For the use of Registered Medical Practitioner only.

Hepatitis B Vaccine (r DNA ) I.P.
Shanvac®-B

QUALITATIVEAND QUANTITATIVE COMPOSITION
Shanvac'-B, H
technology. ichi is st d

h B vius (HBV), iapastoris y
and formulated as a suspension of the antigen adsorbed on Aluminium Hydroxide Gel. The vaccine does not contain any material of human or animal
rigin.

Composition

iatri f0.5mLcontains  Adult Doseof 1.0 mLcontai
Purified Hepaiis B Surfcean 0.01mg 0.02mg
Thiomersal . 0.025mg 005mg
MumlmumHydmxldA Gel LP. equivalent o Al 0.25mg

THERAPEUTIC INDICATIONS

patits patits B virus.
Routine vaccination
Allinfants,children, and adolescents.
High-risk populations
. scons, Dentiss, Nurses, firstaid lete)
« People who work with blood or blood products.
« AThalassaemic/
+ Hacmodialysis and organ ransplant recipients.”
« Military personnel onactive duty.
« Prisoners, prison guards and other prison employees.
« Newbomchildren of infected mothers.
. situt
and venereal discase patients.
* Injectable drugabusers. )
DOSAGEAND ADMINISTRATION
. Shanvac™-Bis SmL
. theage of s Lsusper
. me\.u(wmhuw 19 Shanvac'-B TmL
Shanvac'-B should be administered intramuscularly.
ITSHOULD NOT BE GIVEN INTRAVENOUSLY.
In neonates and infants Shanvac™-B should be given in thigh. In adults the injection should be given The vaccine
Shanvac" .
Immunization Regimen

Protective antibody titre level is 10 miU/mL. Primary immunization consists of three intramuscular doses of hepatitis B vaccine following either
jule A or - Schedule B. Schedule A is recommended for those who come under high-risk category. Schedule B is recommended for routine
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Immunizationn speial situations
Neonates Born to HBV Carrier Mothers
Firstdose of hepatits
sit

+ Known/Presumed Exposureto HBY

First dose of hepatitis p separate
injectionsite
+ Chronic Haemaodialysis Patients*
T L 40,1.2, every
TomIU/mL.

NDICATIONS

WARNING
« Immune response is generally weaker for the people over 40 years of age, obese individuals, subjects with immuno-deficiency or those
. T P In

p . hepatitis C, hepatitis D,

Pregnancy and Lactation

Pregnancy: Adequate human and animal data on use during pregnancy is not available. Hepatitis B vaceine should be used during
regnancy ly
tation: Adequate human and animal data on use during la
hepaitis B vaceine is administered o lactating women.
If the individual is already a carrier of hepatitis B virus with or without discase he may not respond to vaccine. However the

tion is not available. Caution should be exercised when

INTERACTIONS WITH OTHER ACCINES
Hepaitis B vaccine can be co-administered with DPT, DT and/or OP\
+ Hopatis B vaceine can be coadmiisered togeher wilh mesles mumpsubella vaceines, Hasmophilus influcnzse b
vaceine, hepatitis Avaceine, BCG and yellow fever vz

Inerchangeabilly wih 01hev"qmlm\‘ B Vaccines
Shanvac’-B )
B vaccines.

Common
Injection ite: Mild soreness, indurations, erythema.

Rare
Systemic: Fatigue, low-grade feverand malaise.
‘Skin and appendages- Rash, pruritus, urticaria.
Musculoseletalysten: Arhalgs, myalgi
Hepatobiion wtem: Abmormal vor fancion et
Nervous system. Dizziness and paresthesia.

Extremely rare
Systemic: Anaphylaxis, serum sickness, angioedima and erythema multiforme.
Maseulosieltol stem: Aciia
Syncope, Hypotension.
Nervons S Neuropathy, neuriis (including Guil . optic neuriis), encephal ‘meningiti.
Respiratory sysiem: Bronchoconstriction-like symptoms.
Lymphoid system: Lymphadenopathy.

PHARMACOLOGICAL PROPERTIES
Pharmacodynamie propertes:

hay HBsAg. \gainst HBV inf titre (anti HBs
anibodies) should be above TomIU/mL.

Immunogenicity and Safety of Shanvac™-B

1. Infants & Children

In six controlled studies conducted i infants and children using 0,1,2 months and 0,1.6 months vaccination schedule. Shanvac"-B has
shown 100%stoprotccion afier 3" dose with GMT ranging from 643 miU/mL_ to 2643 mIU/mL and 17611 mIU/mL_to 19183 miU/mL
respectivel

11 Healthy Adults
In eight controlled studies Shanvac™-B has shown seroconversion in 96.4% subjects with a GMT ranging from 2.2 miU/mL to
10446 mIU/mLafter 3" dose vaccination. ™"

111 Studies In High Risk Groups

Study in patients with chronic renal failure Shanvac”-B showed seroprotection in §0% of patiens with a GMT of 218 miU/mL after 3 * dose of
0.1.2schedule

Shanvac'-B showed 100% seroprotection in a study of haemophiliac patients

with GMT of 2767 mlU/mL after third dose of 0,1,6 schedule.’

1V, Long Term Efficacy
Even four years afier vaccination with Shanvac'-B100% of subjects were seroprotected. The GMT after four years was 306 miU/mL  and
832 mlU/mLafter last dose 0,1, 6and 0,1.2,12 schedule respectively.’

PHARMACEUTICAL DETAILS

Preparation for Administration
Shanvac’™B is presented as a ready to use suspension.
« The vaccine should be shaken wel to obtain a homogenous turbid white suspension.
« The vaccine should be inspected visually for p: material or
. of va

Asepic techniques should be followed
Form
Shanvac'-B is presented as a sterile ready to use suspension for intra-muscular administration.
36 months from the date of manufacture.

Special Precautions for Storage
Protect from light. DO NOT FREEZE. Discard vial if contents are frozen. Stored an

transported between +2'C to +8°C.
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; 0SmLand LmLsinge dose vl
. sse in Immuno-Compromised Patients
3 mL. 3.0 mL, 5.0 mL and 10.0 mL multi-dose vials.

LEGAL CATEGORY: Schedule H
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PRECAUTIONS

As with any injectable vaceine, epinephrine should be avalable for use in case of anaphylaxis or anaphylactic reaction.

+ Thevaccine should be well shak
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