
••• LG 

M PhD 
LG I -UVB100-EU-0804 

Euvax B inj. 
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 
w/v %) 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 W H O requirements for recombinant hepatitis 
B vaccine. No substances of human origin are used in its 
manufacture. 

DESCR I PT ION Euvax B is a white, slightly opalescent suspension. 

C O M P O S I T I O N I ml of the above vaccine contains : 
- Active ingredient: Purified HBsAg 20 f*g 
- Adjuvant: Aluminum Hydroxide Gel (as aluminum) 0.5 mg 
- Preservative : Thimerosal 0.01 w/v % 
- Excipient: Potassium phosphate, monobasic, Sodium phos-

phate, dibasic, Sodium chloride 

INDICATION AND Immunization against infection caused by all known subtypes of 
U S A G E Hepatitis B virus. 

DOSAGE A N D 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 pg 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 W H O 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-, I-, 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 (>I0 
IU/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 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 (OPVor 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). 
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 I 
EPI /LHIS/95.1 Revision July Is t 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 W M 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: 
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CONTRAINDI-
CATIONS 

WARNINGS AND 
PRECAUTIONS 

- 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. 
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. 

General 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. 
CONDIT IONS 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 

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

Issuance date : Feb. 6,1998 
Revised date : Nov. 5,2004 

Manufactured by 

LG Life Sciences 

601 Yongje-dong, lksan-si, 
Jeonbuk-do, 570-350, Korea 
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VACCIN CONTRE L'HÉPATITE B, RECOMBINANT 

Le vaccin Euvax B est composé de particules hautement purifiées et non infectieuses de l'antigène d'enveloppe du 
virus de l'hépatite B (AgHBs) adsorbéis sur des sels d'aluminium (adjuvant) et conservées avec du thiomersal. C'est 
un vaccin contre l'hépatite B à AON recombinant dérivé de l'AgHBs produit grâce à la technologie de l'ADN 
recombinant dans des cellules de levures (Saccharomyces cerevisiae). 
Le vaccin est conforme aux normes de l'OMS relatives aux vaccins contre l'hépatite B à ADN recombinant Aucune 
substance d'origine humaine n'est utilisée pour la fabrication. 
DESCRIPTION 
Euvax B est une suspension blanche légèrement opalescente. 
COMPOSITION 
I ml de suspension contient : 
- Principe actif : AgHBs purifié 20 (ig 
- Adjuvant : Gel d'hydroxyde d'aluminium (Al) 0,5 mg 
- Conservateur : Thiomersal 0,01 m/v% 
- Excipents : Phosphate monobasique de potassium, Phosphate dibasique de sodium, Chlomre de sodium. 
INDICATION ET UTILISATION 
Immunisation contre l'infection due à tous les sous-types connus du virus de l'hépatite B. 
POSOLOGIE ET VOIE D'ADMINISTRATION 
Euvax B est destiné à une injection intramusculaire uniquement 
-Une dose pédiatrique (nouveau-nés, nourrissons et enfants jusqu'à l'âge de 15 ans inclus) a un volume de 0,5 ml et contient 10 |ig 

d'AgHBs. 
- Une dose pour adulte (plus de 16 ans) a un volume d'I ml et contient 20 ng d'AgHBs. 
Le schéma de vaccination consiste en trois doses de vaccin administrées selon le calendrier suivant : 
- Ière dose : date choisie 
- 2^me dose : I mois après la première dose 
- 3eme dose : 6 mois après la première dose 
Dose de rappel : l'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 15 ans, même si les sujets vaccinés perdent leurs anticorps protecteurs avec le temps. Cette protection à 
long terme repose sur la mémoire immunologique qui permet une réponse protectrice anamnestique après exposition au HBV. Cependant, 
de par le monde, certains programmes de vaccination locaux recommandent actuellement une dose de rappel, ces recommandations 
devraient être respectées. 
Un schéma alternatif de 0, I et 2 mois et un rappel à 12 mois peut être appliqué à certaines populations (exemple : les nouveau-nés de 
mères infectées par le virus de l'hépatite B, les personnes qui ont été ou ont pu être exposées au virus dans un passé proche, les personnes 
voyageant vers des zones à haut risque). 
Une ou plusieurs dose(s) supplémentaire(s) peut/peuvent être nécessaire(s) chez les patients en hémodialyse ou souffrant d'un déficit immu-
nitaire dans la mesure où les titres d'anticorps protecteurs (> IOUI/1) peuvent ne pas être obtenus après la primo-vaccination. 
CONTRE-INDICATIONS 
Le vaccin contre l'hépatite B est contre-indiqué chez les personnes allergiques à un composant d'Euvax B. 
A T T E N T I O N - PRECAUTIONS D'UTILISATION 
Précautions générales: 
- L'administration d'Euvax B doit être repoussée pour les patients souffrant d'une maladie fébrile aiguë grave. 
- Chez les patients souffrant de sclérose en plaques, toute stimulation du système immunitaire peut conduire à une exacerbation des symp-

tômes. Pour ces patients, les bénéfices de la vaccination doivent par conséquent être comparés aux risques de poussée de sclérose en 
plaques (voir réactions indésirables). 

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

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

Précautions d'utilisation: 
- Agiter avant usage car un lin dépôt blanc avec un surnageant incolore clair peut se former pendant le stockage. 
- Euvax B ne doit pas être injecté dans la région fessiêre et ne doit pas être administré par voie intraveineuse. 
Grossesse et allaitement: 
- Les effets de l'AgHBs sur le développement du fœtus n'ont pas été évalués. Toutefois, comme pour tous les vaccins à virus inactivés, les 

risques pour le foetus sont considérés comme négligeables. Euvax B ne doit être administré pendant la grossesse que si cela est vraiment 
nécessaire. 

- Les effets, sur les nouveau-nés allaités au sein, de l'administration d'Euvax B à leur mère 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 érythème, des douleurs, un oedème ou une bible fièvre sont rares. Ces symptômes disparaissent au bout de 

2 jours. 
Rares: 
- Hyperthermie (supérieure à 38,8°C) 
- Réactions générales : malaises, asthénie, maux de tête, nausées, vomissements, étourdissements, myalg'e, arthrite 
- Rash cutané et augmentation transitoire des transaminases. 
Très rares : 
- Une relation de cause à effet n'a pas pu être établie pour les événements de multinévrite, de névrite optique, de paralysie faciale, d'exacer-

bation de la sclérose en plaques et du syndrome de Guillain-Barré. 
S T O C K A G E 
Ne pas dépasser la date limite d'utilisation figurant sur le conditionnement extérieur. 
A conserver entre i + 2°C et à + 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 I flacon 
Flacon I ml x 20 flacons - flacon I ml x 10 flacons - flacon I ml x I 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 Hepatitis 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-
ture. 
DESCRIPTION 
Euvax B is a white, slightly opalescent suspension. 
C O M P O S I T I O N 
I ml of the above vaccine contains : 
- Active ingredient : Purified HBsAg 20 
- Adjuvant : Aluminum Hydroxide Gel (as AI) 0.5 mg 
- Preservative : Thimerosal 0.01 w 
- Excipients: Potassium phosphate, monobasic, Sodium phosphate, dibasic, Sodium chloride. 
INDICATION A N D USAGE 
Immunization against infection caused by all known subtypes of Hepatitis B virus. 
DOSAGE A N D 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 ml containing 10 ng of HBsAg. 
- One adult dose (from 16 years) is 1.0 ml containing 20 (lg of HBsAg. 
The immunization regimen consists of three doses of vaccine given according to the following schedule: 
- Ist dose : at elected date 
- 2n!l dose : I month after the first dose 
- 3rd 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, I 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 (> 10IU/1) may 
not be obtained after the primary immunization course. 



C O N T R A I N D I C A T I O N S 
Hepatitis B vaccine is contraindicated for use in persons with hypersensitivity to any component of Euvax B. 
WARNINGS A N D 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, 
(see Adverse Reactions). 

- 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 follo-

w ng the administration of the vaccine. 

- Shake before administration, since a fine white deposit with a clear colorless supernatant 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 as erythema, pain, swelling or minor fever may rarely occur; 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-Barré syndrome. 
STORAGE C O N D I T I O N S 
Do not exceed the expiry date stated on the external packaging. 
Stone between + 2° C and +8* C (in a refrigerator). Do not freeze. 
PRESENTATIONS 
0.5 ml/vial x 20 vials - 0.5 ml/vial x 10 vials - 0.5 ml/vial x I vial 
I ml/vial x 20 vials -1 ml/vial x 10 vials -1 ml/vial x I vial 
5 ml/vial x 10 vials-10 ml/vial x 10 vials 
Issuance date : 2004.12.15 
Revised date : 2007.09.05 

VACUNA CONTRA LA HEPATITIS B, 
RECOM BINANTE 

Euvix B está formado por partículas altamente purificadas no infecciosas de antígeno de superficie de la hepatitis B (HBsAg) adsorbidos en 
sales de aluminio como adyuvante y preservadas con timerosal. Es una vacuna de ADN recombinante contra la hepatitis B derivada del 
H8sAg, producida por una tecnología de ADN recombinante aplicada sobre células de levadura (Saccharomyces cerevisiae). 
La vacuna cumple con las exigencias de la OMS para las vacunas recombinantes contra la hepatitis B. En su elaboración no se utilizan sustan-
cias de origen humano. 
DESCRIPCIÓN 
Euvax B es una suspensión blanca levemente opalescente. 
COMPOSICIÓN 
Caca I mi de vacuna contiene: 
- Principio activo: HBsAg purificado 20 (lg 
- Adyuvante: Gel de hidróxido de aluminio (Al) 0,5 mg 
- Como preservante: Timerosal 0,01 pMS 
- Excpientes: Fosfato de potasio, monobásico, Fosfato de sodio, dibásico, Cloruro de sodio. 
I N D I C A C I Ó N Y USO 
Inmunización contra la infección causada por todos los subtipos conocidos del virus de la hepatitis B. 
POSOLOGÍA Y ADMINISTRACIÓN 
Euvax B está destinado exclusivamente al uso intramuscular. 
- Uia dosis pediátrica (recién nacidos, lactantes y niños de hasta 15 años de edad) es 0,5 mi, que contiene 10 ng de HBsAg. 
- Una dosis adulta (a partir de 16 años) es 1,0 mi, que contiene 20 ng de HBsAg. 
El régimen de inmunización consiste en 3 dosis de vacuna administradas en el siguiente calendario: 
- I r a dosis: en la fecha elegida 
- 2da dosis: I mes después de la primera dosis 
- 3ra dosis: 6 meses después de la primera dosis. 
Vacunación de refuerzo: la OMS no recomienda una vacunación de refuerzo, puesto que ha sido demostrado que una serie primaria de 3 dosis 
de la vacuna de hepatitis B proteje por lo menos durante 15 años y que además, existe una respuesta anamnesia, luego de una exposición 
al VHB, aunque los anticuerpos protectores se hayan perdido durante ese lapso de tiempo. Se debe tener en cuenta que algunos programas 
locales de vacunación, incluyen la recomendación de una dosis de refuerzo, y esto debe ser respetado. 
Un calendario alternativo a los 0, I y 2 meses con revacunación a los 12 meses puede ser utilizada en determinadas poblaciones (p. 4, 
recién nacidos de madres contagiadas con hepatitis B, personas que hayan estado o puedan haber estado recientemente expuestas al virus, 
viajeros a zonas de alto riesgo). 
Un: dosis adicional de vacuna puede ser necesaria en pacientes sometidos a hemodiálisis o Inmunodeficientes cuando no sea posible 
alcanzar titulos de anticuerpos protectores (> 10 Ul/I) después de un ciclo de inmunización primaria. 
C O N T R A I N D I C A C I O N E S 
La vacuna contra la hepatitis B está contraindicada para personas con hipersensibilidad frente a cualquier componente de Euvax B. 
ADVERTENCIAS Y PRECAUCIONES 
Precaucione? generales: 
- ü administración de Euvax B debe ser postergada en pacientes que sufran de una enfermedad febril severa aguda. 
- En pacientes que sufren esclerosis múltiple cualquier estimulo del sistema inmunológico puede inducir la exacerbación de su sintomato-

logia. Por lo tanto, en estos pacientes los beneficios de la vacunación contra la hepatitis B deben ser contrastados con los riesgos de 
exacerbación de la esclerosis múltiple (ver Reacciones adversas). 

- Se considera que la protección no puede alcanzarse con la vacunación 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 anafilácticas que pueden seguir a la administración de la vacuna. 
Pretaucionesde uso: 
- Agitar antes de la administración por cuando puede formarse durante el almacenamiento un fino depósito blanco con un sobrenadante 

transparente incoloro. 
- Euvax B no debe ser administrado en la región glútea ni debe ser administrado por vía intravenosa. 
Warazo 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 sólo en caso de ser claramente 
necesario. 

- El efecto de administrar Euvax B a las madres sobre sus hijos lactantes no ha sido aún evaluado en estudios dinicos. No ha sido establecida 
ninguna contraindicación. 

REACCIONES ADVERSAS 
Comunes: 
- Reacciones locales tales como eritema, dolor, hinchazón o fiebre menor pueden ocurrir en raras ocasiones; estos síntomas desaparecen 

en 2 días. 
Raras: 
- Hipertermia (por sobre 38,8°C). 
- Reacciones sistémicas tales como desfallecimiento, astenia, cefalea, náuseas, vómitos, mareo, mialgia, artritis. 
- Rash cutáneo y aumento transitorio de las transaminasas. 
Muy rara vez: 
-No puede establecerse una secuencia causal de causa y efecto para las menciones de neuritis múltiples, neuritis óptica, parálisis facial, 

exacerbación de la esclerosis múltiple y síndrome de Guillain-Barré. 
C O N D I C I O N E S DE ALMACENAMIENTO 
No sobrepasar la fecha límite de utilización que figura en el envase exterior. 
Alrracenar entre + 2°C y + 8°C (en refrigerador). No congelar. 
PRESENTACIONES 
Frasco 0,5 mi x 20 frascos - frasco 0,5 mi x 10 frascos - frasco 0,5 mi x I frasco 
Frasco I mi x 20 frascos - frasco I mi x 10 frascos - frasco I mi x I frasco 
Frasco 5 ml x 10 frascos - frasco x 10 mi x 10 frascos 
Fecha de emisión: 15.12.2004 
Fecha de revisión: 05.09.2007 Fab/Manuf.: 

( 8 B LG Life Sciences 

601 Yongje-dong, Iksan-si, 
Jeonbuk-do, Korea 
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Euvax B i n j . 
P e K O M Ö M H a H T H a a B a K L i w n a 
A^n npo<J)miaKTiiKii r e n a n u a B 

Euvax B npeacTaB/weT coöoü aHTMBMpycHyio BaxuMHy, cocTOsiuyio M3 
BbICOKOOMMLUeHHblX H6HH06K14MOHHblX nO/lMneriTMAOB nOBepXHOCTHOrO 6enxa 
(HBsAg) Bupyca renanua B, aflCopönpoBaHHbie Ha connx aniOMMHMfl 
(Mcno^b3yeMbix B xanecTBe aflbiOBaHTa) n K0HcepBnp0BaHHbie TnoMepcanoM (0,01 
B/O%). flaHHbiü npenapaT HB/iaeTCfl pexoMÖMHaHTHOM flHK-BaxuMHOM m 

npOM3BOflHTCa C nOMOlUblO pGKOMÖMHaHTHOii flHK TexHonorMM - npOAyUMpOBaHUe 
no^nnenTHflHbix 4>parMeHTOB HBsAg B flpoxxeBbix xneTxax (Saccharomyces 

BaKunHa yflOB/ieTBOpsei TpeßoBaHMüM B 0 3 B OTHOIUBHMM peKOMÖMHaHTHbix B3XUMH 
Ansi npo<t>n/iaKTMKM renaTMTa B. npn np0M3B0Acree npenapaia He ncno/ib3yioTCH 
cyßCTaHUMM MEIIOBENECKORO NPONCXOXAEHNS. 

BHELUHMM BHf l Euvax B npeACTas/meT coßoü öe/iosaTyio, cna6o onanecuMpyiomyio cycneH3Mio. 

COCTAB B 1,0 M/i BaKU,HHbi coAepxMTCfl: 
- AKTMBHHM MHRPEFLNEHT: OHMIUEHHBIII HBsAg 20 MKR 

- AflbioBaHT: renb WAPOOXMCM aniOMMHMfl (no anioMMHMio) 0,5 Mr 
- KoHcepBaHT: 

TMOMepcan 0,01 B/O% 

- SKCunnneHTbi: 4)OC<t>aT xam n OAHOOCHOBHUM, (t>occ|jaT HaipnoflByocHOBHbifi, 
XJIOpMCTblÜ HaTpMM. 

nOKA3AHMfl K 
nPMMEHEHMK) 

Cneun(t>nHecKafl MMMyHonpotJju/iaKTHKa MHC^KUMM, Bbi3biBaeM0fi BCGMH 

M3B6CTHWMM noflTMnaMM BMpyca renaTMTa B. 

C X E M A BaxuMHa Euvax B npeflHa3HaseHa Ann BHYTPUMWIUEHHORO BEEFLEHNS B oönacTb 
nPMMEHEHMfl flenbTOBMAHOfi Mbiuiubi B3poc/ibiM M fleTAM CTapmero B03pacia u B 

nepeßHeöoKOByio noBepxHoeTb 6eapa HOBopoxAeHHbiM n aeTAM M/iaALuero 
B03pacTa. 
- fleTCKaa A03a (aha HOBopoxAeHHbix M AeTeü ao 15 neT BxnioMMTenbHO): 0,5 Mn (10 

Mxr HBsAg). 
npOUeCC MMMyHH3aUHH COCTOMT M3 BBeAeHMS) TpeX fl03 BaXUMHbl B COOTBeTCTBMM CO 
c/ieAyiomeii cxeMofi: 
-1 -a A03a: BbiSpaHHaa AaTa; 
- 2-« A03a: nepea 1 Mecnu nocne BBeAeHM 1 -M A03bi; 
- 3-» Aosa: nepes 6 Mecnues nocne BBeASHnsi 1 -8 ao3w. 

BycTepHaü BaxunHaunR: B 0 3 He peKOMennyeT nosTopHyio BaxuMHauMio, nocxonbxy 
BbiweonMcaHHbifi npouecc MMMyHM3auMM, COCTOSHMMM M3 3-XAO3 BaxuMHbi, 
oßecnennBaeT 3aw,Mry OT 3apaxeHMH BnpycoM renaTMTa B B TeneHMe 15 neT, no 
npouiecTBMM KOTOpbix npw KOHTaxre c BMpycoM renaTMTa B nponcxoAUT 
ecTecTBeHHafl noAMMMyHM3auMS (6ycTep-3<|>(|)eicr), Aaxe ecnM 3amnTHbie ammena 
yxe OTCyTCTByioT B opraHM3Me. TeM He MeHee, cymecreyiOT HexoTopue Mecmbie 
nporpaMMbi nMMyHnsaunn no BceMy MMpy, BxmonaiomMe pexoMeHAauMM no 
peBaxuMHauMM, KOTOPUX cneAyeT npnAepxuBaTbcs. 

CyuiecTByeT Taoxe anwepHaTMBHaa cxeMa BaxuMHauMM: 1 -h A03a - BbiöpaHHaa 
aaTa, 2-h A03a - nepe31 Mecsm nocne BBeaeHnq 1 -fi A03bi, 3-a A03a - nepe3 2 
Mecnua nocne SBefleHMa 1-M A03bi, peBaxuMHauHH - nepe312 MecaueB nocne 3-ü 
A03bi nepBMHHOü MMMyHM3auMM. flaHHaa cxeMa MOxeT 6uTb Mcn0nb30BaHa y 
HexoTopbix rpynn Hace/ieHn«: y HOBopoxAeHHbix, MaTepM KOTOPWX MHtJwuMpoBaHbi 
renaTMTOM B, y nauMeHTOB, MH<|)MUMpOBaHHbix unw c noA03peHMeM Ha 
MH((>MUMpoBaHMe BMpycoM renaTMTa B, y JIMU, OTnpaBndiomMxcH B pernoHu c 
BbicoKMM ypoBHeM 3a60/ieBaeM0CTM. 

BBeAeHMeAonojiHMTenbHOM A03bi (A03) BaxuMHbi n0xa3aH0 nauneHTaM, 
HaxoA^LUMMCfl Ha reM0AMa/iM3e M c MMMyHOAe<T>MUMTAMM, nocxo/ibxy y STOM 

xaTeropMM nauMeHTOB nocne nepBMHHOM MMMyHM3auMM 3amMTHbie TMTPH aHTMTen ( > 

10 ME/n) MoryT 6biTb He MHAyuMpoBaHbi. 

B cnynae M3BecTHoro MnM npeanonaraeMoro KOHTaxra c 3apa>xeHHbiM BMpycoM 
renaTMTa B(HanpMMep, AeTM MH(j)MUMpoB3HHbix MaTepeft, ApyrMe xaTeropMM moAeii, 
MMeBUJMX TaKTMnbHbIM K0HT3KT MnM K0HT31CT 4epe3 CnM3MCTbie OÖOnOHKM C ÖOnbHbIM 
renaTMTOM) nepBaa A03a BaxuMHbi Euvax B MoxeT 6biTb BBeAeHa BMecTe c 
COOTBBTCTByiOlUeM A030M MMMyHOHIOÖynMHa. y nMU c MMMyHHOM HeAOCTaTOHHOCTbtO 
MMMyHHbIM OTBÖT Ha HanMHMe aHTM-HBS MOXeT 6blTb CHMXeH, M HeOÖXOAMMO 
OTcnexMBarb Tmpbi nocne MMMyHM3auMM. 

B cTpaHax c HacTbiwn nepMHaTanbHbiMM cnynaoMM 3apaxeHMn renaTMTOM B nepsaa 
A03a AonxHa 6biTb BBeAeHa cpa3y nocne poxAeHM«. B cnynae nenacTbix 
nepMHaTanbHbix 3apaxeHMii, MnM ecnM BepoRTHOCTb nepeAanu HeBenMxa, nepByio 
A03y BaxuMHbi MOXHO BBecTM BMecre c nepBovi A03oii saxuMHu AKflC. Bropyio A03y 
BBOA^T nepe31 Mecnu nocne 1 -ii A03bi, TpeTbio - B CPOKM OT 1 AO 12 MecnueB nocne 
2-ft A03bl. 

BaxuMHa npoTMB rMnaTMTa B MO*eT 3<Jxt>eiaMBHO M 6e30nacH0 npMMeHHTbcs 
OAHOBpeMeHHO co cneAyioiUMMM BaxuMHaMM : ELpK, AKflC, KopeBoii, 
npOTMBOnOnMOMMenMTHblMM BaKUMHaMM(XMBaS) MOHOBaKUMHa OPV MnM 
MHAXTMBMPOBAHHAO NONMOBAXUMHA IPV), XM5-BAKUMHOM(reMOC|>MNBHAR nanoMxa 
Haemophilus influenzae TMn b), BaxuMHOii xe/noii nnxopaAXM. EcnM Euvax B 
npMMeHiieTca BMecre c ApyrMMM BaxuMHaMM, ee cneAyeT BBOAMTb 0TAenbH0 OT 
ocTanbHbix BaxL|MH. 3anpeiuaeTCi) CMeuiMBaTb BaxuMHy npoTMB renaTMTa B B 
npoßMpxe MnM uinpnue c nioöoM APyroM Ba<unHOM, ecnM oHa He flBnfleTcn 
KOMÖMHMpOBaHHOii BaxuMHOM (HanpwMep AKflC+TenB). 
nocne BCKpwTMR MH0r0pa30BbiM <))naKOH AonxeH xpaHMTbCsi npM TeMnepaType 
+2'C AO +8'C. OTxpuTbie <J>naxoHbi Moryr 6biTb Mcn0nb30BaHbi Ana nocneAyiomeii 
MMMyHM3auMM, ecnM co6moAeHbi cneAyiomMe ycn0BM«(c0rnacH0 
WHO/EPI/LHIS/95.1 Revision July 1st 1999 MnM no3AHee): 

- cpox aeCicTBMfl n p e n a p a T a He MCTex; 
- BaxuMHa xpaHMnacb npM npaBMnbHOM TeMnepaTypHOM pe)KMMe(+2'C AO +8'C); 
- ecnM BcxpbiTbie <t>naxoHbt, HE CHaöxeHHbie TEPMOMHAMXATOPOM W M M 
BbiBe3eHHbie 3a npeAenbi MeAMUMHcxoro ynpexAeHMn Ann npoBeaeHM« 
AONONHMTENBHOM MNM YAANEHHOÜ MMMYHM3AUMM, YHMMOXA/MCB B XOHUE AH«. 
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nocne BCKpwTMfl 4>/ia<0H c BaKUMHoCt AOJiaceH 6biTb HeMeaneHHO yHUHToxeH, ec/IM 

npucyrcTByeT OAHO n3 c/ieflyiomux ycnoBuCi: 

- HeC06/lK>fleHMe CTMpM/lbHOCTMI 
- ec/iM ecTb Maneiiiuee noA03peHMe, HTO (JwiaKOH c Ba<UMHOM 6bm 3arp«3HeH; 

- ecjin ecTb BMAUMbie c/ieAf 3arpa3HeHMfl BaKunHbi, HanpuMep n3MeHeHne uBeia 
M/IM npMcyrcTBue B3BeweHHbix nacTMu. 

nPOTMBO BaKu,nHa Euvax B np0TMB0r0Ka3aHa nauneHTaM c ranep4yBCTBMTe/ibH0CTbi0 K 

n o KA3AH klfl <aK0My-nn60 ee KOMnoHemy. BaKunHa He OKaxeT BpeAHoro bo3ag^ctbma Ha 
nauMeHTOB, paHee M/IM B HacToaiuee BpeMs MH(J)ML(MPOBAHHBIX BMpycoM renaTMTa B. 
nauMeHTaM, 3apaxeHHbiM BMpycoM MMMyHOAMctwuMTa He/iOBexa (KSK C 

CMMflTOMHblM. TaK M 6eCCMMnTOMHblM TeneHMeM), Euvax B BBOAMTCH COr/iaCHO 
CTaHAapTHoii cxeMe. 

nPEf lO Q6MME NPEFLOCREPEXEHMH: 
CTEPDKEHMfl - BaKUMHauMio c/ieAyeT oT/ioxuTb y naiiMemoB c nporpeccMpytoiAMM 

3a6o/ieBaHMeM, conpoBoxAaiomMMcsi noBbiuieHMeM TeMnepaiypbi Te/ia. 
- y nauMewoB, CTpaAawiAMx pacceflHHUM cK/iep030M, /no6a$i CTMMy/wuMfl 
MMMyHHoii CMCTeMbi MO)łceT Bbi3BaTb oóocTpeHMe 3a6o/ieBaHM!< nocne BaKUMHaunM. 
n03T0My npM BaKLiMHauMM STMX nauMeHTOB no/ib3y OT Mcn0/ib30BaHMR BaKUMHbi 
c/IEAYET TIUATE/IBHO COM3MEPDTB c BOSMOXHUM PMCKOM O6OCTPEHUN 3A6O/IEBAHMA. 

- HMMYHM3AUMFL MOXET 6WTB HE3(TXT>EKTMBHA y /IMU, HAXOAHIAMXCSI B ZIAIEHTHOM M/IM 
nporpeccMpyiomeii CTBAMM renaTMTa B. 
- npM npOBeAeHMM BaKUMHaUMM HeOÓXOAMMO MMeTb B H3/1MHMM MeAMKaMeHTbl, 
Heo6xoAMMbie a/ih 0Ka3aHMn SKCTpeHHOM noMoujM 8 c/iynae aHactM/iaiawecKOM 
pea<uMM. 
npeflynpe>KfleHMa no ncno/ib3QBaHMio: 
- n e p e A BBeAeHMeM n p e n a p a T c / ieAyeT xopomo B36ojiTaTb, nocKO/ibKy npw 
xpaHeHMM MoxeT 06pa30BaTbcs HeSo/ibwoe KO/IMHCCTBO ocaflKa 6e/ioro uBeTa c 
NPO3PAMHOCI SECUBETHOM HAAOCAAOHHOII XMAKOCTWO. 

- fXna KCDkaom MHteKUMM c/ieAyeT Mcn0/ib30BaTb OTAe/ibHbiii 0AH0pa30Bbiii uinpMu. 
EepeMeHHocTb u ziaKTauna: 

- B/IMHHME HBsAg Ha pa3BMTue n/iOAa He M3yHa/iocb. BMecTe c TeM, KaK M B c/iynae 
MCn0/lb30BaHM!l /II060M MHaiCTMBMpOBaHHOM BdKUMHbl, ripeACTaB/lHeTCH 
ManoBepoaTHOM cn0C06H0CTb AaHHoro npenapaia OKa3biBaTb noSOHHoe 
B03AeiicTBMe Ha 3M6pmoh M/IM n/ioA- TeM He MeHee, BaKUMHa Euvax B AO/DKHB 

MCn0/lb30BaTbCR y 6epeMeHHblX TO/lbKO npM Ha/IMHMM XM3HeHHblX nOK33aHMM. 
- fleMCTBMe BAKUMHBI Euvax B HA rpyAHbix fleTeii noc/ie BAXUMHAUMM MX MaTepeM B 

yc/ioBMsx K/IMHMKM HE M3yHarocb. BMECTE c TEM, HE cymecTByeT NP0TMB0N0<a3aHMM 
ANN MCn0/lb30BaHMfl AAHHOII BaKUMHbi y KOpMWLUMX MaTepeii. 

OćbiHHo oTMenaioTCfl: 
- MecTHbie peaKUMM (noKpacHeHMe, 60/ie3HeHH0CTb, npunyxaHue, yn/iomeHMe) 
caMocTOHTe/ibHO npoxoA^IUME B TeneHMe Asyx AHeti noc/ie BAKUMHAUMM. 
PęĄKO BQ3MQXHbl: 
- noBbimeHMe TeMnepaiypbi jena (Bbime 38,8'C). 
- 06mMe peaKUMM (HeAOMoraHMe, yTOMraeMOCTb, ro/iOBHasi 60/ib, TOu/HOTa, pBOTa, 
ro/ioBoi<pyxeHMe, MnanrM«, apTpMT). 
- KoxHaa Cbinb M npexoAamee noBbiiueHMe 3ICTMBHOCTM TpaHcaMMH33. 
Oienb peĄKo Ha6/iiQAaioTca: 
- C/iynaM no/iMHeiiponaTMM, HespMT 3pMTe/ibHoro HepBa, napa/inn /iMuesoro HepBa, 
o6ocTpeHMe paccedHHoro cwiepo3a, CMHAPOM TMiieHa-Bappe He MM&OT 
0AH03HAIH0R CBH3M C BAKUMHAUMEM. 

yc J iOBMn 
XPAHEHMfl 

He Mcn0/ib30BaTb no OKOHH3HMM cpoxa TOAHOCTM, yxasaHHoro Ha BHeu/HeM 
ynaKOBxe. 
XpaHMTb npM TeMnepaType OT +2'C AO +8'C (B xo/ioAM/ibHMice). He 3aMopax<MBaTb. 

OOPMA 
BbinycKA 

BAKUMHA BbinycKaeTCo B OAHOAOSOBUX M/IM 10-AO3OBbix 4>/iaKOHax 

flaia cocTaB/ieHMfl: 6 t)>eBpa/m 1998r. 
flaia Mcnpas/ieHMH :15 Anpe/ifl 2008r. 
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LG Life Sciences 
601 Yongje-dong, lksan-si, 
Jeonbuk-do, 570-350, Korea 
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