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Hepatitis B Vaccine (rDNA) IP
Revac-Bmcf Re-dt mdwm’

1 NAME AND DESCRIPTION OF THE MEDICINAL PRODUCT

Revac-B mcf®is a sterile suspens\on containing purified, non-infectious major surface antigen of
Hepatitis B d DNAtechnology. The antigen i

high affinity aluminum hydroxide gel molecu\es and hence the suspension appears almost white and
translucent.

Revac-B mcf * fulfills WHO Requirements for Hepatitis-B Vaccine made by recombinant DNA
technology

RECOMBINANT TECHNOLOGY

The Hepatitis-B surface Antigen (HBsAg) is produced in genetically engineered yeast cells of Pichia
pastoris which carry the gene that codes for the major surface antigen protein of the Hepatitis-B virus.
HBsAg expressed in yeast cells is purified by complex physical, chemical and biochemical
processes. The resultant highly purified surface antigen assembles spontaneously into spherical
particles of an average diameter of 20-24nm containing non-glycosylated polypeptides in a lipid
matrix. An extensive and rigorous R&D processes characterized and confirmed that these 20-24nm
spherical particles resemble the natural HBsAg protein in their antigenic properties. The efficacy and
safety of the formulated Revac-B mcf® is ensured through stringent adherence to the highest
standards of bio-process control and consistent Quality Assurance measures. No substance of
human origin s used in the manufacture of HBsAg protein.

2QUALITATIVE AND QUANTITATIVE COMPOSITION
Composition : Each pediatric dose of 0.5 mL vial contains:

Hepatitis B surface Antigen (HBSAG) 210ug
to ") 0.25mg
Phosphate buffered saline q.sto0.5mL
Composition: EachAdult dose of 1.0 mL vial contains:
Hepatitis B surface Antigen (HBSAG) 2201g
oAl ") 0.5mg
Phosphate buffered saline g.stol.OmL
3PHARMACEUTICAL FORM

Suspension for Injection

4 CLINICAL PARTICULARS

4.1 THERAPEUTIC INDICATIONS

Revac-B mef*is indicated for immunization of persons against infection by Hepatitis B virus. It can
also be administered to Hepatitis Cand D virus infected patients to protect them against co-infection
with Hepatitis B virus.

Revac-B mcf *is recommended primarily for neonates, infants and young adults not only for the
prevention of the disease but also to protect them from probable Hepatitis B virus induced carrier
state, cirrhosis and hepatic cellular carcinoma

In addition, for various groups of individuals as listed below Revac-B mcf® immunization is an
essential requirement:

Partners or people infected with Hepatitis B

. improperly

* Menwho have sexwithmen

+ People with chronicliver or kidney disease

*+ Hemophiliacs and patients on hemodialysis.

« Travelers to specified high endemic areas.

+ Residentsinhighendemicarea.

+ Drugaddicts

P | homes or hostels

+ Household p chronic HBV infection

* Infants born to HBV carrier| i ised neonates

Revac-B mcf is specifically advantageous for babies with neuro-developmental disorders and
possible neuro-suppressant complications. It also allows normal immunization for low birth weight
and preterminfants, which otherwise might be delayed.

4. 2POSOLOGY SCHEDULEAND METHOD OFADMINISTRATION
+ 20ug/ m 1
. munn%ml forneonates, inf d childr belowmyearsofage

PRIMARY IMMUNIZATION SCHEDULE:
i yofPedi

children:

+ AtBirth

+ At6weeksofage

+ At14weeksofage

T i i i muu?liweeksaﬂd least

+ AsperUniversal Program, Hepatitis B i of
ine at6, 10and 14

* Adults: Anir i i the FIRSTand SECOND
doses, followed by the THIRD dose 180 days after the first dose.

SPECIAL RECOMMENDATIONS:
toHBV
« 1"doseonselected date
« 2"dose 30daysafter the first dose
« 3°dose 60 days afterthe first dose
+ One booster dose to be administered 1 year after the first dose
) PR

« 1"dose of 40ug(2mL) onthe firstday

+ 2"dose of 40ug(2mL), 30 days after the first dose
+ 3°dose of 40ug(2mL), 60 days after the first dose
+ 4"dose of 40pg(2mL), 180 days afterthe first dose

METHOD OF ADMINISTRATION
« Revac-B mcf'should b

deltoid i inthe Antero-
lateral aspect of thigh in neonates Infants and young children.
Revac-B mef should not i

resultinloweri Under B mef*:

intravenously.
PFSHANDLING PROCEDURE:
Prior to administration, ensure that the plunger rod is firmly attached to the rubber stopper by turning
the plunger rod clockwise until slight resistance is felt. Do not over tighten. Remove rubber tip-cap

from the syringe and fix th dl y by tumning in clock wise direction into luer lock untilitis
securely fixed to the syringe, remove the needie cap before injecting. Do not rotate luer lock. Finger
grip ‘will prevent Plunger g

“Do notremove the back-stopper from the syringe.”

Fig: PFS Handing Diagram

Luer
PPer Lock
)
pullthe
4.3 CONTRAINDICATIONS
* Revac-| B mef'is generally well tolerated. However the vaccine should not be administered or
fth fthe vaccine.

tumor causing vaccines.

4.4SPECIALWARNINGS/PRECAUTIONS

« Donot or
« Likeall othervaccines, supervisi d i i be
i any i {
. jection (1:1000) mustbe i f It
reacllonun i d the vaccine.
« The hould i i atleast. i accination.

While using the multi-dose vial, care must be taken to use separate sterile syringe and needle for the
administration of every dose. Used multi-dose vial that contains remaining vaccine must be stored at
priortoreuse.

A multi-dose vial of Revac-B mcf from which one or more doses of vaccine have been removed
durmg an immunization session may be used in subsequent immunization sessions for up to
4 dit t

* The expiry date of the vaccine has not passed.

- The dforupto openingthe vial
* The vaccir under. i dii

Before use, Revac-B mcf': in a uniform, whiti uspension
Vial should be visually checked for the presence of any particulate matter or other coloration, if any,
priortc Ifin doubt, do not use the the vial.

Revac-B mef® should not be mixed with other vaccines.
Revac-B mcf*will not prevent Hepatitis caused by other viruses such as Hepatitis A, Hepatitis C and
Hepatitis D and other agents known toinfect liver.

NOTE: Because of the long incubation for Hepatitis B virus to manifest the symptoms, some subjects
may receive the vaccine while infection stays unrecognized. In such cases, the vaccine may not
preventthe onset of Hepatitis due to Hepatitis B virus.

4.5INTERACTIONS WITH OTHER MEDICINAL PRODUCTS

Revac-B mef can be administered concomitantly with BCG, DTP, OPV and measles vaccines that

are extensively used in the Universal Immunization Program (UIP) and also with Hepatitis A,

Haemophilus influenzae type b, Human papwl\omavwrus (HPV) or it may use to complete a pmmary

immunization course started either with pl -derived or with other geneticall

Hepatitis B vaccines.

Revac-B mef should always administer at a different injection site in the event of its use along with

othervaccines.

4.6 PREGNANCY AND LACTATION

Safety and eﬁeclweness have not been established in pregnant women and in nursing mothers.

However, the d to tand lactating mothe be taken by the physician in

the context of case specific high-risk factors.

4.7EFFECTS ONABILITY TO DRIVE AND USE MACHINES

No studies on the effect of Revac-B mcf* on the ability to drive and use machines have been

performed

4.8 UNDESIRABLE EFFECTS

Revac-B mef’ is well tolerated. The common adverse reactions were pain at site of injection,
dfever Tt i 48h

I f post- ] itivity. the
fil
the physician are dizziness, headache, nausea, abdominal pain, rash, pruritis, urticaria, arthralgia,

4.9 OVERDOSE - No case of overdose has been reported

4.10 PRE-CLINICAL & CLINICAL TRIAL EXPERIENCE

+ AB0-day repeat dose non-clinical toxicity study was conducted in mice and guinea pigsto obtain
information on the chronic toxicity of Hepatitis B vaccine. Mice and guinea pigs were administered
with vaccine by intramuscular route on 0, 7" and 14" day. Food consumption, body weight,
biochemical, hematology parameters were estimated and all the parameters were normal. No
detectable signs of edema or inflammation were observed at site of injection. Revac-B“was safe at

ly

+ In Phase IV study, 50 healthy subjects were enrolled to evaluate safety and Immunogenicity of
Revac-B mcf'in children aged between 3 days (new born) to 14 years. Two doses of Revac-B mcf’
was administered with four weeks interval. The mean titer value increased from 3miU/mL to
123.2mIU/mL with 95.5% seroprotection and 88.9% seroconversion

+ The common adverse reactions were pain (2.3%) at site of wecllon persistent crying (1.1%) and
fever (5.2%). Th in48hrs.

5PHARMACOLOGICAL PROPERTIES

5.1 PHARMACODYNAMIC PROPERTIES

Revac-B mcf® generates specific protective immune response against HBsAg. For protection
againstHBV infection, the anti-HBsAg titer (Anti HBs Anti bodies) should be =10 mIU/mL.

Hepatms B vaccines are made from nonm'ecllous parts of HBV usmg recombmanl DNA techno\ogy
The
from the surface of HBV. The pmlems can activate the immune system but cannot give rise to a
replicating virus. Viral proteins used in HBV vaccines are manufactured in yeast cells (Pichia
pastoris) using recombinant technology. Hepatitis B vaccines work by stimulating the immune
system to attack the viral proteins. When a hepatitis B vaccine is administered, the body's immune
system recognizes the viral proteins in the vaccine as foreign, and develops antibodies against them,
thus providing immunity from future infections. In the event of HBV exposure following vaccination,
the body will already be primed to fight the infection

5.2PHARMACOKINETIC PROPERTIES
NotApplicable

6PHARMACEUTICAL PARTICULARS
6.1LISTOFEXCIPIENTS

Aluminium Hydroxide gel equivalent to Aluminium (AI™")

6.2INCOMPATIBILITIES

Revac-Bmef.

6.3SHELF LIFE

The expiry date of Revac B mcf'is indicated on the label and carton of the product Do not use the
the product.

at the production and R&D laboratories have shown the formulation to be stable and potent for 36

months at +2°C to +8°C. Expusure of vaccine to higher temperature at 37°C for 1 month & 45°C for 1

week result

6.4 SPECIAL PRECAUTIONS FOR STORAGE
Store at +2°C to +8°C. Shake well before use. Do not freeze. Discard if frozen. Keep out of reach of
children.

7PRESENTATION

Revac-B mcf'is presented in USP type 1 glass vial and Pre-filled syringe. The content upon storage
may present a fine white with a clear colorless supematant. Once shaken the vaccine is slightly
opague.

Revac-B mcfis available in single dose vials and Pre-filed syringes
Single dose PFS (Pediatric dose): 0.5mL

Single dose vial (Pediatric Dose): 0.5 mL

Single dose vial (Adultdose): 1.0mL

Last revision date: July 2019

Manufactured & Marketed by :

oCcC
BHARAT

BIOTECH
Laod Jnnoraion,
Bharat Biotech International Ltd.
Genome Valley, Shameerpet Mandal,
Medchal District-500078, Telangana, India.
For complaints and suggestions about the product, and any adverse event,
please email feedback@bharatbiotech.com or call on Toll free number 1800 102 2245
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