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HEPATITIS B VACCINE, RECOMBINANT

Euvax B is a subunit viral vaccine containing highly purified, non-
infectious particles of hepatitis B surface antigen (HBsAg)
adsorbed onto aluminum salts as an adjuvant. Thimerosal (0.01
wiv %) is used as a preservative. It is a DNA recombinant
vaccine derived from HBsAg produced by DNA recombinant
technology in yeast cells (Saccharomyces cerevisiae).

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

DESCRIPTION  Euvax B is a white, slightly opalescent suspension.

COMPOSITION | ml of the above vaccine contains :
- Active ingredient : Purified HBsAg 20 zg
- Adjuvant : Aluminum Hydroxide Gel (as aluminum) 0.5 mg
- Preservative : Thimerosal 0.01 wiv %
- Excipient : Potassium phosphate, monobasic, Sodium phos-
phate, dibasic, Sodium chloride

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

DOSAGE AND It should be injected intramuscularly into the anterolateral aspect
ADMINISTRATION of the thigh in infants, or into the deltoid muscles of older
children or adults.
- One dose is 0.5 ml containing 10 g of HBsAg.
The immunization regimen consists of three doses of vaccine
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
vaccination, as it has been shown that 3 dose series of hepatitis
B immunisation protects for as long as I5 years, and that a
protective anamnestic response occurs after exposure to HBY,
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-month schedule and a 12-month
booster may be used in certain populations (i.e., 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 titer (>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 immunocompromized 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 uncommeon, 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 [PV}, 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).

Once opened, multi-dose vials should be kept between 2°C and

8°C. Opened vials may be used in subsequent immunization

sessions provided that the following conditions are met (WHO /

EPI /LHIS/95.1 Revision July 15¢ 1999 or later) :

- The expiry date has not passed

- The vaccines have been stored under appropriate cold chain
conditions (2-8'C)

- Opened vials of vaccine, which are not supplied with VVM and
which have been taken out of the health center for
immunization activities (e.g. outreach or supplementary
immunization activities } are discarded at the end of the day.

An opened vial must be discarded immediately if any of the

following conditions applies :




- Sterile procedures have not been fully observed
- There is even a suspicion that the opened vial has been
contami-nated , or
- There is visible evidence of contamination, such as change in
appearance or floating particles.
CONTRAINDI- Hepatitis B vaccine is contraindicated for use in persons with
CATIONS 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.

WARNINGS AND  General precautions :
PRECAUTIONS - The administration of Euvax B should be postponed in patients
suffering from an 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 states 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.

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.

ADVERSE  Common :
REACTIONS - Local reactions such as erythema, pain, swelling or minor fever
may occur rarely; these symptoms disappear in 2 days.

Rare :

- Hyperthermia (above 38.8°C) ;

- Systemic reactions such as malaise, asthenia, headache, nausea,
vomiting, dizziness, myalgia, arthritis

- Skin rash and transient increase of transaminases.

Very rare :

- A causal sequence of cause and effect could not be established
for reports of multiple neuritis, optic neuritis, facial paralysis,
exacerbation of multiple sclerosis, and Guillain-Barre
syndrome.

STORAGE Do not exceed the expiry date stated on the external packaging.
CONDITIONS  Store between 2°C and 8°C (in a refrigerator). Do not freeze.

==

The square is lighter than the circle
If the expiry date is not passed, use the vaccine

The square is lighter than the circle
If the expiry date is not passed, use the vaccine

The square matches the circle
Do not use the vaccine. Inform your supervisor

The square is darker than the circle.
Do not use the vaccine. Inform your supervisor

PRESENTATION  The vaccine comes in single dose vials or vials of 10 doses.

Issuance date : Feb. 6, 1998
Revised date : Nov. 5, 2004
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VACCIN CONTRE L’HEPATITE B, RECOMBINANT

Le vaccin Euvax B est composé de particules hautement purifides et non infectieuses de Iantigéne d'enveloppe du

virus de I'hépatite B (AgHBs) adsorbées sur des sels d'aluminium (adjuvant) et conservées avec du thiomersal. Clest

un vaccin contre 'hépatite B 2 ADN recombinant dérivé de I'AgHBs produit grice 4 la technologie de I'ADN

recombinant dans des cellules de levures (Saccharomyces cerevisiae).

Le vaccin est conforme aux normes de 'OMS relatives aux vaccins contre I'hépatite B 2 ADN recombinant. Aucune

substance d'origine humaine n'est utilisée pour la fabrication.

DESCRIPTION

Euvax B est une suspension blanche légérement opalescente.

COMPOSITION

| ml de suspension contient :

~ Princlpe actif AGHIBS PUTHS s . 464t s ok B A e g S DNt Yo S vy 20 g

~ Adjuvant : Gel d'hydroxyde d'aluminium (Al) .

~ Conservateur : Thiomersal ..

~ Excipents : Phosphate monobasique de potassium, Phosphate dibasique de sodium, Chlorure de sodium.

INDICATION ET UTILISATION

Immunisation contre ['infection due a tous les sous-types connus du virus de 'hépatite B.

POSOLOGIE ET VOIE D'ADMINISTRATION

Euvax B est destiné 4 une injection intramusculaire uniquement.

—~Une dose pediatrique (nouveau-nés, nourrissons et enfants jusqu’s I'ige de IS ans inclus) a un volume de 05 ml et contient 10 g
dAgHBs.

~ Une dose pour adulte (plus de 16 ans) a un volume d'l ml et contient 20 ug d'AgHBs.

Le schéma de vaccination consiste en trois doses de vaccin administrées selon le calendrier suivant :

— I€r dose : date choisie

—28Me dose - | mois aprés la premiére dose

— 38Me dose : 6 mois aprés |a premiére dose

Dose de rappel : 'OMS ne recommande pas de dose de rappel car il a été montré qu'une primo vaccination avec une série de 3 doses assure

une protection pendant au moins |5 ans, méme si les sujets vaccinés perdent leurs anticorps protecteurs avec le temps. Cette protection &

long terme repose sur la mémoire immunologique qui permet une réponse protectrice anamnestique aprés exposition au HBV. Cependant,
de par le monde, certains programmes de vaccination locaux recommandent actuellement une dose de rappel, ces recommandations
devraient étre respectées.

Un schéma alternatif de 0, | et 2 mois et un rappel 2 12 mois peut étre appliqué a certaines populations (exemple : les nouveau-nés de

meéres infectées par le virus de Ihépatite B, les personnes qui ont été ou ont pu étre exposées au virus dans un passé proche, les personnes

voyageant vers des zones & haut risque).

Une ou plusieurs dose(s) i étre chez les patients en hémodialyse ou souffrant d'un déficit immu-

nitaire dans la mesure o les titres danticorps protecteurs (> 10 UIfl) peuvent ne pas étre obtenus apres la primo-vaccination.

CONTRE-INDICATIONS

Le vaccin contre I'hépatite B est contre-indiqué chez les personnes allergiques 4 un composant d'Euvax B.

ATTENTION - PRECAUTIONS D'UTILISATION

Précautions générales :

~ L'administration d'Euvax B doit étre repoussée pour les patients souffrant d'une maladie fébrile aigué grave.

- Chez les patients souffrant de sclérose en plaques, toute stimulation du systéme immunitaire peut conduire  une exacerbation des symp-
tomes. Pour ces patients, les bénéfices de la vaccination doivent par conséquent étre comparés aux risques de poussée de sclérose en
plagues (voir réactions indésirables).

- Il est considéré que la protection par la vaccination ne peut pas étre assurée chez les patients chez qui I'épatite B est latente ou en évolu-
tion.

— Comme pour tous les vaccins injectables, un traitement médical approprié doit toujours étre assuré rapidement en cas de réactions anaphy-
lactiques rares aprés la vaccination.

Précautions d'uilisation :

— Agiter avant usage car un fin dépt blanc avec un surnageant incolore clair peut se former pendant le stockage.

~ Euvax B ne doit pas étre injecté dans la région fessiére et ne doit pas étre administré par voie intraveineuse.

Grossesse et allaitement :

~ Les effets de I'AgHBs sur le développement du foetus n'ont pas été évalués. Toutefois, comme pour tous les vaccins 2 virus inactivés, les
risques pour le foetus sont considérés comme négligeables. Euvax B ne doit étre administré pendant la grossesse que si cela est vraiment
nécessaire.

- Les effets, sur les nouveau-nés allaités au sein, de I'administration d'Euvax B 2 leur mére n'ont pas été évalués lors des études cliniques.
Aucune contre-indication n'a été établie.

REACTIONS INDESIRABLES

Courantes :

- Les réactions locales telles qu'un érythéme, des douleurs, un oedéme ou une faible fiévre sont rares. Ces symptdmes disparaissent au bout de
2 jours.

ares :

~ Hyperthermie (supérieure 2 38,8°C)

- Réactions générales : malaises, asthénie, maux de téte, nausées, vomissements, étourdissements, myalgie, arthrite

— Rash cutané et augmentation transitoire des transaminases.

Trés rares :

~ Une relation de cause 4 effet n'a pas pu étre établie pour les événements de multinévrite, de névrite optique, de paralysie faciale, dexacer-
bation de la sclérose en plaques et du syndrome de Guillain-Barré.

STOCKAGE

Ne pas dépasser la date limite d'utilisation figurant sur le conditionnement extérieur.

A conserver entre 3 +2°Ceta +8°C (dans un réfrigérateur). Ne pas congeler.

PRESENTATIONS

Flacon 0,5ml x 20 flacons - flacon 0,5 ml x 10 flacons - flacon 0,5ml x | flacon

Flacon | ml x 20 flacons - flacon | ml x 10 flacons - flacon | mix | flacon

Flacon 5 ml x 10 flacons - flacon 10 ml x 10 flacons

Date de délivrance : 15.12.2004
Date de révision : 05.09.2007

HEPATITIS B VACCINE, RECOMBINANT

Euvax B consists of highly purified, non infectious particles of Hepatits B surface antigen (HBsAg) adsorbed onto aluminum salts as an adju-
vant and preserved with thimerosal. It is a recombinant DNA hepatitis B vaccine derived from HBsAg produced by DNA recombinant tech-
nology 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 manufac-
wre.

DESCRIPTION

Euvax B s a white, slightly opalescent suspension.

COMPOSITION

| ml of the above vaccine contains :

~ Active ingredient : Purified HBsAg . .. .. 20
~ Adjuvant : Aluminum Hydroxide Gel (as Al) 05 mg
~ Preservative : Thimerosal ... 01 wivk

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

INDICATION AND USAGE

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

DOSAGE AND ADMINISTRATION

Euvax B is for intramuscular use only.

— One pediatric dose (neonates, infants, and children aged up to and including 15 years of age) is 0.5 mi containing 10 yig of HBsAg.

— One adult dose (from 16 years) is 1.0 m containing 20 jig of HBsAg.

‘The immunization regimen consists of three doses of vaccine given according to the following schedule;

~ 15t 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 immunisation
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
Brinfected 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 IUfl) may
not be obtained after the primary immunization course.




CONTRAINDICATIONS

Hepatitis B vaccine is contraindicated for use in persons with hypersensitivity to any component of Euvax B.

'WARNINGS AND PRECAUTIONS

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.
(s2e Adverse Reactions).

~Itis 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 follo-
wig the administration of the vaccine.

Precautions for usage :

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

- Euvax B should not be administered in the gluteal region and it must not be administered intravenously.

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 contraindi-
cation has been established.

ADVERSE REACTIONS

Common :

— Local reactions such s erythema, pain, swelling or minor fever may rarely occur; these symptoms disappear in 2 days.
are ©

~ Hyperthermia (above 38.8°C).

— Systemic reactions such as malaise, asthenia, headache, nausea, vomiting, dizziness, myalgia, arthritis

~ Skin rash and transient increase of transaminases.

Very rare :

- A causal sequence of cause and effect could not be established for reports of multiple neuritis, optic neuritis, facial paralysis, exacerbation of
multiple sclerosis, and Guillain-Barré syndrome.

STORAGE CONDITIONS

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

Store between +2° C and +8° C (in a refrigerator). Do not freeze.

PRESENTATIONS

0.5 mifvial x 20 vials - 0.5 mifvial x 10 vials - 0.5 miival x | vial

| mifvial x 20 vials - | mljvial x 10 vials - | mlivial x | vial

5 mifvial x 10 vials - 10 mlfvial x 10 vials

Isstance date : 2004.12.15
Revised date : 2007.09.05

VACUNA CONTRA LA HEPATITIS B,
RECOMBINANTE

Euvax B estd formado por particulas altamente purificadas no infecciosas de antigeno de superficie de la hepatitis B (HBsAg) adsorbidos en
sales de aluminio como adyuvante y preservadas con timerosal. s una vacuna de ADN recombinante contra ha hepatitis B derivada del
HBsAg, producida por una tecnologia de ADN recombinante aplicada sobre células de levadura (Saccharomyces cerevisiae).

La vacuna cumple con las exigencias de Ja OMS para las vacunas recombinantes contra la hepatitis B. En su elaboracion no se utilizan sustan-
cias de origen humano.

DESCRIPCION

Euvax B es una suspension blanca levemente opalescente.

COMPOSICION

Caca | mi de vacuna contiene :

~ Principio activo : HBsAg purificado oy 20pg
- Adyuvante : Gel de hidréxido de aluminio ( Al) . 0,5 mg
~ Como preservante : Timerosal ... . 001 phvis

~ Excpientes : Fosfato de potasio, monobisico, Fosfato de sodio, dibésico, Cloruro de sodio.
INDICACION Y USO

Inmunizacién contra fa infeccién causada por todos los subtipos conocidos del virus de la hepatitis B.

POSOLOGIA Y ADMINISTRACION

Euvax B estd destinado exclusivamente al uso intramuscular.

~Una dosis pedidtrica (recién nacidos, lactantes y nifios de hasta 15 afios de edad) es 0,5 ml, que contiene 10 g de HBsAg,

— Una dosis adulta (a partir de |6 afios) es 1,0 ml, que contiene 20 g de HBsAg.

I régimen de inmunizacién consiste en 3 dosis de vacuna administradas en el siguiente calendario:

~ 1" dosis : en la fecha elegida

- 29 dosis : | mes después de la primera dosis

— 37 dosis : 6 meses después de la primera dosis.

Vacunacion de refuerzo : la OMS no recomienda una vacunacién de refuerzo, puesto que ha sido demostrado que una serie primaria de 3 dosis
de I vacuna de hepatitis B proteje por lo menos durante 15 afios y que ademis, existe una respuesta anamnésica, luego de una exposicion
al VHB, aunque los anticuerpos protectores se hayan perdido durante ese lapso de tiempo. Se debe tener en cuenta que algunos programas
locales de vacunacion, incluyen la recomendacion de una dosis de refuerzo, y esto debe ser respetado.

Un calendario alternativo a los 0, | y 2 meses con revacunacion a los 12 meses puede ser utilizada en determinadas poblaciones (p. e,
recién nacidos de madres contagiadzs con hepatitis B, personas que hayan estado o puedan haber estado recientemente expuestas al virus,
viajeros a zonas de alto riesgo).
Unz dosis adicional de vacuna puede ser necesaria en pacientes sometidos a hemodidlisis o inmunodeficientes cuando no sea posible
alcanzar titulos de anticuerpos protectores (> 10 UIfl) después de un ciclo de inmunizacién primaria.

CONTRAINDICACIONES

La vacuna contra la hepatitis B esta contraindicada para personas con hi ibilidad frente a cualquier de Euvax B.
ADVERTENCIAS Y PRECAUCIONES

administracion de Euvax B debe ser postergada en pacientes que sufran de una enfermedad febril severa aguda.

~En pacientes que sufren esclerosis multiple cualquier estimulo del sistema inmunolégico puede inducir la exacerbacion de su sintomato-
logia. Por lo tanto, en estos pacientes los beneficios de Ia vacunacion contra la hepatitis B deben ser contrastados con los riesgos de
exacerbacion de la esclerosis miltiple (ver Reacciones adversas).

— Se considera que la proteccién no puede alcanzarse con la vacunacion de pacientes con un estado latente o progresivo de la hepatitis B.

- Como siempre en el caso de vacunas inyectables, debe tenerse a mano un tratamiento médico apropiado en caso de producirse una de las
raras reacciones anafiicticas que pueden seguir a fa administracién de la vacuna,

Precauciones de uso :

— Agitar antes de la administracion por cuando puede formarse durante el almacenamiento un fino depésito blanco con un sobrenadante
transparente incoloro.

~ Euvax B no debe ser administrado en la region glitea ni debe ser administrado por via intravenosa.

Embarazo y lactancia :

~El efecto de HBsAg sobre el desarrollo fetal no ha sido evaluado. Sin embargo, como en todas las vacunas antivirales desactivadas, los
riesgos para el feto deben ser considerados insignificantes. Euvax B debe ser utilizada durante el embarazo sélo en caso de ser claramente
necesario.

~ El efecto de administrar Euvax B a las madres sobre sus hijos lactantes no ha sido aiin evaluado en estudios clinicos. No ha sido establecida
ninguna contraindicacién.

REACCIONES ADVERSAS

Comunes :

~Reacciones locales tales como eritema, dolor, hinchazén o fiebre menor pueden ocurrir en raras ocasiones; estos sintomas desaparecen
en 2 dfas.

Rarss :

~ Hipertermia (por sobre 38,8°C).

- Reacciones sistémicas tales como desfallecimiento, astenia, cefalea, nduseas, vomitos, mareo, mialgia, artritis.

- Rash cutineo y aumento transitorio de las transaminasas.

Muy rara vez :

~No puede establecerse una secuencia causal de causa y efecto para las menciones de neuritis multiples, neuritis 6ptica, pardlisis facial,
exacerbacion de la esclerosis mltiple y sindrome de Guillain-Barré.

CONDICIONES DE ALMACENAMIENTO

No sobrepasar Ia fecha limite de utilizacion que figura en el envase exterior.

Alracenar entre + 2°C y + 8°C (en refrigerador). No congelar.

PRESENTACIONES

Fracco 0,5 ml x 20 frascos - frasco 0,5 ml x 10 frascos - frasco 05 ml x | frasco

Frasco | ml x 20 frascos - frasco | ml x 10 frascos - frasco | ml x | frasco

Frasco 5 ml x 10 frascos - frasco x 10 ml x 10 frascos

Fecha de emision : 15.12.2004

Fecha de revision : 05.09.2007

Fab/Manuf.:

LGLife Sciences

601 Yongje-dong, Iksan-si,
Jeonbuk-do, Korea
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BHELLHUIA BUA

COCTAB

LGI-UVB100-RU-0804

Euvax Bin;

PekomMOVHaHTHas BakLMHa
Ans npopunakTuku renatuta B

Euvax B cobon BAKUMHY, "3
0 6enka

(HBsAg) supyca renatura B, Ha consx
(ucno. B KayecTse ) u (0,01
8/0%). [laHHbIi Npenapar sensieTcs pekomouHaHTHoM AHK-BakuuHOM 1

c i IHK TexHonoruv - npoayuMpoBsaHue
noaunenTuaHbIX dparmexTos HBSAQ B KneTkax
cerevisiae).
BakuuHa BO3s BaKUMH
ns npocdunakTuky renatuta B. Mpn He

Koro

EuvaxB c060i 6 yi0, cnabo

B 1,0 M1 BaKUMHBI COAEPXHTCS

- AKTUBHBIA UHIPEAVEHT : O i HBsAg. 20 MK
- AILbIOBAHT : renb T (no 0,5mr
- KoHcepaan :

0,018/0%
- BKeuMnueHTsI : pocdar kanms i, docdar HaTpus Iblid,
XNOPUCTBIV HATPHIA.

C TMKa i BCEMM

NPUMEHEHUIO

CXEMA
NPUMEHEHUS

M3BECTHBIMY NOATUNaMK BUyCa renaruTa B.

BakuwHa Euvax B L1 BHYTP! 0 Bo6nactb
AENLTOBUAHOM MbiLlLib B3DOCALIM 1 STAM CTApLLIErO BO3PACTa U B
ﬁenpa W AeTaM Mnaawero

B03pacTa.

- [letckan [03a (AN HOBOPOXAEHHBIX U AeTed 0 15 net BrnoyuTensHo) : 0,5 Mn (10
mkr HBsAQ).

TPOLECC UMMYHIU3ALMM COCTOUT U3 BBEAEHHS TPEX 103 BAKLMHbI B COOTBETCTBUM CO

cneayiowei CXemoit :

- 1-5103a : BLIGPaHHas aara;

- 2-9 0032 : Yepe3 1 Mecsiu nocne BeeaeHUs 1-i A03bl;

- 3-51 no3a : yepes 6 mecsiues nocne BBeAeHMs 1-i A03bI.

:BO3 He PHY NOCKONLKY
Bl i npouecc i 3 3-X 103 BaKUMHBI,
06ecneymBaeT 3alluTy OT 3apaXeHus BUDYCOM renatuta B B Teuenue 15 net, no
POLIECTBIM KOTOPBIX NPV KOHTAKTE C BUPYCOM renaTwTa B npoucxoaut
€CTECTBEHHAs NOAUMMYHU3aUMS (GycTep-addexT), AaxXe eCM 3aLIMTHBIE aHTUTeNa
YXe OTCYTCTBYIOT B OpraHuame. Tem He MeHee, CyLUECTBYIOT HEKOTOPbIE MECTHbIE
npOrpaMMb 14 110 BCEMY MVDY, 1y no
peBakUMHaLyK, KOTOPbIX CRI@AYET NPUACPXMBATLCS.

C Takxe cxema :1-7 003a - BbiGpaHHas
Aara, 2-1 f03a - Yepe3 1 Mecsu nocne BeeaeHus 1-# 103bl, 3-7 403a - Yepes 2
Mecsiua nocne BBefeHus 1-1 A03bl, peBakumHauus - yepea 12 mecsities nocne 3-i
103 NEPBUYHON UMMYHU3ALMM. [laHHAs CXeMa MOXET GbiTb MCNONL30BaHA Y

rpynn y MaTepu KOTOPbIX MHOMUMPOBaHbI

By IbIX UM C Ha
MHOMUMPOBaHUE BUPYCOM renaruta B, y nuL, 0TNPaBnsioLLMXCS B PErvoHb! C
BbICOKMM YPOBHEM 3a60onesaemocTu.

BBeaerre A0NONHUTENBHOM A03bi (A,03) BAKLMHbI MOKA3AHO NauMEHTam,

Har e y aToiA
KaTeropuu NALMEHTOB NOCAE NEPBUHON UMMYHU3ALMM 3ALUNTHBIE TUTPLI aHTUTEN (>
10 ME/n) MoryT GbiTb HE MHAYLUMPOBAHI.

B cnyyae 3BECTHOrO AW NPEANoNAraemMoro KOHTaKTa C 3apaXeHHbIM BUPYCOM
renatuta B(Hanpumep, AeT1 MHOULIMPOBAHHbIX MaTepeit, Apyrve Kateropuu Nioae,
VIMEBLUMX TaKTW/IbHBIV KOHTAKT M/ KOHTAKT 4epea CAM3NCTbIE 060NI04KY C 60NbHBIM
renaTuToM) nepeasi 403a BakLMHb! Euvax B MOXeT GbiTb BBEIEHA BMECTE C
i LO30i UMMYHOT Yamuc ]
VMMYHHbI OTBET Ha Hannume aHTU-HBS MOXeT BbiTb CHIXEH, U Heo6XoaMMo
TUTPBI NoCAE

B CTpaHax ¢ YacTbiMu y r

11033 lonXHa GbiTb BBE/EHA CPasy NOCAE POXACHHS. B Criyuae HevacTbix
W, v ecnu pena: nepsyio

103y BaKLMHLI MOXHO BBECTM BMECTE C NepBOiA 4030 BakumHb AKIC. BTopyio 03y

BBOAAT 4epes 1 MecsLy nocne 1- A03bl, TPETLIO ~ B CPOKM OT 1 40 12 MecsiLes nocne

2-7 po3bl.

B nepsast

BakuuHa npotve runatuta B moxet n
co : BLPK, AKAIC, kopesoid,
XuBas OPVumm

MHaK IPV), XVIE i nanouka
; i T™nb), Vi XenToi Ecnu Euvax B
NPUMEHSETCA BMECTE C APYrMMY BaKUMHAMK, €€ CNIealyeT BBOAUTL OTAENBHO OT

BaKUWH. BaKUvHY NPOTUB renatuta B s
NpoBMpKe UK WnpuLe ¢ NoGoi ApYroii BaKUMHOM, ECAK OHa HE IBNSETCS

i ] AKLC+lenB).

Tocne BCKPLITMA MHOroPa3oBbif NakoH AOMKEH XPAHUTLCA NP TeMnepaType
+2'C o +8°C. OTKpbITbIE HNAKOHBI MOTYT GbiTh UCMONB30BaHI A1 NOCNEAYIOLLEH
bl

ecnm nacHo
WHO/EPI/LHIS/95.1 Revision July 1st 1999 unu noaawee) :
- GPOK AGVCTBMA Npenapara He UcTex;
- BaKUMHA XPaHUNACh NPy NpasuibHOM TemneparypHom pexume(+2°C po +8°C);
- €C/1 BCKPLITLIE (GNAKOHbI, HE CHAGXEHHbIE TepMOMHAMKaTOpoM VWM 1
3anpenensi oy s
i unm ] y B KOHLE fiHS.




nNPOTUBO
MOKA3AHUSA

NPEAO
CTEPEXEHUS

NOBOYHbIE
PEAKLIUK

yCnoBus
XPAHEHUS

OOPMA
BbiMYCKA

Mocne nakoH ¢ it OMKEH BbiTh y , ecnu
NPUCYTCTBYET O/IHO U3 CAEAYIOLMX YCTOBMUIA:

- HECOBNIOAICHNE CTUPUABHOCTH;

- €CN1 eCTb i 470 GNAKOH C i1 Gbin 3arps3HeH;

- €C/M €CTb BUBUMBIE CIeAbI 3ar BaKUMHb, useta
WM NPUCYTCTBYE BIBELLEHHBIX YaCTHLL.

Bakuva Euvax B crunep K
KaKoMy-1M60 ee KOMNOHEHTY. BakuvHa He OKaXeT BPEHOro BOSAEHCTBHS Ha
paHee unu 8 Bpems IX BUDYCOM renaruta B.
n; BUPYCOM Yyenoseka (kak ¢
TaKu ), Euvax B COrnacHo
CTaHAAPTHOV Cxeme.

Obuwte npeaocTepexenys :
- BakuMHaUyio CieayeT OTAOXHTb Y NAUMEHTOB C MPOrPeCcCHpYIOLLINM

Temneparypsi Tena.
-y niobas
7 CUCTEMbI MOXET BbI3BaT nocne
Moatomy npu TUX nonb3y ot BaKUMHbI
cnenyet c pUCKOM
- UIMMyH13aUms MOXeT GbiTe y nuuy, B " unn
nporpeccupyioweii craauv renatura B.
-Mpu VIMETb B HAM4UN MEANKAMEHTI,
ans i NOMOLLY B CAlyae aHapMNaKTUYECKOM
peaxuum.

MpeaynpexaeHms N0 UCNONIb30BAHUIO:
- Mepen BBeAEHMEM NPENApaT CReAYeT XOPOLUO B3GOATATb, NOCKONLKY NPU

MOXer HeGonbloe ocazika 6enoro ugera ¢
PUIR i i 7
- [insi KaXnoi cnepyet i i wnpuu,.
BepeMEHHOCTb ¥ 1aKTauvs :
- Bavsnne HBsAg Ha passuTie nioaa He u3y4anoch. BMecTe ¢ Tem, kak v B cnyyae
N106oM nHak i BaKUMHBI,
i DAHHOrO

BO3/EACTBME Ha AMOPUOH UnW nnoA. Tem He MeHee, BakumMHa Euvax B nomxta
MCNONL30BaTLCS Y GEPEMEHHBIX TONBKO NP HANKYMK XMIHEHHBIX NOKA3AHMIA.

- llevicTaue BakuMHbl Euvax B Ha rpyaHbix AeTei nocne BakuMHauvm ux Matepen B
YCNIOBUSIX KIMHUKM HE M3Y4anoCh. BMECTE C TeM, He CyLLECTBYeT NPOTUBONOKA3aHMi
NS UCNIONL30BAHNS AAHHOM BaKUMHB! Y KOPMALUMX MaTeped.

OGbi4HO OTMeYaIOTCA

- MecTHble peakumu

CaMOCTOSTE/IbHO NPOXOASLLME B TEYEHYE /1BYX AHEV NOCTIE BAKLMHALMM.

Peako BO3MOXHbI :

- MoBblweHue Temneparypsl Tena (biwe 38,8°C).

- O6me peakumm (HeOMOraHue, YTOMASEMOCTb, FoN0BHas 60/, TOWHOT, PBOTa,

rONOBOKPYXEHME, MUAATUS, aPTPUT).

- KoxHas cbinb 1

QueHb peaxo HabniopaloTes :

- Cnysau HeBpuT HepBa, Napanuy IMUEBOro Hepsa,
CHHAPOM MW Bappe He umeioT

O[HO3HAYHOI! CBA3V C BaKLMHALMEN.

He no CpoKa roa 3 0 Ha BHeWWHe#
yNaKoBke.
XpahuTb npy TeMnepatype o1 +2°C 1o +8°C (B xonoaunsHuke). He 3aMopaxysarb.

Ksappar csetnee, 4eM kpyr
Wcnonbayiite BakumHy,
€C/M He UCTEK CPOK FOAHOCTY

Ksappar csetnee, 4em kpyr
Wcnonbayiite BakumHy,
€C/M He UCTEK CPOK rOAHOCTY

Ksappar cnusaercsi ¢ Kpyrom
Henb3s MCNonb30Barh BakuUyHY.
MpouHpopMMpyiiTe NOCTaBLIMKA.

Ksappar Temtee, 4em kpyr
Henb3as ucnonb3osath BaKUMHY.
MpouHdOpMUpPYiiTE NOCTaBLUMKA.

TH

Bakuura 8 wnm 10-p

Mara cocrasnenus : 6 pespans 1998r.
[lara ucnpasnenus : 15 Anpens 2008r.

MpoussepeHo

LG Life Sciences

601 Yongje-dong, lksan-si,
Jeonbuk-do, 570-350, Korea




