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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. 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
- 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 in children.
- One pediatric dose (neonates, infants, and children aged up to and including 15 years of age) is 0.5 ml containing

10 ug of HBsAg.
The immunization regimen consists of three doses of vaccine given according to the following schedule;
- I* 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 |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, | 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 IU/]) 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
montbh 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).

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 symptomatic, should be immunized with hepatitis B vaccine
according to standard schedules.

General precautions N

- 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.

ADVERSE REACTIONS

STORAGE
CONDITIONS

PRESENTATIONS

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.

Rare: nausea
Common: abdominal pain, diarrhea, vomiting
neral di rs an mini; ion si ndition.

Rare: malaise, fatigue

Common: fever, induration, oedema, tenderness, inflammation
Very common: injection site pain

Infections and infestations

Uncommon: moniliasis, 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, Guillain-Barre syndrome, aggravation of disseminated sclerosis
Rare: headache, dizziness

Common: crying abnormal, somnolence

Pregnancy, puerperium and perinatal conditions
Uncommon: jaundice neonatal

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 8°C (in a refrigerator). Do not freeze.

Vaccine Vial Monitor (VVM)
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DISCARD POINT

Inform your supervisor

Cumulative heat exposure over time

0.5 ml/vial x 20 vials — 0.5 ml/vial x 10 vials — 0.5 ml/vial x | vial
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Euvax B ;.

PekoMOMHaHTHadA BakuuHa
ans npodunaktukm renaturta B

Euvax B npencraensier coboii aHTUBMPYCHYIO BaKLMHY, COCTOSILLYIO M3 BbICOKOOUMLLEHHBIX HEUMHDEKLIMOHHbIX
NoAMMenTMAoB noeepxHocTHoro benka (HBsAg) Bupyca renatuta B, aacopbupoBaHHble Ha CONSIX alOMUHWA
(Mcronb3yeMblX B KaYecTse afbloBaHTa).

[laHHbIi Npenapat SBnsSeTcs pekoMbuHaHTHOW [JHK-BaKLMHOW 1 NPOM3BOANTCS C MOMOLLBIO pekoMbuHaHTHOM [IHK
TEXHONOrMM - MPOAYLMpOBaHWE MonunenTUaHbIX dparMeHToB HBSAg B ApoxokeBbIX kneTkax (Saccharomyces
cerevisiae).

BakumHa yaosnetsopsieT TpebosaHusM BO3 B OTHOLLEHUM PeKOMOMHAHTHBIX BaKLWMH A1 NPOpUNaKTUKK renatuta
B. Mpw npon3B0oACTBE Npenapata He UCNOMb3YHOTCS CYBCTaHLMM YENOBEYECKOrO NMPOUCXOXAEHNS.

Euvax B npeacraensieT coboit 6enosatyto, ciabo onanecuypyHoLLyto CycreHsmto.

B 1,0 Mn1 BaKUMHbI COAEPXUTCS :

- AKTVBHBIN UHrPEAVMEHT : OYMLLEHHbIN HBSAg
- AITbIOBAHT : reflb rMAPOOKNCU aIlOMUHWA (MO aNFOMUHIIO)
- IKCUMNMEHTBI : dhocdaT Kanusi OAHOOCHOBHbIN, hocdaT HaTpUsi ABYOCHOBHbIN, X/IOPUCTbIA HAaTPUIA.

v 20 MKT
. 0,5mr

Cneuyduyeckas UIMMYHONPOMUIAKTMKA MH(EKLIMK, BbI3bIBAEMOI BCEMI M3BECTHBIMM MOATUMAMM BUpYCa renatura
B.

DyBakc B cneayeT BBOAUTb BHYTPUMBILLEYHO B NepeaHenaTtepasbHyto YacTb 6eapa MnaaeHLUaM Ui B AeNbTOBUAHYIO
MbILLLLY AETSIM CTapLuero Bo3pacTa.

- OpHa neavatpuyeckas Ao3a (Ans HOBOPOXAEHHbIX, MIaZieHLeB 1 feTeli B BO3pacTe A0 15 neT BKIUNTENBHO)
cocraenset 0,5 Mn, coaepxatuas 10 mkr HBsAg.

Mpouecc MMMyHU3aLMM COCTOUT U3 BBEAEHUS TPEX 03 BaKLUMHbI B COOTBETCTBUM CO CIIEAYIOLLIEN CXEMOW:
-1-9 no3a : BblbpaHHas AaTa;

-2-9[03a : Yepe3 1 mecsil, nocsie BBeAeHWs 1-11 [03bl;

-3-9 103a : Yepe3 6 MecsiLeB Nocie BBeAeHWs 1-1 A03bl.

BycrepHas BakumHaums : BO3 He pekOMeHAyeT MOBTOPHYIO BaKLMHALMIO, MOCKO/bKY BbILLEONMCaHHbIA NpoLecc
MMMYHM3aLMK, COCTOSLMIA U3 3-X 103 BaKLMHbI, 0becneunBaeT 3alumTy OT 3apaXKeHWs BUPYCOM renatuta B B
TedeHne 15 neT, No MPOLIECTBUAM KOTOPbIX MPU KOHTaKTe C BUPYCOM rematuta B MmpoOMCXOAWT ecTecTBeHHas
noanMmyHu3aums (bycrep-3dekT), Aaxe ecnv 3almMTHbIE aHTUTENa YXXe OTCYTCTBYIOT B OpraHu3ame. Tem He MeHee,
CYLLECTBYIOT HEKOTOpble MECTHble MporpamMMbl MMMyHM3aLMW MO BCEMY MUPY, BKIKOYAKOLME pexoMeHaaLuu no
peBaKLMHaLMK, KOTOPbIX CrieayeT NpuAepXUBaTLCS.

CyLLecTBYeT Taloke asnbTepHaTVBHas CXeMa BaKUMHaLmMK: 1-9 [103a- BbibpaHHas AaTa, 2- [o3a - yepe3 1 Mecsy
nocsie BBeAeHWs 1-i A03bl, 3-51 A03a - Yepes 2 Mecsla nocne BBeAeHUs 1-i 103bl, peBaKUMHaLMs - yepes 12
MecsiLieB Nocsie 3 403bl NEPBUYHON MMMYHU3ALIWMK. [JaHHasi CXeMa MOXET 6bITb UCMO/b30BaHa Y HEKOTOPbIX Py
HaceseHns: Y HOBOPOXKAEHHbIX, MaTepy KOTOPbIX MHbULIMPOBaHbI renaTuToM B, y naumeHToB, MHbULIMPOBAHHBIX
WK C MOZJO3PEHVEM Ha WHGbWLIMPOBaHWe BMPYCOM rematvTa B, y fuL, OTNpaBnsoLMXCS B PErMOHbI C BbICOKUM
YPOBHeM 3a60/1eBaeMOCTy.

BBeaeHve AOMOMHWTENBHOM A03bl (A03) BaKUMHbI MOKAa3aHO MaLMEHTaM, HaXOAALMMCS Ha remopuanuse U C
MMMyHoAeUUMTaMU, MOCKONbKY Y 3TOM KaTeropum MauMeHToB NMocie NepBUYHON MMMYHM3aLMU 3alUMTHbIE TUTPbI
aHTuTen (>10 ME/n) MoryT 6biTb He MHAYLMPOBaHbI.

B cyyae M3BECTHOrO MMM MpeAroniaraeMoro KOHTaKTa C 3apaXeHHbIM BUPYCOM reratuta B(Hanpumep, et
VHMUUMPOBaHHbIX MaTepei, Apyrve KaTeropuu Niofeii, WMEBLUIMX TaKTWIbHBIA KOHTAKT WM KOHTaKT uepe3
C/M3NCTbIE 060/104KM C GOMbHBIM FenaTMToM) nepeasi 403a BakuuHbl Euvax B MoxeT 6biTb BBeAeHa BMecTe C
COOTBETCTBYIOLLEN 0301 UMMYHOTI06Y/IMHA. Y JIULL C UIMMYHHOI HEAOCTaTOYHOCTLIO MMMYHHbIV OTBET Ha Hanuune
aHTU-HBS MOXET 6bITb CHIDKEH, M HEOBXOAMMO OTC/IEXMBATD TUTPbI MOC/IE UMMYHW3ALIMM.

B cTpaHax ¢ YacTbiM1 NepuHaTanbHbIMK ClyYasMu 3apaxeHuns renatutoM B nepsasi Ao3a AomkHa bbb BBEAEHA
Cpasy nocre PoXaeHNs.

B cnyyae HevyacTbiX nepuHaTanbHbIX 3apaXeHui, WM eCn BEpOSITHOCTb Mepefadn HeBenuka, Mepsylo 403y
BaKLMHbI MOXXHO BBECTU BMeCTe C NepBoi A030¥ BakUmMHbl AK[C. BTopyto 403y BBOASAT yepe3 1 mecsu, nocne 1-i
[103bl, TPETHIO - B CPOKM OT 1 10 12 MecsiLeB nocne 2-# Ao3bl.

BakuuHa npotviB rvnatuta B MoxeT addeKkTMBHO M 6e30MacHo NMPUMEHSITbCS OAHOBPEMEHHO CO CNEAyHOLLMMU
BakumHamn: BLDK, AKAC, kopeBoii, MPOTMBOMONMOMUENUTHBIMA BaKUMHaMW(>kmBasi MOHOBakuuHa OPV wumu
MHaKTMBMPOBaHHas nonvosakumHa IPV), XMB-BakumHol(remodunbHas nanodka Haemophilus influenzae tvn b),
BaKLMHOW XenToi nuxopaaku. Ecim Euvax B npumeHsieTcsl BMeCTe € ApyruMy BakUMHaMu, ee CliefyeT BBOAWTb
OTAENbHO OT OCTasbHbIX BaKLMH. 3anpeLuaeTcsi CMeLMBaTh BakUyHy NpOTUB renatuta B B npobupke wnm Wwnpuue ¢

nPOTUBO
MNOKA3AHUA

MPEARO CTEPEXXEHMA

MOBOYHbIE PEAKLIUU

YCITIOBUSA XPAHEHUA

®OPMA BbINYCKA

BakumHa Euvax B npoTuBonokasaHa nauueHTaMm C rMnepyyBCTBUTENBHOCTbIO K KaKoMy-11Mbo ee KOMMOHEHTY.
BakumHa He OKaXeT BPeAHOro BO3AECTBMS Ha NaUWEHTOB, paHee WAK B HacTosLee BPeMs UHAULIMPOBaHHbIX
BUpYCOM renaTuta B.

MauveHTaMm, 3apaxeHHbIM BUPYCOM MMMyHOANDMLIMTA YenoBeka(kak C CUMITOMHbIM, Tak 1 6ECCUMMTOMHBIM TEYEHWEM),
Euvax B BBOAUTCA COrNacHo CTaHAapTHOMN CXeMme.

06LLme rpeaocTepexeHus:

-BaKkuvHaumio  cresyeT OTIOXWTb Y  MauUWMEHTOB C  MPOrpeccupylolmM  3aboneBaHMeM, COMPOBOXAAIOLLMMCS
MOBbILLEHWEM TeMMepaTypbl Tena.

-Y NauMeHToB, CTpajatoLLMX paccesiHHbIM CKIEPO30M, mtobasi CTUMYMSLUMS MMMYHHOWM CWUCTEMbl MOXET BbI3BaTb
060CTpeHue 3aboneBaHmMs NoCIe BakUMHALWMW. MO3TOMY Npy BaKLMHALMM 3TUX MaLMEHTOB MOJb3Y OT UCMOMb30BaHMS
BaKLUMHbI C/1efyeT TWATebHO COM3MEPsITb C BO3MOXHbBIM PUCKOM 060CTpEHMS 3a601eBaHusI.

- IMMyHW3aLmst MOXET 6bITb HES(dEKTUBHA Y WL, HAXOASLUMXCS B IATEHTHOI UM MPOrPeCccUpYIOLLEi CTaanm renaTtuta
B.

-Tpv NpoBeeH!M BaKLMHALWMN HEO6XOAMMO UMETb B HA/IMYMUW MeAUKaMEHTbI, He06X0AMMbIe AN1si OKa3aHWst SKCTPEHHOM
MoMOLLM B C/Tyyae aHamIaKTUHecKon peakumm.

[IpeaynpexaeH1s o UCro/Ib30BaHUIO:

- BCTpsixHWUTe nepeps BBeAEHMEM, Tak Kak BO BPEMSI XpaHEHUs MOXeT 06pa3oBaThCsl TOHKMIA 6enblil 0cafok ¢
Npo3payHbIM 6ECLIBETHBIM CynepHaTaHTOM.

- Y HeaoHOLWEHHbIX AeTel (<2000 rpaMM) pekOMeHAYETCS NPOBEPSTb TUTPbI @HTUTEN Yepes MecsiL, NoC/e TPETLEN A03bl,
4TO6bI OLIEHWTb NOTPE6HOCTL B ByCcTep-Ao3e.

- [1ns KXKAOM MHBEKLMM CIIEYET UCTOb30BaTh CTEPUIIbHBIN LMPULL U CTEPUIIBHYHO UMY,

Peno: TowHoTa
Yacro: 6OJ1b B )KMBOTE, ,qwapeﬂ, pBoTa

Penko: Henomoraﬂme ycranocrb

YacTo: nmxopaaKa, YrnnoTHeHue, oTex,
60ne3HeHHOCTb (Mpy AOTparvBaHuM), BocnasneHme
OyeHb YacTo: 6051b B MECTE UHBEKLIMN

HeyacTo: MOHWINA3, pUHAT

PeuKo KpaTKOBpeMeHHoe yBeNNYeHne TpaHCcaMnHasbl

PenKo Mmanrvm apTpuT

OueHb peaKo: HEBPUT 3pUTENBLHOMO HEPBa, Mapainy uLa,
cvHapoMm MvideHa-Bappe, ycyrybneHue paccesiHHOro ckiieposa
Penko: ronosHasi 6011b, rONIOBOKPYXeHWe

liacro MoBbILLEHHast I'U'IaKCMBOCI'b, COHNMBOCTb

Heqacro )KenTyxa Y HOBOPOXAEHHbIX
Yacro: 6eccoHHyLa, HEPBO3HOCTb, Pa3apaXUTENbHOCTb
3abonieBanHms KOX(H Y IIOAKOXHOM KIETYaTikM  HacTo: Chirb 3pUTEMATO3HAS, 3pUTEMa

Heuvacro: pO3OBbIl71 nnTUpKUas, Cbifb, NATHXACTO-Nanyne3Has Cbinb
Cocyancrvie paccrporicrea

Yacro: 'ematoma
He vcnonb30BaTth Mo OKOHYaHUK CPOKa roAHOCTH, YKa3aHHOMo Ha BHELLHEN ynakoBKe.
XpaHuTb Npu TeMnepaType oT +2°C ao +8°C (B xonoannbHuKke). He 3aMopaxuBats.

BakuwuHbI (MKB)

MCMNOJIb3OBATb

User ksagparta Ksappar
cosnagaer ¢

Temree, uem
HAPYKHbIF
HapyKHbiiA KpYF Kpyr

userom

Ksappar caemnee,
HeM HapYKHbIit
Kpyr

.

ek gocTanne i

WIOMEKT HETORHOCTA

HaKonneHoe co apemenem Ten/oaoe Bo3AeicTaNe

0,5 mn / dnakoH x 20 dnakoHos - 0,5 mn / dnakoH x 10 dnakoHoB - 0,5 Mn / dnakoH x 1 pnakoH

[ata Bbigaum: Aug. 13, 2018
[ata nepecmotpa: Apr 01, 2024
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[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

060V ApYroi BaKLMHOW, €CNIM OHa He ABNSIETCS KOMBMHMPOBAHHOM BakLMHOW (Hanpumep AKAC+enB).
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