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WARNINGS AND  General precautions :
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
nJ ° risks of exacerbation of multiple sclerosis.

- It is considered that protection cannot be obtained by
HEPAT'T'S B VACCINE RECOMB'NANT 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.

- In preterm babies (<2,000 grams), it is advisable to check

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). antibody titers one month after the third dose to assess the
The vaccine meets the WHO requirements for recombinant need for a booster dose.

hepatitis B vaccines. No substances of human origin are used in - A sterile syringe and sterile needle should be used for each
its manufacture. injection.

DESCRIPTION E Bi hite, slight! | t jon.
uvax B s awhite, sligntly opalescent suspension ADVERSE Gastrointestinal disorders

COMPOSITION | ml of the above vaccine contains : REACTIONS Rare: nausea
- Active ingredient : Purified HBsAg 20 pg Common: abdominal pain, diarrhea, vomiting
- Adjuvant : Aluminum Hydroxide Gel (as aluminum) 0.5mg General disorders and administration site conditions
- Excipients : Potassium phosphate, monobasic, Sodium phos- Rare: malaise, fatigue
phate, dibasic, Sodium chloride Common: fever, induration, oedema, tenderness, inflammation
INDICATION AND Immur?i.zatior? against infection caused by all known subtypes of ;/::gg:;:goz;ge;ﬂ[zts‘ﬁeif:;n
USAGE  Hepatitis B virus. Uncommon: moniliasis, rhinitis
DOSAGE AND  Euvax B should be injected intramuscularly into the anterolat- Investigations ‘"-t"°"f .
ADMINISTRATION eral aspect of the thigh in infants, or into the deltoid muscle in Rare: fransientinerecse o.ffransa.mmase
children. Metabolism and nutrition disorders

- One pediatric dose (neonates, infants, and children aged up to Comion onorexia L .
) . . . Musculoskeletal and connective tissue disorders
and including |5 years of age) is 0.5 ml containing 10 pg of - G 7
HBSA. Rare: myalgia, arthritis
8 ) . . Nervous system disorders
The immunization regimen consists of three doses of vaccine Ve s " - . o
lery rare: optic neuritis, facial paralysis, Guillain-Barre syndrome,
aggravation of disseminated sclerosis
Rare: headache, dizziness
Common: crying abnormal, somnolence

Pregnancy, puerperium and perinatal conditions

given according to the following schedule :
- Ist dose : at elected date

- 2nd dose : | month after the first dose

- 3rd dose : 6 month after the first dose

Booster vaccination : the WHO does not recommend booster Uncommon: jaundice neonatal

vaccination, as it has been shown that 3 dose series of hepatitis iatric di

B immunization protects for as long as |5 years, and that a Common: insomnia, nervousness, irritability

protective anamnestic response occurs after exposure to HBV, Skin_and subcutaneous tissue disorders

even if protective antibodies have been lost over time. However, Common: rash erythematous, erythema

some local vaccination programmes worldwide currently include Uncommon: pityriasis rosea, rash, rash maculo-papular
a recommendation for a booster dose, and these should be Vascular disorders

respected. Common: hematoma

An alternative 0-, |-, and 2-month schedule and a |2-month

STORAGE Do not exceed the expiry date stated on the external packaging.

boosts by d in certai lati 8. tes b 6 (o .
coster may be used in certain populations (e.g. neonates born CONDITIONS  Store between 2'C and 8C (in a refrigerator). Do not freeze.

from Hepatitis B infected mothers, someone who has or might
have been recently exposed to the virus, or certain travelers to

high-risk areas). Vaccine Vial Monitor (VVM)

Additional dose(s) of vaccine may be required in hemodialysis or
immunodeficient patients, since protective antibody titers (> |0
IU/ 1) may not be obtained after the primary immunization
course.

DO NOTUSE

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 o Shtss e
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.
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In countries where perinatal transmission of hepatitis B is Cumulative heat exposur
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 PRESENTATION 0.5 mi/vial x 20 vials - 0.5 ml/vial x 10 vials - 0.5 ml/vial x | vial
month after the first dose. The third dose should be

administered one to twelve months after the second dose. Issuance date : Aug. 13,2018
Hepatitis B vaccine can be given safely and effectively at the same Revised date: Nov. 15,2019

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). Manufactured by

CONTRAINDI-  Hepatitis B vaccine is contraindicated for use in persons with @ LG Chem

CATIONS hypersensitivity to any component of Euvax B. The vaccine will

; i ) Factory 1]129, Seokam-ro,
not harm individuals currently or previously infected with HB [Factory 1] g

Iksan-si, Jeollabuk-do, Korea

virus. Individuals infected with human immunodeficiency virus [Factory 2]151, Osongsaengmyeong? -ro,
(HIV),both asymptomatic and symtomatic, should be immunized Osong-eup, Heungdeok-gu, Cheongju-si,
with hepatitis B vaccine according to standard schedules. Chungcheongbuk-do, Korea
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Euvax B ;.

PexoMOuHaHTHas BakUUHA
Ans npodunakTuku renatura B

Euvax B npencrasnsieT co60i aHTUBMPYCHYIO BaKLMHY, COCTOSILLYIO M3
BbICOKOOHULUEHHBIX HEUHPEKLMOHHBIX MONMMENTULOB NOBEPXHOCTHOTO Besika
(HBsAg) Bupyca renatuta B, aicop61poBaHHbIe Ha CONSIX aNlloMUHUA
(MCnonb3yembix B Ka4eCTBe afbloBaHTa).

JlaHHbli npenapart saenseTca pekomGuHaHTHOR [IHK-BakUmMHON 1

MPOU3BOAMTCS C MOMOLILIO pekombuHaHTHoI JHK TexHonorm - npoayLnpoBaHue
noaMnenTuaHbIx pparmeHtoB HBSAQ B ApoxkeBbix Knetkax (Saccharomyces
cerevisiae).

BakiwHa ynosnetsopsieT Tpe6osaHusim BO3 B OTHOLIEHUM PEKOMOMHAHTHBIX BaKLMH
s npodunakTukv renatuta B. Mpu npou3BofCTBE Npenapata He MCMoNL3YIOTCS
Ccy6CTaHLMN 4eNOBEYECKOTO MPOUCXOXKAEHUSI.

Euvax B npencrasnsieT co6oit GesioBatyio, c11abo onanecLpyioLLyio CyCneH3uio.

B 1,0 MJ1 BaKUmHEI COREPXUTCS
- AKTVIBHBIA UHTPEAVEHT : O4MLLIEHHKIR HBSAQ 20 MK

- AkcumnueHTs : hochaT kanus OHOOCHOBHIIA, HOCHAT HATPUS! [IBYOCHOBHEIN,
XNOPUCTBI HATPUIA.

Creunduuieckas MMyHONpobuakTuka MHGEKLUM, BLI3LIBAEMON BCEMU
WU3BECTHbIMW NOATMNAMKU BUpYyCa renatuTa B.

OyBakc B cneayet BBOANUTL BHYTPVMBILLIEYHO B NepenHenaTeparnsHyio 1acTb
6e/pa MIIafeHLam Wiv B AenbTOBUAHYIO MbILLLLY AETSIM CTapLLero Bo3pacTa.
-OpHa neauatpuyeckas A03a (Ans HOBOPOXKAEHHBIX, MITAAEHUEB N AeTER B
Bo3pacTe Ao 15 et BKriounTensHo) coctasnset 0,5 mn, coaep:katyas 10 Mkr
HBsAg.

MpOLIECC MMMYHM3ALIMM COCTOUT U3 BBEEHNS TPEX 103 BaKLIMHbI B COOTBETCTBUM CO
CnepyloLLes CXeMOiA :

- 1-9 no3a : BbibpaHHas nata;

- 2-9 003a : yepe3 1 MecaL, nocsie BBefeHus 1-i [o3bl;

- 3-9 no3a : 4epe3s 6 MecsiLies nocne BeeaeHus 1-i 03kl

ByctepHas BakLmHaLws : BO3 He pekomeHayeT NOBTOPHYKO BaKLWHALWIO, MOCKOSIbKY
BbILLEONUCAHHbII MPOUECC UMMYHN3ALAN, COCTOSILLMIA U3 3-X403 BaKLWHbI,
obecneyrBaeT 3aliMTy OT 3apaxeHus BUpycom reratuta B B Teuenue 15 net, no
NPOLLIECTBIM KOTOPHIX NP KOHTaKTE C BUPYCOM renaTuTa B nponcxoaut
€CTeCTBEHHasi MoAMMMYHU3aLWs (BycTep-apdekT), Aaxe eciv 3alLmMTHbIE aHTVTena
yXe OTCYICTBYIOT B OpraH13me. Tem He MeHee, CyLLECTBYIOT HEKOTOPbIE MECTHbIE
NPOrpaMMbl IMMYHU3ALMW N0 BCEMY MUPY, BKJIIO'IAIOLIME PEKOMEHAALMM NO
peBaKLHaLW, KOTOPbIX ClieayeT NPUAEPXMBaTLCS.

CyLLiecTByeT Takxe aJlsTepHATUBHAs CXeMa BakLmHaLmv : 1-51 103a - BbiGpaHHas
fata, 2-9 [03a - Yepe3 1 mecsiL, nocsie BBeAeHus 1-1 103, 3-51 034 - tepes 2
MecsiLa noce BBeAeHus 1-i 403bl, peBakLmHaums - Hepes 12 mecsiues noce 3-i
1036l NEPBUHON MMMYHIU3ALIMK. JlaHHas Cxema MOXeT BbiTb CMonb3oBaHa y
HEKOTOPLIX FPYNM HACEJIEHVS: Y HOBOPOX/EHHBIX, MaTepV KOTOPbIX UHGULINPOBAHI
renaTutom B, y naLmeHToB, NHPULMPOBAHHBIX UM C NOA03PEHNEM Ha
MHOULPOBaHIE BUPYCOMrenatuta B, y iuu, OTnpasisiolLMXCst B PETUOHLI C
BbICOK/M YPOBHEM 3abonesaemMocTy.

BBeAeHMe AOHOJ]HMTethHOﬁ J03bl (}103) BaKUMHbI NOKa3aHO naLyeHTam,
HaxoASILLMMCS Ha reMOAVanu3e v ¢ MMMyHoAEdULUTaMI, NOCKOMLKY Y 3TOi
KaTeropuvnauneHTos nocjie nepawmoﬁ VMMYHU3aLMW 3aLLMTHBIE TUTPbI aHTHTEN ()
10 ME/n) moryr 6biTb He MHAYLWMPOBAHI.

B cJiyyae 13BECTHOrO MM NPeAnonaraeMoro KOHTaKTa G 3apaxeHHbIM BUPYCOM
renatuta B(Hanpumep, neT1 nHAULMPOBaHHbLIX MaTePEid, Apyrine KaTeropum 1Ioaen,
MMEBLLMX TaKTW/IbHBIN KOHTAKT W KOHTAKT Yepes CM3MCThie 060104k C GONbHBIM
renaTuTom) nepeas [03a BakuvHs Euvax B MoxeT 6biTb BBEAEHa BMECTE C
COOTBETCTBYIOLWEN 1030/ UMMYHONIOBYNMHA. Y 1LY C UMMYHHOI HEe0CTaTOYHOCTbI0
MUMMYHHBIA OTBET Ha HaAUUe aHTU-HBS MOXeET BGbiTb CHUXEH, U HeoBxoauMo
OTCNEXMUBATH TUTPbI MOCIIE UMMYHU3ALIMN.

B cTpaHax ¢ 4aCTbIMM NepuHaTaibHLIMM CAy4asMu 3apaxeHusi renatutom B nepsasi
[103a f10/1XHa 6bITb BBEAEHA CPa3y NOCIIe POXAEHUs. B Ciiyyae HevacThix
nepuHaTasIbHbIX 3apAXEHNIA, WM €C/W BEPOSTHOCTb NEpenayy HeBeuKa, nepayio
103y BaKLIMHbl MOXHO BBECTU BMECTE C NepBoi A030i BakLHbI AK/IC. BTopyio 103y
BBOAST 'lepe3 1 MecsL, nocsie 1-1 Ao3kl, TPETLIO — B CPOKW OT 1 A0 12 MecsLieB nocne
2-iA no3kl.

BakuyHa npotus runatuta B MoxeT 3 dexTnBHO 1 6€30NaCHO NPUMEHATLCS
OAHOBPEMEHHO CO CrieaytoLmmm BakumHamu : BLIK, AKZIC, kopesoii,
NPOTVBONOIMOMUENUTHLIMMW BakLIMHaMI(XBas MOHoBakUyHa OPV uin
WHAKTUBWUPOBaHHaA nosnosakumHa IPV), XNB-sakumHoi(remoduiibHas nanouka
Haemophilus influenzae Tvn b), BakuvHoti xenToi siuxopaaku. Ecnv Euvax B
NPUMEHSIETCS BMECTE C APYrvIMK BaKLMHAMU, €€ CneayeT BBOAUTL OTAENIbHO OT
0CTaJibHbIX BAKLMH. 3aMnpeLLaeTcs CMeLLMBATL BaKLMHY MPOTUB renatuta B B
npo6upke uiv wnpuLie ¢ Mo6oil APYroii BakLWMHO, €C/IN OHa He ABJISETCS
KOMBWUHMPOBaHHOI BakumHOM (Hanpumep AKLIC+TenB).

BBKLLVIHB Euvax B NPOTUBOMNOKa3aHa NaLieHTam C runepyyBCTBUTEIILHOCTLIO K
Kakomy-n1bo ee KOMNOHEHTY, BakLyHa He OKaXeT BPEAHOro BO3AENCTBUA Ha
MNaLmMeHToB, paHee v BHacTosLee Bpemsa VIHd)MLLMpOBaHHle BMpYyCOM renatuta B.
nallMeHTaM, 3apaXXeHHbLIM BUPYCOM MMMyHOAMChMLLMTa ‘iesioBeka (KaK Cc
CUMMTOMHBIM, Tak 1 6ECCUMNTOMHLIM TE4eHrem), Euvax B BBoaWTCS cornacHo
CTaHAAPTHON Cxeme.

NPEAO Obutne IPEAOCTEPEXEHNS -

CTEPEXEHUS - BakumHauwio Crieayet OT/I0XUTb Y NALMEHTOB C MPOrPeCCUpYIoLLIM
3aboneBaH1eM, CONPOBOXAAIOLLMMCS MOBLILLEHAEM TEMMEPATYPH TENa.
- ¥ nauveHTOoB, CTPaAAoLLVMX PACCEAHHBIM CKEpo30M, JiioBas cTuMynaums
VIMMYHHOI CUCTEMbI MOXET BbI3BaTh 060CTpeHe 3abonesaHus Nocae BakLMHaLY.
MoaToMy Npi BakLMHALWN 3TVX MALMEHTOB MOJIb3Y OT UCMO/Ib30BAHNA BaKLIMHbI
CileayeT TuaTenbHO CON3MEPATL C BO3MOXHBIM PUCKOM 060CTpeHUs 3a60;/1eBaHus.
- IMMyHU13aLWs MOXET ObITb HEAdEKTUBHA Y JIULL, HAXOASLIMXCS B NATEHTHOM 1IN
nporpeccupyioLeit ctaauv rernatuta B.
- Mpv npoBeneHuM BakLMHaLMN HEOBXOAUMO METb B HA/INMIN MEANKAMEHTHI,
HeobxoauMble N5 Oka3aHWst 3KCTPEHHOI MOMOLLW B Clyyae aHahuNakTuieckon
peakuum.
[lpeaynpexaenns o ncrons308aHmo:
- BetpsixHuTe nepen BBEEHNEM, Tak Kak BO BPEMS XPaHEHS MOXKET
06pa3oBaThCs TOHKMA Genbii OCAROK C NPO3PaUHbIM GECL{BETHEIM CYNepHATaHTOM.
- Y He[OHOLLEHHbIX,AeTel (<2000 rpaMm) peKOMEHAYETCS NPOBEPSTL TUTPLI
aHTUTeN yepes Mecsl| NocHe TPETLEN A03bl, YTOOLI OLIEHNTL NOTPEBHOCTL B
6ycTep-go3e.
- [Insi kaXaon MHBLEKLWN e AyeT UCTIONB30BaTh CTEPUMBHBIA LWINPUL, N
CTEPUIILHYI0 MMTY.

MOBOYHbIE XenydouHo-KuweyHbie paccmpoticmea
PEAKLIUWU Pegako: TowHoTa

Yacto: 6onb B 3KMBOTE, Anapesi, pBoTa
O6wue paccmpoticmea u MecmHbie OC/IoKHEeHUs 8 Mecme 8gedeHusT
npenapama
Pegko: HegoMoraHue, yctanocTs
YacTo: nixopaiKa, ynoTHeHwe, oTeK, 6051e3HEHHOCTb (Npu A0TParMBaHum),
BOcnanexve
OueHb YacTo: 607b B MECTE UHBEKLIN
UHdekyuu u 3apaxeHus
HeuacTo: MOHUIMA3, puHUT
MUcnbimanus
Pegko: kpaTKOBpEMEHHOE YBEnyeH1e TpaHCaMUHa3b!
HapyweHus o6MeHa gelecme U yceoeHUs numamesibHbix éewecms
YacTo: aHopekeus
HapyweHus ornopHo-deu2ame/ibHO20 annapama u 3a6osiesaHue
coedurumensHol mKaxu
Pegko: muanrvisi, apTput
Paccmpoticmea HepaHol cucmemb!
OueHb peKo: HEBPUT 3PUTENBHOTO HEPBA, Napanitd JULIA, CHAPOM
liteHa-Bappe, ycyrybrneHve paccesHHoro ckneposa
Pegko: ronosHasi 60J1b, roNOBOKPYKeHNe
YacTo: NOBLILLEHHAsA MNAKCUBOCTb, COHIMBOCTL
BepemeHHocmb, nocnepodoeoti nepuod U NepuHaMasbHbIe CoCMOsHUS
HeuacTo: XenTyxa y HOBOPOXAEHHbIX
Mcuxueckue paccmpoiicmea
YacTo: 6eccoHHuLa, HEPBO3HOCTh, PA3PAKUTENBHOCTL
3alos1esaHus KU U MoOKoXHOU Kaemyamky
YacTo: chifb 3puTEMaTO3Has, 3pUTEMa
HeuacTo: po30Bbiii NUTUPKA3, ChiMb, NATHACTO-NANYFE3Hast Chifb

Cocyducmble paccmpoticmea
Yacro: lematoma

YCNnoBua He ucnonb3osatk Mo OKOHHaHUM CPOKa rOAHOCTY, YKa3aHHOrO Ha BHELUHE

XPAHEHUSA YNaKoBKe.
XpaHuTb npy Temnepatype ot +2°C 1o +8°C (B xonoaunbHuke). He 3aMopaxvears.

UHanKaTop KOoHTPOASA BakuuHbl (MKB)

WCNO/b30BATb

Keappar caernes,
dem nasywbik
wpyr

HE MCMONB30BATE

liner ksaapara Kanpar
cosnanaer ¢ Temmee, vent
ueetom HapY I
HAPYHKB % KpYF oV

GOPMA 0,5 mn / donakon x 20 cpnakowos - 0,5 mn/ conakoH x 10 chnakoHos - 0,5 mn /
BbIMYCKA chniakoH x 1 chrakoH

[lata Boiayu: Aug. 13,2018
[lata nepecmortpa: Nov. 15, 2019

MponssoauTens:

@ LG Chem

[Factory 1]129, Seokam-ro, lksan-si, Jeollabuk-do, Korea
[Factory 2]151, Osongsaengmyeong1-ro, Osong-eup, Heungdeok-gu,
Cheongju-si, Chungcheongbuk-do, Korea





