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INDICATIONS AND USAGE

When oral therapy is not feasible, and the
strength, dosage form, and route of
administration of the drug reasonably lend the
preparation to the treatment of the condition, the
intravenous or intramuscular use of
SOLU-CORTEF Sterile Powder is indicated as
follows:

Allergic states: Control of severe or
incapacitating allergic conditions intractable to
adequate trials of conventional treatment in
asthma, atopic dermatitis, contact dermatitis,
drug hypersensitivity reactions, perennial or
seasonal allergic rhinitis, serum sickness,

transfusion reactions.

Dermatologic diseases: Bullous dermatitis
herpetiformis, exfoliative erythroderma,
mycosis fungoides, pemphigus, severe erythema

multiforme (Stevens-Johnson syndrome).

Endocrine disorders: Primary or secondary
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adrenocortical insufficiency (hydrocortisone or
cortisone is the drug of choice; synthetic
analogs may be used in conjunction with
mineralocorticoids where applicable; in infancy,
mineralocorticoid supplementation is of
particular importance), congenital adrenal
hyperplasia, hypercalcemia associated with

cancer, nonsuppurative thyroiditis.

Gastrointestinal diseases: To tide the patient
over a critical period of the disease in regional
enteritis (systemic therapy) and ulcerative

colitis.

Hematologic disorders: Acquired (autoimmune)
hemolytic anemia, congenital (erythroid)
hypoplastic anemia (Diamond-Blackfan
anemia), idiopathic thrombocytopenic purpura
in adults (intravenous administration only;
intramuscular administration is
contraindicated), pure red cell aplasia, selected

cases of secondary thrombocytopenia.

Miscellaneous: Trichinosis with neurologic or
myocardial involvement, tuberculous meningitis
with subarachnoid block or impending block
when used concurrently with appropriate

antituberculous chemotherapy.

Neoplastic diseases: For the palliative

management of leukemias and lymphomas.

Nervous System: Acute exacerbations of
multiple sclerosis; cerebral edema associated
with primary or metastatic brain tumor, or

craniotomy.

Ophthalmic diseases: Sympathetic ophthalmia,

uveitis and ocular inflammatory conditions
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unresponsive to topical corticosteroids.

Renal diseases: To induce diuresis or remission
of proteinuria in idiopathic nephrotic syndrome

or that due to lupus erythematosus.

Respiratory diseases: Berylliosis, fulminating
or disseminated pulmonary tuberculosis when
used concurrently with appropriate
antituberculous chemotherapy, idiopathic
eosinophilic pneumonias, symptomatic

sarcoidosis.

Rheumatic disorders: As adjunctive therapy for
short-term administration (to tide the patient
over an acute episode or exacerbation) in acute
gouty arthritis; acute rheumatic carditis;
ankylosing spondylitis; psoriatic arthritis;
rheumatoid arthritis, including juvenile
rheumatoid arthritis (selected cases may require
low-dose maintenance therapy).

For the treatment of dermatomyositis, temporal
arteritis, polymyositis, and systemic lupus

erythematosus.
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DOSAGE AND ADMINISTRATION
NOTE: CONTAINS BENZYL ALCOHOL
(see WARNINGS and PRECAUTIONS:
Pediatric Use)

Because of possible physical
incompatibilities, SOLU-CORTEF should not
be diluted or mixed with other solutions.

Parenteral drug products should be inspected
visually for particulate matter and discoloration
prior to administration, whenever solution and
container permit.

This preparation may be administered by
intravenous injection, by intravenous infusion,
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or by intramuscular injection, the preferred
method for initial emergency use being
intravenous injection. Following the initial
emergency period, consideration should be
given to employing a longer acting injectable

preparation or an oral preparation.

Therapy is initiated by administering
SOLU-CORTEF Sterile Powder intravenously
over a period of 30 seconds (e.g., 100 mg) to 10
minutes (e.g., 500 mg or more). In general, high
dose corticosteroid therapy should be continued
only until the patient’s condition has
stabilized-usually not beyond 48 to 72 hours.
When high dose hydrocortisone therapy must be
continued beyond 48-72 hours, hypernatremia
may occur. Under such circumstances it may be
desirable to replace SOLU-CORTEF with a
corticoid such as methylprednisolone sodium
succinate which causes little or no sodium

retention.

The initial dose of SOLU-CORTEF Sterile
Powder is 100 mg to 500 mg, depending on the
specific disease entity being treated. However,
in certain overwhelming, acute, life-threatening
situations, administration in dosages exceeding
the usual dosages may be justified and may be

in multiples of the oral dosages.

This dose may be repeated at intervals of 2, 4 or
6 hours as indicated by the patient’s response

and clinical condition.

It Should Be Emphasized that Dosage
Requirements are Variable and Must Be
Individualized on the Basis of the Disease
Under Treatment and the Response of the
Patient. After a favorable response is noted, the

proper maintenance dosage should be
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determined by decreasing the initial drug dosage
in small decrements at appropriate time
intervals until the lowest dosage that maintains
an adequate clinical response is reached.
Situations which may make dosage adjustments
necessary are changes in clinical status
secondary to remissions or exacerbations in the
disease process, the patient’s individual drug
responsiveness, and the effect of patient
exposure to stressful situations not directly
related to the disease entity under treatment. In
this latter situation it may be necessary to
increase the dosage of the corticosteroid for a
period of time consistent with the patient’s
condition. If after long-term therapy the drug is
to be stopped, it is recommended that it be

withdrawn gradually rather than abruptly.

In the treatment of acute exacerbations of
multiple sclerosis, daily doses of 800 mg of
hydrocortisone for a week followed by 320 mg
every other day for one month are recommended

(see PRECAUTIONS, Neuro-psychiatric).

In pediatric patients, the initial dose of

hydrocortisone may vary depending on the

specific disease entity being treated. The range

of initial doses is 0.56 to 8 mg/kg/day in three or
four divided doses (20 to 240 mg/m’bsa/day).

For the purpose of comparison, the following is

the equivalent milligram dosage of the various

glucocorticoids:
Cortisone, 25 Triamcinolone, 4
Hydrocortisone, 20 Paramethasone, 2
Prednisolone, 5 Betamethasone,
0.75
Prednisone, 5 Dexamethasone,
0.75
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Methylprednisolone, 4

These dose relationships apply only to oral or
intravenous administration of these compounds.
When these substances or their derivatives
intramuscularly or into joint spaces, their

relative properties may be greatly altered.

ik

NRIFTFVEZRBEFBR T o VRN T 4%
VIEEFERAFIUITE TN TR,

Wotdn (34)

Solu-Cortef 100 mg6) (Pharmacia Limited)

Bhee - R

4. CLINICAL PARTICULARS

4.1 Therapeutic indications
Anti-inflammatory agent.

Solu-Cortef is indicated for any condition in
which rapid and intense corticosteroid
effect is required such as:

1. Endocrine disorders

Primary or secondary adrenocortical
insufficiency

2. Collagen diseases

Systemic lupus erythematosus

3. Dermatological diseases

Severe erythema multiforme (Stevens-Johnson
syndrome)

4. Allergic states

Bronchial asthma, anaphylactic reactions

5. Gastro-intestinal diseases

Ulcerative colitis, Crohn's disease

6. Respiratory diseases

Aspiration of gastric contents

7. Medical emergencies

Solu-Cortef is indicated in the treatment of
shock secondary to adrenocortical
insufficiency or shock unresponsive to
conventional therapy when

adrenocortical insufficiency may be present.

ik - &

4.2 Posology and method of administration

Solu-Cortef may be administered by intravenous
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injection, by intravenous infusion, or

by intramuscular injection, the preferred method
for initial emergency use being

intravenous injection. Following the initial
emergency period, consideration should

be given to employing a longer-acting injectable
preparation or an oral preparation.

Dosage usually ranges from 100 mg to 500 mg

depending on the severity of the

condition, administered by intravenous injection

over a period of one to ten minutes.

This dose may be repeated at intervals of 2. 4 or

6 hours as indicated by the patient's

response and clinical condition.

In general high-dose corticosteroid therapy
should be continued only until the

patient's condition has stabilised - usually not
beyond 48 to 72 hours. If

hydrocortisone therapy must be continued
beyond 48 to 72 hours hypernatraemia may
occur, therefore it may be preferable to replace
Solu-Cortef with a corticosteroid such

as methylprednisolone sodium succinate as little
or no sodium retention occurs.

Although adverse effects associated with high
dose, short-term corticoid therapy are
uncommon, peptic ulceration may occur.
Prophylactic antacid therapy may be

indicated.

Patients subjected to severe stress following
corticoid therapy should be observed

closely for signs and symptoms of
adrenocortical insufficiency.

Corticosteroid therapy is an adjunct to, and not a
replacement for, conventional

therapy.

Elderly patients: Solu-Cortef is primarily used
in acute short-term conditions. There

is no information to suggest that a change in
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dosage is warranted in the elderly.

However, treatment of elderly patients should be
planned bearing in mind the more

serious consequences of the common
side-effects of corticosteroids in old age and
close clinical supervision is required (see
Special warnings and special precautions for
use).

Children: While the dose may be reduced for

infants and children, it is governed

more by the severity of the condition and

response of the patient than by age or body

weight but should not be less than 25 mg daily

(see Special warnings and special
precautions for use).

Preparation of solutions: For intravenous or
intramuscular injection prepare the

solution aseptically by adding not more than 2
ml of Sterile Water for Injections to the
contents of one vial of Solu-Cortef 100 mg,
shake and withdraw for use.

For intravenous infusion, first prepare the
solution by adding not more than 2 ml of
Sterile Water for Injections to the vial; this
solution may then be added to 100 ml -

1000 ml (but not less than 100 ml) of 5%
dextrose in water (or isotonic saline solution
or 5% dextrose in isotonic saline solution if
patient is not on sodium restriction).

When reconstituted as directed the pH of the

solution will range from 7.0 to 8.0.
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INDICATIONS AND CLINICAL USE

1. Endocrine Disorders

[J Primary or secondary adrenocortical
insufficiency (hydrocortisone or cortisone is the
drug of choice; synthetic analogs may be used in
conjunction with mineralocorticoids

where applicable; in infancy, mineralocorticoid
supplementation is of particular

importance).

[ Acute adrenocortical insufficiency
(hydrocortisone or cortisone is the drug of
choice;

mineralocorticoid supplementation may be
necessary, particularly when synthetic

analogs are used).

[] Preoperatively and in the event of serious
trauma or illness, in patients with known
adrenal insufficiency or when adrenocortical
reserve is doubtful. Shock, unresponsive

to conventional therapy, if adrenocortical
insufficiency exists or is suspected.

[1 Congenital adrenal hyperplasia

[1 Nonsuppurative thyroiditis

[] Hypercalcemia associated with cancer

2. Rheumatic Disorders

As adjunctive therapy for short-term
administration (to tide the patient over an acute
episode or exacerbation) in:

[] Post-traumatic osteoarthritis

[J Synovitis or osteoarthritis

[J Rheumatoid arthritis, including juvenile
rheumatoid arthritis (selected cases may
require low dose maintenance therapy)

[J Acute and subacute bursitis

11
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[ Epicondylitis

[ Acute nonspecific tenosynovitis

[ Acute gouty arthritis

[J Psoriatic arthritis

[0 Ankylosing spondylitis

3. Collagen Diseases

During an exacerbation or as maintenance
therapy in selected cases of:

[J Systemic lupus erythematosus

[ Acute rheumatic carditis

[ Systemic dermatomyositis (polymyositis)
4. Dermatologic Diseases

[1 Pemphigus

[] Severe erythema multiforme
(Stevens-Johnson syndrome)

[J Exfoliative dermatitis

[1 Bullous dermatitis herpetiformis

[] Severe seborrheic dermatitis

[] Severe psoriasis

[ Mycosis fungoides

5. Allergic States

Control of severe or incapacitating allergic
conditions intractable to adequate trials of
conventional treatment in:

[J Bronchial asthma

[0 Contact dermatitis

[ Atopic dermatitis

[1 Serum sickness

[1 Seasonal or perennial allergic rhinitis
[0 Drug hypersensitivity reactions

[J Urticarial transfusion reactions

[J Acute noninfectious laryngeal edema
(epinephrine is the drug of first choice)
6. Ophthalmic Diseases

Severe acute and chronic allergic and
inflammatory processes involving the eye, such
as:

[ Herpes zoster ophthalmicus

[ Iritis, iridocyclitis

12
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[0 Chorioretinitis

[J Diffuse posterior uveitis and choroiditis

[ Optic neuritis

[J Sympathetic ophthalmia

[] Anterior segment inflammation

[0 Allergic conjunctivitis

[0 Allergic corneal marginal ulcers

[J Keratitis

7. Gastrointestinal Diseases

To tide the patient over a critical period of the
disease in:

[1 Ulcerative colitis (systemic therapy)

[ Regional enteritis (systemic therapy)

8. Respiratory Diseases

[J Symptomatic sarcoidosis

[1 Berylliosis

[J Fulminating or disseminated pulmonary
tuberculosis when used concurrently with
appropriate antituberculous chemotherapy

[0 Loeffler's syndrome not manageable by other
means

[ Aspiration pneumonitis

9. Hematologic Disorders

[1 Acquire (autoimmune) hemolytic anemia
[J Idiopathic thrombocytopenia purpura in
adults (I.V. only; .M. administration is
contraindicated)

] Erythroblastopenia (RBC anemia)

[1 Congenital (erythroid) hypoplastic anemia
[J Secondary thrombocytopenia in adults

10. Neoplastic Diseases

For palliative management of:

[ Leukemias and lymphomas in adults

[0 Acute leukemia of childhood

11. Edematous States

To induce diuresis or remission of proteinuria in
the nephrotic syndrome, without uremia,

or the idiopathic type or that due to lupus

erythematosus.

13
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12. Medical Emergencies

SOLU-CORTEEF is indicated in the treatment of
1) shock secondary to adrenocortical
insufficiency or shock unresponsive to
conventional therapy when adrenal cortical
insufficiency may be present; and 2) acute
allergic disorders (status asthmaticus,
anaphylactic reactions, insect stings, etc.)
following epinephrine.

Although there are no well controlled
(double-blind, placebo) clinical trials, data from
experimental animal models indicate that
corticosteroids may be useful in hemorrhagic,
traumatic and surgical shock in which standard
therapy (e.g., fluid replacement, etc.) has

not been effective. (see WARNINGYS)

13. Miscellaneous

Tuberculous meningitis with subarachnoid block
or impending block when used

concurrently with appropriate antituberculous
chemotherapy. Trichinosis with neurologic

or myocardial involvement.

ik - &

ADMINISTRATION AND DOSAGE
This preparation may be administered by

intravenous injection, by intravenous infusion,

or by

intramuscular injection, the preferred method
for initial emergency use being intravenous
injection. Following the initial emergency
period, consideration should be given to
employing a

longer-acting injectable preparation or an oral
preparation.

Therapy is initiated by administering
SOLU-CORTEF (hydrocortisone sodium
succinate)

intravenously over a period of 30 seconds (e.g.,

100 mg) to 10 minutes (e.g., 500 mg or more).

In general, high-dose corticosteroid therapy

14
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should be continued only until the patient's
condition

has stabilized, usually not beyond 48 to 72
hours. Although adverse effects associated with
high

dose, short-term corticoid therapy are
uncommon, peptic ulceration may occur.
Prophylactic

antacid therapy may be indicated. When
high-dose hydrocortisone therapy must be
continued

beyond 48 - 72 hours, hypernatremia may occur.
Under such circumstances it may be desirable
to replace SOLU-CORTEF with a corticosteroid
product such as methylprednisolone sodium
succinate that causes little or no sodium
retention.

The initial dose of SOLU-CORTEF is 100 mg to

500 mg or more depending on the severity of

the condition. This dose may be repeated at
intervals of 2, 4, or 6 hours as indicated by the
patient's response and clinical condition. While

the dose may be reduced for infants and

children, it is governed more by the severity of

the condition and response of the patient than by

age or body weight but should not be less than

25 mg daily.
Patients subjected to severe stress following

corticosteroid therapy should be observed
closely for

signs and symptoms of adrenocortical
insufficiency.

Corticosteroid therapy is an adjunct to, and not a
replacement for, conventional therapy.
Intravenous Infusion

For intravenous infusion, first reconstitute
Act-O-Vials according to instructions. The 100
mg

solution may then be added to 100 to 1000 mL

15
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of 5% Dextrose in Water (or isotonic saline
solution or 5% dextrose in isotonic saline
solution if patient is not on sodium restriction).
The

250 mg solution may be added to 250 to 1000
mL, the 500 mg solution may be added to 500 to
1000 mL and the 1000 mg solution to 1000 mL
of the same diluents. In cases where
administration of a small volume of fluid is
desirable, 100 mg to 3000 mg of
SOLU-CORTEF

may be added to 50 mL of the above diluents.
The resulting solutions are stable for at least 4
hours and may be administered either directly or
by I.V. piggyback.

The following table provides the stability data
of hydrocortisone in 5% Dextrose in Water USP
(D5W) or 0.9% Sodium Chloride Injection, USP
(NS), at room temperature.

SOLU-CORTEF Stability
CONCENTRATION STABILITY (Time)

1 mg/mL 24 hours

1 mg/mL < x <25 mg/mL unpredictable, 4 to 6
hours

25 mg/mL 3 days

Freezing

In-house studies have shown reconstituted
SOLU-CORTEF 50 mg/mL and 125 mg/mL to
be

physically and chemically stable after one
month of freezing. Once thawed, the above
guidelines

should be followed for SOLU-CORTEF.

fifi & NI FXRVEBEFRT 2 BN KON T A F
VEBEFBATFILEEN TR,
fR7e4 ({&3£44) | SOLU-CORTEFY) (Pfizer Australia Pty Ltd)
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INDICATIONS
When oral therapy is not feasible, and the

strength, form and route of administration of the

16
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drug reasonably lend the preparation to the
treatment of the condition, SOLU-CORTEF
powder for injection is indicated for intravenous
or intramuscular use in the following
conditions:

1. Endocrine Disorders

[J Primary or secondary adrenocortical
insufficiency (hydrocortisone or cortisone is the
drug

of choice; synthetic analogues may be used in
conjunction with mineralocorticoids where
applicable; in infancy, mineralocorticoid
supplementation is of particular importance).
Acute adrenocortical insufficiency
(hydrocortisone or cortisone is the drug of
choice;

mineralocorticoid supplements may be
necessary, particularly when synthetic analogues
are used).

[] Preoperatively and in the event of serious
trauma or illness, in patients with known
adrenal insufficiency or when adrenocortical
reserve is doubtful

[ Shock unresponsive to conventional therapy
if adrenocortical insufficiency exists or is
Suspected

[] Congenital adrenal hyperplasia

[J Nonsuppurative thyroiditis

[ Hypercalcaemia associated with cancer

2. Rheumatic Disorders

As adjunctive therapy for short-term
administration (to tide the patient over an acute
episode

or exacerbation) in:

[ Post-traumatic osteoarthritis

[J Synovitis of osteoarthritis

[1 Rheumatoid arthritis, including juvenile
rheumatoid arthritis (selected cases may require

low-dose maintenance therapy)

17
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[0 Acute and subacute bursitis

[ Epicondylitis

[ Acute nonspecific tenosynovitis

[J Acute gouty arthritis

[J Psoriatic arthritis

[0 Ankylosing spondylitis

3. Collagen Diseases

During an exacerbation or as maintenance
therapy in selected cases of:

[] Systemic lupus erythematosus

[ Systemic dermatomyositis (polymyositis)
[ Acute rheumatic carditis

4. Dermatological Diseases

[1 Pemphigus

[] Severe erythema multiforme
(Stevens-Johnson Syndrome)

[J Exfoliative dermatitis

[1 Bullous dermatitis herpetiformis

[J Severe seborrhoeic dermatitis

[] Severe psoriasis

[ Mycosis fungoides

5. Allergic States

Control of severe or incapacitating allergic
conditions intractable to adequate trials of
conventional treatment in:

[J Bronchial asthma

[ Drug hypersensitivity reactions

[0 Contact dermatitis

[J Urticarial transfusion reactions

[] Atopic dermatitis

[J Serum sickness

[J Seasonal or perennial allergic rhinitis
[J Acute noninfectious laryngeal oedema
(adrenaline is the drug of first choice)

6. Ophthalmic Diseases

Severe acute and chronic allergic and
inflammatory processes involving the eye, such
as:

[ Herpes zoster ophthalmicus

18
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[ Iritis, iridocyclitis

[0 Chorioretinitis

[] Diffuse posterior uveitis and choroiditis

] Optic neuritis

[J Sympathetic ophthalmia

[] Anterior segment inflammation

[0 Allergic conjunctivitis

[0 Allergic corneal marginal ulcers

[J Keratitis

7. Gastrointestinal Diseases

To tide the patient over a critical period of the
disease in:

[] Ulcerative colitis (systemic therapy)

[ Regional enteritis (systemic therapy)

8. Respiratory Diseases

[ Symptomatic sarcoidosis

[J Loeffler's Syndrome not manageable by other
means

[J Berylliosis

[J Fulminating or disseminated pulmonary
tuberculosis when used concurrently with
appropriate antituberculous chemotherapy

[ Aspiration pneumonitis

9. Haematological Disorders

[ Acquired (autoimmune) haemolytic anaemia
[ Erythroblastopenia (RBC anaemia)

[J Idiopathic thrombocytopenic purpura in
adults (IV only; IM administration is
contraindicated)

[J Secondary thrombocytopenia in adults

[J Congenital (erythroid) hypoplastic anaemia
10. Neoplastic Diseases

For palliative management of:

[] Leukaemias and lymphomas in adults

[J Acute leukaemia in childhood

11. Oedematous States

[] To induce diuresis or remission of proteinuria
in the nephrotic syndrome, without

uraemia, of the idiopathic type or that due to

19
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lupus erythematosus.

12. Nervous System

[ Acute exacerbations of multiple sclerosis
13. Miscellaneous

[J Tuberculous meningitis with subarachnoid
block or impending block when used
concurrently with appropriate antituberculous
chemotherapy

[J Trichinosis with neurological or myocardial

involvement

ik - HE

DOSAGE AND ADMINISTRATION
Infants

See CONTRAINDICATIONS.

Adults

This preparation may be administered by
intravenous injection, or by intramuscular

injection,

the preferred method for initial emergency use
being intravenous injection. Following the
initial emergency period, consideration should
be given to employing a longer acting
injectable preparation or an oral preparation.

Therapy is initiated by administering
SOLU-CORTEF powder for injection

intravenously
over a period of 30 seconds (e.g. 100 mg) to 10

minutes (e.g. 500 mg or more). In general,

high dose corticosteroid therapy should be

continued only until the patient's condition has

stabilised - usually not beyond 48 to 72 hours.

Although adverse effects associated with high
dose, short-term corticoid therapy are
uncommon, peptic ulceration may occur.
Prophylactic

antacid therapy may be indicated.

When high dose hydrocortisone therapy must be
continued beyond 48-72 hours,

hypernatraemia may occur. Under such

circumstances it may be desirable to replace
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SOLU-CORTEF with a corticoid such as
methylprednisolone sodium succinate which
causes

little or no sodium retention.

The initial dose of SOLU-CORTEF powder for

injection is 100 mg to 500 mg, depending on

the severity of the condition. This dose may be

repeated at intervals of 2, 4 or 6 hours as

indicated by the patient's response and clinical

condition. While the dose may be reduced for

infants and children, it is governed more by the

severity of the condition and response of the

patient than by age or body weight but should

not be less than 25 mg daily.

Patients subjected to severe stress following
corticosteroid therapy should be closely
observed

for signs and symptoms of adrenocortical
insufficiency.

Corticoid therapy is an adjunct to, and not a
replacement for, conventional therapy.
Preparation of solutions

100 mg plain vial

For intravenous or intramuscular injection:
Prepare solution by aseptically adding not
more than 2 mL of Bacteriostatic Water for
Injections or Bacteriostatic Sodium Chloride
Injection to the contents of one vial.

For intravenous infusion: First prepare
solution by adding not more than 2 mL of
Bacteriostatic Water for Injections to the vial;
this solution may then be added to 100 or
1000 mL of the following: 5% glucose in water
(or isotonic saline solution or 5% glucose in
isotonic saline solution if patient is not on
sodium restriction).

Storage: Store unreconstituted powder below
25° C; protect from light.

Use in one patient on one occasion only. The
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100 mg plain vial and the Act-O-Vials do not
contain an antimicrobial agent. Use solution
immediately and discard any residue.
Directions for using the ACT-O-VIAL system
1. Tap to ensure that powder is at base of vial
and away from the central stopper.

2. Place the Act-O-Vial on a flat, stable surface
and hold with one hand.

3. Press down firmly on the plastic activator
with the palm of the other hand to force diluent
into the lower compartment.

4. Gently mix the solution by turning the vial
upside down a number of times. DO NOT
SHAKE THE VIAL.

5. Remove plastic tab covering centre of
stopper.

6. Sterilise top of stopper with a suitable alcohol
swab.

7. Whilst vial is on a flat surface, insert needle
squarely through centre of stopper until tip is
just visible. Invert vial to allow the solution to
flow into the top compartment and withdraw
the dose.

Further dilution is not necessary for intravenous
or intramuscular injection.

For intravenous infusion: First prepare
solution as just described. The 100 mg solution
may

then be added to 100 or 1000 mL of 5% glucose
in water (or isotonic saline solution or 5%
glucose in isotonic saline solution if patient is
not on sodium restriction). The 250 mg
solution may be added to 250 to 1000 mL, the
500 mg solution may be added to 500 to

1000 mL of the same diluents. In cases where
administration of a small volume of fluid is
desirable, 100 mg to 3000 mg of
SOLU-CORTEF may be added to 50 mL of the

above
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diluents. The resulting solutions are stable for at
least 4 hours and may be administered either
directly or by IV piggyback.

To avoid microbial contamination hazards, the
further diluted solutions should be used as

soon as practicable. If storage is necessary, hold
reconstituted/diluted solutions at 20- 80C for
not more than 24 hours. Any solution not used
within 24 hours should be discarded.

When reconstituted as directed, pH's of the
solutions range from 7 to 8 and the tonicities
are:

100 mg ACT-O-VIAL, 0.36 osmolar, 250 mg
ACT-O-VIAL, 500 mg ACT-O-VIAL, 0.57
osmolar (isotonic saline = 0.28 osmolar).
Storage: Protect from light. Store
undiluted/unreconstituted product below 25° C.
Use diluted/reconstituted solution as soon as
possible and only if it is clear. Unused

solution may be stored at 20- 80C for not more
than 24 hours provided aseptic procedures are
followed. Any solution not used within 24 hours

should be discarded.
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<IN BT D b R AR >

Effect of intravenous hydrocortisone on nocturnal airflow limitation in

childhood asthma. 10)

NSRS BB 26 N (T-16 5%, P 12,9 £1.775%) Ik RearFy»
(30 g/t {AFEFE/24 FE[EH]) &7 T BARELTERZAVE B 24—

— _HEMRBEARE T, NEEFICB T A2 KBS ERIC T D5 EE
R aLF Y DR A e

< HARIZEIT D R A RS >

1) /NIREE I EREIZRIT D Hydrocortison @ Pharmacokinetics &
Pharmacodynamics11)
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AR E IR Y — VAR 2mL & A 7 F U A (100w g/mL) 0.2
mL 2B LA 7 74P —IZTHRA, 20-30 /MR T 3 Bl & TH
INTHENR TR bMmiKE Vv - a—F 7 Tmglkg 30 4y /T CAaflisfit
6 HEfE k6 =

(4) FENITMBEDBIETA N7 A4 o~ iHikin

<WMZBTDHA RTA &>

1)  British Guideline on the Management of Asthma 14)

6.2 ACUTE ASTHMA IN ADULTS Annexes 2-4 contain algorithms summarizing the
recommended treatment for patients

presenting with acute or uncontrolled asthma in primary care (Annex 2), ED (Annex 3), and
hospital (Annex 4).

2 Annex2:Management of acute severe asthma in adults in general practice

% Annex3: Management of severe acute asthma in adults in Emergency Department

¢ Annex4: Management of acute severe asthma in adults in hospital

Annex2,3,4 M3 |2 Prednisolone 40-50mg or IV Hydrocortisone 100mg O ii#i &H ¥

6.8 INITI AL treatment of acute asthma in children aged OVER 2 years

6.8.4 STEROID THERAPY

Steroid tablets

The early use of steroids in emergency departments and assessment units can reduce the need
for hospital admission and prevent a relapse in symptoms after initial presentation. Benefits
can be apparent within three to four hours.

A Give prednisolone early in the treatment of acute asthma attacks.

A soluble preparation dissolved in a spoonful of water is preferable in those unable to swallow
tablets. Use a dose of 20 mg for children 2-5 years old and 30-40 mg for children >5 years.

Oral and intravenous steroids are of similar efficacy. Intravenous hydrocortisone (4 mg/kg

repeated four-hourly) should be reserved for severely affected children who are unable to

retain oral medication.

Larger doses do not appear to offer a therapeutic advantage for the majority of children. There
is no need to taper the dose of steroid tablets at the end of treatment.

;; U se a dose of 20 mg prednisolone for children aged 2-5 years and a dose of 30-40 mg for
children >5 years. Those already receiving maintenance steroid tablets should receive

2 mg/kg prednisolone up to a maximum dose of 60 mg.

f. Repeat the dose of prednisolone in children who vomit and consider intravenous

steroids in those who are unable to retain orally ingested medication.

f. Treatment for up to three days is usually sufficient, but the length of course should
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be tailored to the number of days necessary to bring about recovery. Weaning is
unnecessary unless the course of steroids exceeds 14 days.

¢ Annex 6: Management of acute asthma in children in Emergency Department
$¢  Annex 7: Management of acute asthma in children in hospital

Annex 6,7 M |Z Oral prednisolone 20mg

or IV hydrocortisone 4mg/kg DFL#E H U ,

<HRIZBIDLHA RTAFE>
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RIFEME BINERE AT oA FEFERE*2

PR WIIERE APt A7 v A REEEERIE*2
6~157% WHEME BIEE AT oA FEERE (- EAa) *2

RIEME WIHFER  ABe A7 v A REEHEY2

REFE BINRIE AT v A FEFEERE*2

R A2 AIHIERE AR A7 v FEEREREY2

*Q EH AT oA FERSE
B, e FeaLF Y 5~Tmglkg, 6 B L, 10 B ENT CHEEL
1% 30 Sy FRFE ) CURTE ER T,

7-13  EEERER CTolm BRIEIC KT DIEMIEIET T - (2 AR KD
HRAE GBIER (EAMICARL) A7 8uA FEEL (FE - &0) *2

RIFEE WIHNBIE APt AT oA NIEFREY2

KFEE BINEE A7 A FEEERE*4

PR A2 FIEIRE ABE A7 m A FEFERIEY
2 AT A RIEFVESFEE 10 0FEE T THIEE 721X 30 0 FEEE M 1 Tl
T 250, OG5 9T5, LR TIHEERNWICABREL TITORE T D, &2F
M2 Ta A NEORGBGITHREI NV, ZOEMIIE1 7 A2 3 HERE,
THRIZHERE L T2, 2hE2 8B 2581 3/NET7 LV —8EMEZFITT 5,
¥4 JEWRIZIGEL, E Fea LTy o if bmglkg & 6~8 B2 &, 7137
ElZyarReAF LT L R=Yu 0% 0.5~1mg/kg % 6~12 FEfl] = & 12 A,

29



HAK S -179

#7112 !“NEGJII%\‘FI..ﬂI&M?: (2~ 5 BELT 6 ~154)

/N VSR S M BT

BH A KT 422008 16)

#

e
MDD L 2
:lﬁ!hzfm‘»ﬂll)

i

EHDLETRRNEIL R

RCE, $LTLESS 2411 5. IR0 Smgh. EMEITE.

9
-w‘ennmﬂm tku‘:;m am'rm irs

[ B RN R ( S48 IR) SRR - R -Spez-PEF- BT MK TR MBHZHHLL —i
I
kN R
R e— . F PR P T p— | R e —
“PEF > B0 (MR L 5] -m%snuthMtMlm L L T i «Au L -
-PEF 808 | MBI 2, 18} ‘SN SPEFS0( o R ) FEF <3036 [ 8: MW L - WA BT AT
-Sporm 6% a2 e DA £
. e ‘M(le‘
- < S 60! -
4‘mmNu Pacos, midg = = Ho
w3 SAEE
!ﬂ!'mmm'ﬂ *" B, (W) Spos < 953 ]
gazas—) »uumm—a n.u;a e moris . A BEhORE 1
. L] AEEALER P e
- AFCA W
amm;:'nsnﬁ - ;’31%““
N - BopzEcasiaEETE R FASHMEELG S
BRI ARG LR
PEF = B00%, mme) (¥E) mshor AFOSFEER
“EpmEETH =it s FUTOF LS SRR
DAUTOF L — R A )
X JEARAA A 2, PEF. Spos. F4 71U BB E: TErTeAMEER
S FFOAEE (o i AR BN BETRSTET
mu‘l‘uh‘)! andar ma TR
i TennmMys P27 AR | hSUL
WERSBIMORICEE G- R RE 21
AR 0 T A TEIEAET
eI TERRTD fimmaaL MmN | R CERE S A

ZJ7‘./“714)/»\!]9;(1:!)9&}_#!!6121‘!/71'}1&“!1! B2 TS HIL TR S, 2-SE R
LA,

"

~1
PR A TN Sl g/ (12

ThEL

A TEF LS = LA
72T~ ve0 5% 2~Benl.. H‘.—B'}tl:/ Loy g st

R PR T B ST (M )

:3'ﬂ

TVSEMTIE.

TR

L] ONPIELC T TS,

wWELL R

2 aFof

e

@7-2 AR OBIERIEICH T S EMRITOMG (2~ 158)

2~5H . I -
hil’ RAE BRA KR HRT
it b LIRS AU D i AR AR |
- MEEA (Sp0,<95% T | AMREBARM |1V TOF L/ — it
] #E) MR, W A |
g AFOA FEME BEEAEL, Wi,
LT RREE | AFOF KRR
o TI/T U R |
AR R AFOq FERS {UTOFL S - | €U TOTF LS —LNE
Wiz - o) WA WA U TOF LI~
andior AF04 FENIRES | LR
FIIT AR 5 K3 AMEE
g R ToF R WA
¥ BADEMTREL A TPRERE
L ERObLETHONS R ()
T
SRTLIAMIHTS | #7138 ERRNTOMBRIECHT 3 EUMETS (2 BEE)
Rt MR L, ST | R = = —
AUl A RAREER { s 3
ey - . BAVMRIEA AR
2ny B e KR  WETe g f‘ﬂ;l'"] SHEBRBARM | AUTEFLS -0
AFHMER SHBERARE | AR B SSpor<oss) | s A
BET (SpON<O5% T | ABMEEARA: | 1vTOFLs - | btk HRAS
E ) MEA, Wb A ATOS FEMET |
ZFO1 PR CEL: PR _— ATOTFEMWERE
L PLITULHRAE | 7O FRWEEN AHBERARE | (ka1 AR 1U7OFL/—0 | MBAEE |
T ES7 44 R £l ZF0 FRgS SR, - A TR
AN A704 FRRS {UT0F L/~ LR 1 v 7OF L/~ g Wiz - §00) AFOAF ML ?*n??‘ R I
(Wit - @O) " WA (fYTAFLI—| | L] I 700 AR | Tt
B andior AFOERMEERS | MR [EPPRDISRIR b e . ::(:(:’m‘ I
g Fi/74U-mAN T K- AME [[Qll'"' |
Y it R AR
e SO it i ’:gmi’slzr—Jaumaawtm\ummmru 15 7roamESE |
| | HRYE R (HE) [ '
CREERELTOSEMTE, BNOREERE AN EERAET., AOSIROBRRERS, | | e |
S RFOS KEORES LML 2 LS CMEROBAN S5, EM TR TS TH0. B | | paimwn ) 115 a0m i |
| EUBRALEVTEFANTSS, BEESE, ARTLLE-ORPMECENT S, b Bn g g EL. 20~30RMAT 3B TRNAR TS, xﬁmm
" AMBETA 15~ RIHRAE L, 20~09MMT IME TR . [ Y ;
| aseaFor Fmss; e | ;S;;Tbgu:i::;?ﬁgﬂljrnémumgnl”‘””'*"a” F"’**I
WiEIEKOINFULE~Tmphg, SMMTE, $ALTLFZJOLME ~15meke B | | MBS nge. Pomm, ,;;F;’;ﬁ”ﬁ'“a' SMEA AL EAORBENSY |
| 05mgkg, GRME, LEEAFNTL FZ AL 1 ~1.5mpkg® 4 ~6 MM &, || BT AR -WE T s, FHIE, 1 EMCH@RELT S, "hta*"‘ﬂ
| 0SB T 72 (230 21t T AL B, | [»4v7arLs —ntma
| W L FSV0N05~ 1 mpghg/BiR3). FLESVDLOABrEREBEEAs 28 L | & BN T 5. ZOEMFTARTHETE, .&lﬂﬂ)\iﬁ{lf
Do FHBVEFHH A5 2T % 4005mgl0.5mLikg/R (5 2) rord
UTE ST UL D I0RELE 1 B (718, TASEEFIILTHY) [“EREBL. € KON usmpket 6~ BHMT L, EARTL KIS S‘Jl-i'l
TEIT U LEREE T4 ) ABEE 6 ~15 gL | LFE=U0R05~ | mpket 612807 LR, |
NAUTOF L —SREARE PR TN 05% 2~ Sml, BAETOS S Lo 0~2smita | | ARRSEESENL IR, BREROS SARADREEHME L THEE G, R |
| BRIKSOOML, BUOBEPHERLTEME LT (HALET 2T A0 0.5% tomL+emgak || MHORAUEBORS M ERT 5. |
| soomLa 5 W) | " AL B DB B L O T TH bt A HRE Ly, |
— |

30




HAK S -179

B7-1 ESNMNTORORFCHT IENNLT S (2~158)
=) i
T

AmBE,

[amamasrmm  |2roqreas

o7 e NS S R D AR AE A~ D %t

2 EREETOXISR

2 RAIEIZKE T D IRE

SEWIINEE

MEREZ T 2R, AT aA RENTI /7400y WIhd DWW IEM
FakbT 5,

AT aA FEIZ #HEHDLWVIINIRTEEGET 5, £ Fea)LF Y 5~Tmg/kg,
AFNLTL R=ynrr1~15mgkeg (7T AB), 37 F=ynro1
~1.5mg/kg x> < VFET S,

2T a4 REEGICET 2EER
27 aA REORHEGIIRAMEAOHBLUIH5EE LTIV, BRE LIRS
XHET D, WOE O RBEIIPEIETLT I 74V U REHELS T Tk
<, A7 A FREOHHAEZEET D,

O A7y 73U LEOEMEBIBEN I NTND,

@ WE 1EMICHEBIIEC L D ABEOBEERSD 5.,

@ EkPEE A mMEBIESLHIEBROILDICK[RENTE L SN &

NdH D,

3 KIFNEIT %t B 15 IE

EIEREY

FTMELRG F T2 MKW ARE X T T A4 P —THASE, MEEMHHEL
7bET, AT a4 FEOFHE, BLIORT2LEXRTIOHEEZRAZLEL T, 7
274 ) DS ERBT S,

BN 5

AT v A RIED AT

31




HAK S -179

WU AR AN 9 B IR
A7 a4 FROM &

4. — B 72 FEAETR IR 3R

6) EFMERAT oA KK

M BFEAEICH T AT oA FEORHFERGIIAZTHY . FHRIELL LOFREET
B2 RS EE DWW AFRIEIZHT LTSN EWGAICT X 7 40 U OB HERE,
EHMERAT oA REOWNWTINH L WVIXHMFORERNLEIZ/RD, E2FMERT
A REEITITE T MR 2 <, WERICEHKRD RN T 5 E TIchir L
HARERINND DT, 2O E2BE L THKDREZHE T 2LERNDH 5,
KEEIT, BRFIROTEGOSEG, E FealF Y v 5~Tmglkg & 6 IFH T & |
FlX7 vV F=yrr 1~1.5mgkg, LM%, 0.5mgkg % 6 FEf] T &, F 72
AFNLT L R=ynr v 1~15mgkg % 4~6 K] Z £ 12179,

tRhearFyidixgrarida,f MEFEZETLHRZOICT NI U LE
FEIERICLVREZAE LD ZERNHDLDOT, 3 HUEAWDHAITIZMA ~D
EENRLEE LW, AT 04 FBBUEDZ L 2EET L L. REROICKRET D
HA 2L, oneshot THET ALV G, Sl ETHIEINLLETHD,

EHPERT v A NEOKREGITEHE OFIEREOE ) 25l LSV TITV, 7
gL IITO RV, REBRKEZD TELHRET RGPS 20 ENRH D, BH M
DGR HIX BIEREERICK L TREZ2MENT A SN2V T, BiEtEd
(CPIELTENWEEOHRELH D,

REFIRANC I B3 _RE R OMICHEG T XE 0B L TiE, bAE &K T
WA R 5,

PDRETORMFREEREDO X T 0 A REOEGITRFIRGIZITEOA TS Z &
MWL Bk TIIROMIZITDR D Z %W, BekTid, AMERE”RORD
274 REOEENEETHITOA TV, BFEIXI7T L F=y e rRNHVS
NAHZENEL  HERITFL F=Y o U #8 0.5~4mg/kg/H (4> 3) Th %,
REFIRE G R OS5 OB TIEAIMEIIRSE THD E VIO HEND 5, APESR
TEREIZECK CRROMIC AT A RREG SN DO1%, EFEE O &2 aMik
ROTZOICREFIRE R Z CEXHRETRIT LD THDH, 6L, TAEY
MR L TEZETHHLEWVNI Z BB THD EHERISNDE, TAEY Ui
BRFIZAFT LRI AT oA NIBBUEIZAT 04 FRIFIZEEND
BIERN DR T RPETTIERL, anIBTATIVOATe A REDO LD
HLTWaEENTWD, iwlZelt snd ) VBB AT VOAT A KT
LIV R WRRE XM 2 K L5 5, £/, Vb A Rr—/b 40 TR
MENTVHLAMEICIIMEBOAL XY N ITEREENTEY, AT L LXF—fE

32



HAK S -179

T o THBIEDRR & R 58NN H 5,

ORETIE, BRIELL ETABRT 256 IS IERF IR EIREIE N TbiLD 2 &
NEL . F72 15 UL TO/NRIZIZT A Y UEENIZEAENRND T, &
BARAIIC AT m A FEEEZRE L THMEICRD 2 &i3d iy, 2, ARicE
WTCIE, ROERINE, g, ke EODICREEIRNICE S S5 21570
W2 EHZu,

ERHSPHRIC L 2 27 04 REOKEEIL, ZOREREROBLEN D, B
LEMICHRELTIRALRY, 28R T o FEOHMN1 7 A1 3 ALLE
ORI NDHEE, DNET VL —EME~ENT D,

(5) BHNEIZHR DA TOERFAERBOR X OERFEHER (EF (1) L
) 1zHoWnWT

1) 4 HoOWEER#H 2011 F 23 % /JpEAER SROKEWHE A ME
FAEREDIRHE 13)

Mg S D BPEFAEIZ T L Tlk, WTFIZHERITIB W T H/AFIE, FRIE. KFEIE
DNTHOHAETH, FTI1EB 2HHEEOWAZITH ., 20-30 /3 MIkE T 3 FF
TAIET D, IRP TRV E XL, BIERAL, 61V VX2 T35 7
EOMEAERGBLTCE FaaLF Y v 5-Tmglkg (30 43 LL B2 T A # i)
O LIk T 5, T I ABRNBMEILRD,

LGB 4k, RIEAIE

AFEIRRE 1T X — VI AWK 2mL & A 7 F W AR (100w g/mL) 0.2
mL ZREM LR T 74— THA, 20-30 43 fElkE T 3 Al E TH]
IHTWENRR R LK E YV« a—F 7 Tmglkg 30 2 CAEEERE
6 FEf R &

(6) Efto (1) 6 (5) #HFEFAT-EEOZYMEITHONT
< BEEEHE - RITONT >
1) LDToOHENG, EHEBEE - 2R KB mE] Lridi Lz
> KE., EE, NE. ZEICTHE - R TRE I ED AR INL TS
Z &,
> UERBOBZWIEEITENI CEN LS Ao EHRILY C X% X
Bl EZiahTtnsdZ &,
> ARFOWGEE TS « BEHA KT 422009128, M EIME (GihyE)
ADOFISEHRE LT, E RraAF Y roEEBENTRIN TS,

33




HAK S -179

<HEEMYE - HEIiZo>nT>

1) UTOHAHICEY [5~Tmgkg 2w-< W #ET 5, Lid# Lz,

W B TPy« EEHT A T A 2 2009, /NERKE S SR - EETA N7 14
2008 ICBWTC, B ReaiLF vy b~Tmglkg 2 ->< WFRET D L &SN
TWb,

<BEERWIIE Sz >\WT >

LTy, BRICRIETA R4 VICi#licnTh Y, BB IEOERIZ )

MIZERH ST b,

1) WEETFR - EBEHTA KT A2 2009, NEAE L BIGE - BEATA KT
A 2008 ODHFEFIZHTHIRFEOHEIZ, [WIHVERZHT N6, A
TaA RENTI 27400 ro0nT b NEWEEREG TS, LG
WMINTWD, £, REEICHTLHHFEOHBIZS, TEFTWEREGT
THR2 FIEB AR E R T TA P —TCHASE, & EMHELELET,
AT FEOFEEZITI ) LR INTEY , KT OEIK T 6 BRI iy
BIEOEHIZHEH I LTV D,

4. FERiT RERBOMEH L £ DO HIER

1) 72 L

5. &

< Dh >
1)

6. & LHk—&

1) WEETH - BHEAAL KT A2 2009 8. Fix OME  8-10 MEEIE 184 ~ 193
2009

2)  HEKREK DbAEOWEXOEE 7 LLF—2004 1112~1118 2004

3) Nakazawa T,Dobashi K. Current asthma deaths among adluts in Japan.
Allergol Intern 53 : 206~9 2004

4) MR IR R B T AE Y UhE MR 12(8) 1990 ~ 1001 1981

5) KE WA CE

6) mE RMAGE

7)  ME WA E

8)  JNE  WRAFSGE

9) ZE WMNGE

34



HAK S -179

1 0) Effect of intravenous hydrocortisone on nocturnal airflow limitation
in childhood asthma. Eur Respir J 2003; 21: 627-632

11) /MR E X B B FICE J 5 Hydrocortison @ Pharmacokinetics &
Phaarmacodynamics

12) 7ry==877vF mIFKREK, BINE; ~V Y HEYE H 3 Rt 2009 4
1657-1668

13) A, dbEDER, mIFKRE ; 4 B OEREES 20011 42K ; 2011, 1197-1198

1 4) British Guideline on the Management of Asthma

15) W PP BEIA KT A2 2009 7 ¥EMcksrarbe—n 72 AMEHE
B OCGEE) ~oxs (BRA) 113 ~ 127 2009

16) /WMRRE N EIGHE - BB A K742 2008 % 7% /NEKE SO @M
fE~O%IE 70 ~ 91 2008

35



