.J,1,11,1, Bbl3blB3eMO" BCeMIA 
1,13eecTHblML.1 noArnnaML-1 e1,1pyca renarnTa B. 

3ysaKC 8 Cll€AYeT BBOAIATb BHyrp&.1MblW0llHO B AenbTOBL.1AHYIO MblW4Y AeTeM 
cTapwero eo3pacTa &.1J1L.1 B3pocnb1x. 
- 0AHa A03a AflSI B3pocnb1x (c 16 neT) cocTaem1er 1,0 Mn, COAep>Ka�asi 20 MKr 
HBsAg. 
npou,ecc L.1MMYHL.13aL.J,L.1L.1 COCT0&.1T 1,13 BBeASHL.151 Tpex A03 BaKL.J,L.1Hbl B COOTB8TCT8l,11,1 co 
C/leAytow,e" CXeMO" : 
- 1-si A03a : Bb15paHHaSI AaTa; 
- 2-si A03a : 48P83 1 M8CSIL.J, nocne BB8A8HIASI 1-" A03bl; 
- 3-si A03a : 4epe3 6 Mecsiu,ee nocne seeAeHL.151 1-" A03bl. 

5ycrepHasi BaKL.J,IAH3L.J,IASI : 803 He peKOM8HAyeT nOBTOPHYIO B8KL.J,L.1HaL.J,L.1IO, nOCKOllbKY 
BblWeon&.1caHHbl" npou,ecc IAMMYH&.133L.J,"1L.1, COCTOSIUJ,1,1" 1,13 3-x A03 B3KL.J,L.1Hbl, 
o5ecne4l-1BaeT 3aw,1,1ry OT 3apIDKeHL.1S1 e111pycoM renaTL.1T8 8 e Te4eH111e 15 11eT, no 
npowecTe&.11,1 KOTOpb1x np1,1 KOHraKTe c e1,1pycoM renarnra B npo1,1cxoA&.1T 
8CTeCTBeHHaSI nOAIAMMYH&.13aL.J,&.1SI (5ycTep-3¢¢eKT), A3)Ke ec11&.1 33UJ,IATHble 3HTL.1T8Jl3 
y,Ke OTCyrCTBYIOT B opraHIA3M8. TeM He M8Hee, cyw,eCTBYIOT HeKOTOpb1e MeCTHble 
nporpaMMbl IIIMMYHL-1331...1,1,11,1 no BC8MY ML-1PY, BKJ1I0431QUJ,1,1e peKOM8HA3L.J,1,11,1 no 
peeaKL.J,IAH3L.J,&.11,1, KOTOpblX CJ18AYeT np"1A8P)K&.183TbCSI. 

Cyw,ecTsyeT TalOKe 3JlbT8pHaTIABH3SI CX8M3 B3KL.J,IAH3L.J,1,11,1 : 1-si A033 - Bb15paHHasi 
A3T8, 2-si A03a - 4epe3 1 M8CSIL.J, nocne BB8A8H&.1SI 1-" A03bl, 3-si A03a - 4epe3 2 
Mecsiu,a noc11e eeeAeH&.1S1 1-" A03bl, peeaKL.J,&.1HaL.J,l-lS1 - 4epe3 12 Mecsiu,ee noc11e 3-" 
A03bl nepBIA4HO" &.1MMYHl-133L.J,l,11,1. AaHH3SI cxeMa MO)K8T 5b1Tb 1,1cnO/lb30BaHa y 
HeKOTOPblX rpynn H8C8J18H&.1S1: y HOBOPO)l(J].8HHblX, Marep1,1 KOTOPblX &.1H¢1,1u,1,1poeaHbl 
renarnTOM 8, y nau,&.18HTOB, &.1H¢1,11...1,1,1poeaHHblX 1,1/11,1 C nOA03peHIAeM Ha 
1i1H¢1,1u,1,1poeaHl-l8 e1,1pycoM renaT1i1Ta B, y 111,1u,, ornpae11S110L11&.1XCS1 e pernOHbl c 
BblCOK&.1M ypoeHeM 3a6011eeaeMOCTIA. 

BeeASH&.18 ADnOJlHIATellbHO" A03bl (A03) eaKL.J,IAHbl noKa33HO nau,L.1eHT8M, 
H3XOASIUJ,IAMCSI Ha reMOA&.1a111,13e "1 C &.1MMYHOAe¢&.11...1,&.1TaM&.1, noCKOllbKY y 3TOM 
KaTerop1,11,1 nau,&.18HTOB noc11e nepB1'14HO" &.1MMYHl-1331...1,l-1"13aUJ,l-1THb18 TlolTpbl aHTl-1T8Jl (> 
10 ME/n) MOryT 6b1Tb He "HAY�"POBaHbl. 

BaKL.J,L.1Ha Euvax 8 nporneonOK333Ha nau,1i1eHT8M C rnnep4yeCTB&.1Te/lbHOCTblO K 
K3KOMY-lll-150 ee KOMnOHeHry. 8aKL.J,&.1Ha H8 OKIDKeT epeAHOro B03Ae"CTBl,1SI Ha 
nau,L.1eHTOB, paHee 1,1111,1 B H3CTOSIW,88 ep8MSI &.1H¢1i1u,1,1poeaHHblX e1,1pyCOM renarnTa B. 
nau.1i1eHT8M, 3apa)KeHHblM e1,1pycoM &.1MMYHOA"1¢L.1L.J,1,1T8 48Jl0B8Ka (KaK C 
C&.1MnTOMHblM, T8K 1,1 6ecc&.1MnTOMHblM Te48H&.18M), Euvax B BBOAl'ITCSI cornaCHO 
CT3HA3PTHO" cxeMe. 

06111ue npe,llocrepe><eHun 
- 8aKL.J,&.1HaL.J,&.1IO ClleAyeT OTJ1Q)Kl,1Tb y nau,1i1eHTOB C nporpecc1,1pyt0W,&.1M 
3a6011eeaH111eM, conp0Bo)l(J],at0w,&.1MCS1 noBblWeH111eM TeMneparypbl Tena. 
- Y nau,111eHTOB, CTpa,natOUJ,&.1X pacceSIHHblM CK/lep030M, Jll05asi CTL.1MYJ1SIL.J,1'1SI 
IAMMYHHO" C&.1CT8Mbl MO)l(eT Bbl3BaTb 06ocTpeH1i1e 3a6011eeaH&.1SI noc11e eaKL.J,IAH3L.J,&.11,1. 
no3TOMY np1,1 B8KL.J,L.1Hau,1,11,1 3TL.1X nau,&.18HTOB nOJlb3Y OT &.1Gn0Jlb3083HIASI eaKL.J,1'1Hbl 
ClleAy8T TUJ,aTellbHO C0"13MepsiTb C B03M0)1(HblM p&.1CKOM 050CTpeHIASI 3a6011eeaHIASI. 
- "'1MMYH&.1331...1,&.1SI MO)l(eT 5b1Tb H83¢¢eKTIABHa y Jl&.11...1,, H3XOASIW,"1XCSI B /13TeHTHO" 1,1111,1 
nporpecc1,1py10w,e" cTa,n1111,1 renarnTa B. 
- np1,1 npoeeASH&.11,1 BaKL.J,&.1H3L.J,1'1&.1 He05XOA1'1MO &.1M8Tb B H3Jlli14"11'1 MeA111KaMeHTbl, 
H805XOAIAMble AflSI OKa3aHIASI 3KCTpeHHO" nOMOUJ,1,1 B CJ1)"l3e aHa¢1,111aKTL.148CKO" 
peaKu,1,11,1. 
npe,o,ynpe)l(/J.eH11R no 11cnonb3osaHMJO: 
- 8cTpSIXH&.1Te nepe,Q BBeAeH&.1eM, TaK KaK BO BpeMSI xpaHeHIASI MO)f(eT 
o6pa30BaTbCSI TOHK&.1Ci 6enb1Ci OCa,QOK c npo3pal!HblM 6ec4BeTHblM cynepHaTaHTOM. 
-Ansi Ka>t<,QOCi 1i1HbeK41,11,1 cne,QyeT 1,1cnonb30BaTb cTep1i1nbHb1Ci wnp1,14 1,1 
cTep&.1nbHYto 1,1rny. 

n060'iHblE 
PEAKUMM 

YCnOBMSI 
XPAHEHMSI 

<l>OPMA 
BblnYCKA 

6epeMeHHOCTb 11 naKTaU,Mfl 
- 811&.1SIH1Ae HBsAg Ha pa3e1,1rne nllOAa H8 1'13y4a/lOCb. BMecre C TeM, KaK "1 B CJl)"lae 
1,1cnOJ1b30B3HL.1SI lll050M IAH3KTIABIAPOB3HHOM B3KL.J,&.1Hbl, npeACT8BJlSl8TCSI 
MaJ10B8pOSITHO" cnoco5HOCTb A3HHOrQ npenapara OK33blBaTb no504H08 
B03Ae"CTB&.18 Ha 3M5p&.10H 1,1/11,1 nllOA. TeM He M8Hee, B8KL.J,&.1Ha Euvax 8 AO/l>KHa 
111cnOJ1b30B3TbCSI y 5epeM8HHblX TOJlbKO np1,1 H3J11'14"11'1 )1(1,13HeHHblX noKa3aHl'1M. 
-Ae"CTB&.18 83KL.J,"1Hbl Euvax 8 Ha rpyAHblX AeTeM noc11e B3KL.J,&.1H3L.J,1'1&.1 "1X MarepeM B 
yc11oe1,1six KJ11AH&.1K&.1 He &.13)"l3JlOCb. BMecre c T8M, He cyw,ecTeyeT nporneonoKa3aH1i1'°1 
AJlSI "1Gn0llb30B3HIASI A3HHOM eaKL.J,IAHbl y KOPMSIW,&.1X MarepeM. 

JKenyiJotJHo-«uwetJHbte paccmpoUcmaa 
Pe,QKO: TOWHOTa 
Llacro: 6onb B >KL.1BOTe, A&.1apesi, psora 
06w,ue paccmpoUcmaa u MecmHbte ocno)f{HeHUH s Meeme aaeOeHUH 
npenapama 
Pe,QKO: He,QOMOraH&.1€, ycTaJlOCTb 
Llacro: Jl&.1XOpa,QKa, YnilOTH€H&.1e, OTeK, 6one3HeHHOCTb (np1,1 AOTparL.1B8HIA&.1), 
socnaneH&.1e 
�eHb 1..1acro: 6onb e MecTe 1AHbeK41,11,1 
HHcbeKUUU U 3apa)f{eHUJI 
H0llacro: MOH&.1Jl&.1a3, p&.1HIAT 
HcnbtmaHUH 
Pe,QKO: Kp3Tl<OBpeMeHHOe yeen1,11..1eHL.1e rpaHCaML.1H33bl 
HapyweHUH o6MeHa aew,ecma u ycaoeHUH numamenbHblX aew,ecma 
Llacro: aHopeKc&.1S1 
HapyweHUH onopHo-Oau2amenbH020 annapama u Ja6oneeaHue 
coeOuHumenbHoii m«aHu 
Pe,QKO: MIA3IHl151, apTpITT 
PaccmpoUcmaa HepaHoii cucmeMbt 
�eHb P8AKO: H€Bp&.1T 3p&.1TenbHOro Hepsa, napan1,11..1 IlL.1L.J,a, Cl'IH,D.pOM 
f1,1"eHa-5appe, ycyry6neH&.1e pacceSIHHoro cKJ1epo3a 
Pe,QKo: ronoeHaSI 6onb, ronosoKpy>KeH&.1e 
Llacro: nOBblW€HHa51 nnaKCIABOCTb, COHJl&.1BOCTb 
6epeMeHHocmb nocnepoOoaoU nepuoa u nepuHamanbHbte cocmoHHUH 
H0llacro: >Kenryxa y HOBOpO)K,Q€HHblX 
ncuxutJec«ue paccmpoUcmaa 
Llacro: 6eCCOHHIA4a, HepB03HOCTb, pa3,qpa)f(li1T€JlbHOCTb 
3a6oneeaHUH KO)f{U u no01<o)f{HOii l<l1emtJam«u 
Llacro: Cblnb apmeMaT03Hasi, ap1,1TeMa 
H0llacro: po30Bb1Ci n1,1rnp1,1a3, cbmb, nS1TH&.1cTo-nanyne3HaS1 Cblnb 
CocyOucmbte paccmpoUcmaa 
Llacro: feMaToMa 

He 1'1Gn0Jlb3083Tb no OKOH48Hl'11,1 cpoKa rDAHOCTIA, yKa33HHOrD Ha BH8WH8M 
ynaKOBK8. 
XpaH&.1Tb np1,1 TeMneparype OT +2•C AO +8•C (e XOllOA"1llbHIAK8). He 33MOp3>K&.183Tb. 

vlHAv!KaTOp KOHTPOllH BaK4v!Hbl {vlKB) 

.. .. 

• • • : .I • 

• r 

--------. ·-

O
···-··�'"�,
'leH HaJ�>IIHbllo 

·�· 

"'"_ .... , __..... 

...... .. , .... ,&, ,_, 

1
=

--= 

A 

. ........ ., .• ".�" 
co•n•.<1M•c nMHtt.'l!M 

L;D<TO"' H>P',1 .. _o\ 

"apy .. HbCloHpyr Kpyr 

1 Mn I cjmaKOH x 20 cjmaKOHOB - 1 Mn I cjmaKOH x 10 cjmaKOHOB - 1 Mn I cjmaKOH x 1 
q:>naKOH 

npovi3BOAVIT8nb: 
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