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GeneVac-A (Hepatitis B Vaccine (rDMA) LR} is & nan infectious recombinant DNA Hepazitic § Vaceine. It contains purified surface antigen of the
¥irus obtained by culturing genetically-engineered Hansenula yeast cells having the surface antigen gene of the Hepatitis B virs.
TI}''En'u‘-mummtms 3 Sponeiongen (HB:Ag) expressed in the cels of Hansenuta polymorpha is purified through several chemical steps ard
lated as a suspension of the antigen adsorbed on aluminium hydraxide. The vaccine does nat contain any material of human or animal
| 'Dﬁgll'l.

COMPOSITION

Each dose of 0.5 ml containg --
10mcg of purified Hepatitis B surface antigen
on Aluminium hydroxide (Al*++) 0.25mg to0.40 mg
Produced in Hansenulg polymorpha (yeast) a8
Dose : 0.5 mi by Intramuscular injection - 3
Aduit
Each dose of 1 mi contains t-
20 meg of purified Hepatitis B surface antigen
on Aluminfum hydroxide (Al**+) 0.50 mg to 0.0 mg
Produced in Hansenula polymorpha iyeast)
Dose: 1 ml by intramuscular injectign

INDICATIONS
| GeneVac-B is indicated for active immunisation against Hepatitis B infection in subjects considered at risk of exposure to HBV-pasitive
material,

ONg term to reduce not only the incidence of this disease, but also its chronic
complications such as chronic active hepatitis B and hepatitis B associated drrhnﬁlsmdprimryhemtncﬂlu!ar carcingma,
+ In areas of low prevalence of hepatitis B, immunisation with GeneVac-B s recommended for neonates/infants and adolescents as well as
fior subjects who are, or will be, at increased risk of infection such as:
+_Heaith Care Personned,
*+ Patients receiving frequent bood products,
* Personnel and residents of institution.
* Persons at increased risk due to their sesxual behavior,
[ * |llicit users of addictive injectable drugs,
#* Travﬂlmmareuwimllﬂghmkity of HBV.
* Infants born of mothers who are HEV carriers,
* PumumﬁunlmuMahmerﬂemijwdHﬂﬂ
& Others: Police personnet, fire brigade personnel, armed forces personnel and anybadyvdmth'oughthﬁrm-korpenmalufesme may be
/exposed to HBY,
* . Household contacts of any of the above groups and of patients With acute or chranic HBY infection.
[ Iri areas of intermediate or high prevalence ul"hl!patftisﬂ, with most of the population at risk of Acquiring the disease, immunisation should be
ﬂﬂpﬂdtulimnwﬂmchﬂlﬁm. Immunisation should also be considered for adolescents and young adults,
The vaceine can be safely and effectively given simultaneously but at different injection site with OTP DT, TT, BLG, Polio vaccine {OPY and
| IPY), vellow fever vaccine, Hoemaophilus inflwenzae type b and vitamin A supplemen

| CONTRAIN .
i Guu\'x-ﬂm.idmtbu:tmmsteredtns;ﬁjmsmmiumnlrmemmmﬂumy:mm of the vaccine, or to subjects having shown
signs of hypersensitivity after previous Hepatitis B Vaccine administration.

WARNINGS AND PRECAUTIONS,

Because of the period of latency of hepatitis B infection it is possible for unrecognised infection to be present at the time of immunisation,

The vaccine may not prevent hepatitis B infection in such cases,

The vaccine will not prevent infection caused by other agents such as hepatitis &, hepatitis ¢ and hepatitis € and other pathogens known to

infect the liver.
| The immune response ml-lepatillsﬂ'-'accineshrelatedmm. In general, peaple over 40 years “fﬂ!ﬂfﬁpﬁ\ﬁteﬁswﬁl.

In haemodialysis patients and persons with an impaired immune system, adéquate anti-HBs antibody titres may not be obtained after the
| primary immunisation course and such patients may therefore require administration of sdeliUional Oo3es of vaccing (see Dosage
| recommendation for persans)

As with all injectable vaccines, appropriate medication (e.g. adrenaline) should always be readily available for treatment in case of rare

thriactku‘ﬂmfullmmthe administration of the vaccine.
| ADR) INE INJECTION (1:1000) MUST BE IMMEDIATELY AVAILABLE SHOULD AN ACUTE ANAPHYLASHE-roacTiON OCCUR DUE To ANy

(@%&n OF THE VWCCINE. For treatment of severe anaphylaxis the initial dose of adrenaling is0.1-0.5 Mg (0.1-0.5 mil of 1:1000 injection)

given 5

| or i/m. Single dose sholud not excesd 1 mg (1 ml). For infants and children the recommended dose of adrenaline is 0,07 maikg
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