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1% of Injections
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DOSAGE AND ADMINISTRATION

Do nol inject intravenously or inlraclermally
RECOMBIVAX HB DIALYSIS FORMULATION

(40 mcglml)  IS INTENDED ONLY FOR ADULT
PREDlALYSlSlDlALYSlS  PATIENTS.
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erythema, ecchymosis, swelling, warmth, and
nodule formation.
BODY AS A WHOLE
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Pharyngitis; upper respiratory infection.

Incidence Less Than 1% of Injections
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For personsat  r&k of hemorrhage following
intramuscular injection, RECOMBIVAX HB may be
administered subcutaneously. However, when
other aluminum-adsorbed vaccines have been
administered subcutaneously, an increased inci-
dence of local reactions including subcutaneous
nodules has been observed. Therefore, subcuta-
neous administration should be used only in per-
sons (e.g., hemophiliacs) who are at risk of
hemorrhage following intramuscular injections.

Sweating; achiness; sensation of warmth; light-
headedness: chills: flushino.
D IGESTIVE &.YSTEM  -
Vomiting; abdominal pains/cramps;
dyspepsia; diminished appetite.
RESPIRATORY SYSTEM
Rhinitis; influenza; cough.
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immediate hypersensitivity reactions including
rash, pruritus, urticaria, edema, angioedema,
dyspnea, chest discomfort, bronchial spasm,
palpitation, or symptoms consistent with a
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the first few hours after vaccination. An appar-
ent hypersensitivity syndrome (serum-sickness-
like) of delayed onset has been reported days
to weeks after vaccination, including arthralgia/
arthritis (usually transient), fever, and dermato-
logic reactions such as urticaria. erythema mul-
tiforme, ecchymoses, and erythema nodosum
(see WARNINGS and PRECAUTIONS).
Nervous  System: Peripheral neuropattiy  includ-
ina Bell’s Palsv: muscle weakness: Guillain-
Barr6  syndrome.
Special Senses: Optic neuritis.
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In addition, a variety of adverse effects not

observed in clinical trials with RECOMBIVAX HB
or RECOMBIVAX HB Dialysis Formulation have
been reported with HEPTAVAX-B@  (Hepatitis B
Vaccine, MSD)(plasma-derived hepatitis B vac-
cine). Those listed below are to serve as alerting
information to physicians:

Nervous System: Neurological disorders such
as myelitis including transverse myelitis; acute
radiculoneuropathy; herpes zoster.
Hematologic:  Thrombocytopenia.
Special Senses: Tinnitus; visual disturbances.

The vaccine should be used as supplied;
no dilution or reconstitution is necessarv.  The full
recommended dose of the vaccine shobld  be
used.

The RECOMBIVAX HB vaccination regimen
consists of 3 doses of vaccine. The volume of
vaccine to be given on each occasion is as
follows:

220  years 1 mL 1 mL 1 nlL
(10 mcg) (10 mcg) (10 mcg)

‘Infants born of HBsAg-negative  mothers.

The recommended RECOMBIVAX HB Dialysis
Formulation vaccination regimen for predialysis/
dialysis patients is as follows:
Group Formulation Initial 1 month 6 months
Redialysis
and Dialysis Dialysis
Patients 40 mcg/mL 1 mL 1 mL 1 mL

Whenever revaccination or administration of a
booster dose is appropriate, RECOMBIVAX HB
may be used.

The recommended regimen for infants born of
HBsAg-positive mothers is as follows:
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Storage

Store  vials at 2”-8°C  (36”-46°F). Storage above
or below the recommended temperature may
reduce potency.

Do not freeze since freezing destroys potency
For more detailed information! consult your MSD
Representative or see Prescnbing  Information.
Merck Sharp & Dohme, Division of Merck 8 Co.,
INC., West  Point,  PA 19466. J9RX06  (206)
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r over a century, that philosophy has guided the
rowth of the largest and most diversified health

care company in the world. Today, as we continue to grow
in response to a health care marketplace where the need
for effective infection control and wound care products, as
well as efficient, specialized services, has never been greater,
we can still conceive of no higher purpose.

Johnson &Johnson Medical Inc. was created to better
meet your needs in the coming decade. Over the years,
Johnson &Johnson Patient Care, Surgikos  and Sterile Design
have provided health care professionals with a wide range
of products and a valuable body of knowledge in the
critical area of infection control. Now, they come together
as Johnson & Johnson Medical Inc., giving you a single
source of continued support in the vital areas of infection
control and wound care, while responding to the ever-
increasing need for economic efficiencies. We dedicate
Johnson &Johnson Medical Inc. to you, the health care
professional, as we prepare to meet the special challenges
of the 1990s together.

MEDICAL INC.
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