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ORASONE
PREDNISONE USP

1T'mg., 5myg., 10 mg. & 20 mg.
: DESCRIPTION

ORASONE Prednisone Tablets, available in four strergths up ti&'ig., provide
dosoge flexibility over the entire range: from high-initial to. lommay nce doses.
The tablets are embossed for strength identificorion c?;e to prevent confusion
or mixing. Gluc P v rical  ster oth snaturelly occurring and
synthetic, which & vhf_‘wvsimgr%m%n
white to practjc hike, TTihe powaer. 1t 15 very s ightly solublen
water;. soluble:in méthand! and. in diaxdne; sparingly soluble in acetane and in alco-
hol; slightly soluble in chloroform:

ACTIONS:

Noturally occurring glucocorticoids” (hydrocortisone and cortisone), which also
have solt-retoining properties, aré used os replacement thetapy in adrenocortical de-
ficiency stores. Their synthetic analogs ore primerily used for their potent anti-in-
flommatory effects in disorders of many organ systems.

Glucocorticoids couse profound. and voried metabolic effects. In addition, they
modify the body's immune responses 1o diverse stimuli

INDICATIONS

1.Endocrine: Disorders:

Primery or seconddry ‘adrenocortical insufficiency (hydrocortisone or cortisone is
the first choice; synthetic analogs moy be used in conjunction with mineroin:
corticoids where. applicoble; in infancy mineralocorticoid supplementation is
of porticulor importance).

Congenital adrenal hyperplasia.

Nonsuppurative thyroiditis.

2. Rheumatic Disorders:

As odiunctive therapy for short-term odministration (to tide the patient dver an
ocute episode or exacerbation) in:

Rheumatoid orthritis (seiected coses may requiré low-dose maintenance therdgy).

Psoriatic arthrivis. Acute nonspecific tenosynovitis.

Ankylosing spondylitis. Acute gouty arthritis.

Acute and subccute bursitis.

3. Collagen Diseases:

During an exocerbation or os maointenance therapy in selected coses of:
Systemic lupus erythematosus: Acute rheumatic carditis.,

4. Dermotologic Diseases:
Pemphigus, Exfoliotive dermatitis.
Bullous defmevitis herpetiformis. Mycosis fungoides.

Severe erytheca mulyiforme Seveare psoriasis.
{Stevens.Joinson syndrome).

5. Allergic States:

Hypercalcemia associated with concer.

Control of severe or intdpaiitating allergic conditions introctable fo: adsquare
trials of czaventional treatment:

Seasonal or perenniol ollergie rhinitis, . Atopic dermatitis.

Bronchiol astmo. Serum sickness.

Contoct dermaritis,

6. Opthaimi¢ Diseases:
Severe acute ond chronic ‘allergic and inflommatory processes involving the sye

and its odnexa such as:

Allergic cornesi morginol uleers. Allergic conjunctivitis,

Herpes zoster sphthalmicus. Kerotitis,

Anterior segment inflimmation’ Cherincetinitis,
Ditfuse pasterior uveitis and choreiditis. Optic nosuitis,
Sympathetic coathalmio. Iritis and i:idoeyclitis,

7. Respiratory Diseases.

Symptomatic sercoidosis.

Loeffler's syncrome not manogeable by other maons.:

Berylliosis.

Fulminating ¢r dissemina¥ed pulmonary tuberculosis when concurrently accompa-
nied by opsropriate antituberculous chemotherapy.

8. Hematologic Disorders:

ldiopathi¢ and secondary thrombocytopenia in adults.
Acaouired (autcimmune) hemolytic aremia,
Erythroblastocenia (RBC onemia).

Congenital {ervthroid) hypoplastic snemia.

9. Neoplastic Diseases:

For palliotive monagement of: ; )
Leuvkemios and lymphomas in adults. Acute leukemia of childhood.

10. Edematous Stotes:

To induce o diuresis or remission of grofeinuric in the nephrotic syndrome, with:
out uremia, of the idiopathic type or that due to lupus erythematosus.

11. Miscelloneous:

Tuberculous meningitis with subsrachnoid block or impending block when concur-
rently accomponied by appropriste ontituberculous chemotherapy.
Systemic Dertsatomyositis {polymvesitis).

CONTRAINDICATIONS
WARNINGS

In patients on corticosteroid theropy subjected 1o vRusual siress, increosed dosage
of ropidly acting corticostersids before, during, ond ofter the stressful situation is
indicated.

Corticosteroids may mosk some signs of infection; and new infections may appesr
during their use. There may be décreased sesistance ond inability to localize infec:
tion when corticasteroids ore used.

Prolonged. use of corticostersids may produce josterior - subcapsular. coioracts;
gloucoma with possible damage o the optic nerves, and may. enhance the estoblish-
ment of secondary ocular infections due 1o fungi or viruses.

Usoge in pregnancy: Since adequate human reproduction studies have not been
done with corticasteroids, the use of these drugs in pregnancy, nursing mothers or
women of chilcbearing potential véquires that the possible benefits of the drug be
weighed ogainst ‘ne potentiol hazords to the mother and embryo or fetus. Infants born
of mothers who ~ave received substantial doses of corticosteroids during pregnancy,
should be carefuiy observed for signs of hypoadrenolism,

Average ond arge doses of hygrocorlisone or cortisone can couse elevation af
blood pressuce, szit and woter rétentien, and increosed excretion of potassivm. These
effects are less ‘ikely to sccur with'the synthetic derivatives except when used in
large doses, Diesary salt restriction and potossiom supplementation may be neces-
sary.  All cortizssrerords incregse colcium excretion.

WHILE ON CORTICOSTERQID THERAPY PATIENTS SHOULD NOT BE VAl

Systemic fungal infections.

NOT SE UN N :) 5 ARE: ON CORTICOSTERC
SECIALLY ON -i3H DOSE, BECAUSE OF PLESIBLE HAZARDS OF NELZ
ICAL JI2MPL IONS AND A LACK OF ANT:300Y RESPONSE.

radnsem e inachive rubercL. S5is shouio se resirictedtn '

{issemimoted tubersuiosiz n which the corticostercid
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Hommotory effects in disorders of many orgon systems.

Glucocorticoids couse protound and varied metobolic effects. In addition, they
wodify the body’s Wmmune respanses to diverse stimuli

INDICATIONS
1.Endocrine Disorders:

Primary or secondary sdrenocortical insufficiency (hydrocoriisone or coitisone is
the first choice; synthetic anologs may be used in conjunction with mineralo-
corticoids where applicable; in infancy mineralocorticoid supplementation is
of porticul ar importonce). -

Congenital adrenal hypeiplosia. Hypercalecemio associoted with concer.

Nonsuppurative thyroiditis.

2. Rheumatic Disorders:

As adjunctive therapy: for short.ferm administration (1 fide the patient over an
acute episode or exacerbation) in:

Rheumarsid arthritis {selected coses moy require low-dose maintenonce therapy).

Psoriatic arthritis. Acute nonspecific tenosynovitis,

Ankylosing spondylitis. Acute gouty arthritis.

Acute ond subacute buisitis.

3. Collagen Diseases:

Duting on exacerbation or 65 mointenance therapy in selected cases of:

Systemic lupus erythematosus. Acute theumatic carditis.
4. Dematologic Diseases:

Pemphigus. Exfoliative dermatitis.

Bullous dermatitis herpetiformis. Mycosis fungoides.

Severe erythema multiforme Severe psoriosis.

{Stevens.Johnson syndrome).
5. Allergic States:

Control of severe or incapacitating allergic conditions introctable to odequote
trials of conventisnal treatment:

Seasonal or perennial allergic rhinitis. . Atopic dermatitis,

Bronchial ssthma. Serum sickness.

Contact dermatitis.

6. Opthalmic Diseases:

Severe ocute and chronic allergic and inflommatory processes involving the eye
ond its adnexa such as:

Allergic corneal marginal vicers. Allergic conjunctivitis.
Herpes zoster ophthalimicos. Keratitis.
Anterior segment infbmmation. Chorioretinitis.
DiHfuse posterior yveitis and choroiditis. Optic neuritis.
Sympothetic ophthalmia. Iritis and iridocyclitis.
7. Respiratory Diseases.
Symptomotic: sorcoidosis.
Loeffler's syndrome not monageable by ather meons.
Beryiliosis. .
Fulminating or disseminated pulmonory tuberculosis when concurrently sccompo:
nied by appropriote antituberculous chemotherapy.
8. Hematologic Disorders:

Idiopathic and seconddry thrombocytopenia in adults.
Acouired (autoimmune) hemolytic onemia.
Erythroblastopenia (RBC anemia).

Congenital (erythroid) hypoplastic anémia.

. Neoplastic Diseases:

s

For palligtive monagement of: .
Levkemios ond lymphomas. in adults: Acute leukemia of childhosd.

10. Edematous States:

To induce o diuresis or remission of proreinuria in the nephrotic syndrome, with-
out uremia, of the idiopathic type or that due 1o lupus erythematosus.

11. Miscellaneous:

Tuberculous meningitis with subarachrioid block or impending Slock when corcur-
fently dccomponied by appropriote antituberculous chemotherany,

Systemic Dermotomyositis {polymvositis).

CONTRAINDICATIONS
WARNINGS

In'patients on corticosteroid therapy subjected 1o uhvival stress, increased dosoge
of ropidly acting corticosteroids before, during, and-afer the stressfol situotion is
indicared.

Corticosteroids may mosk some signs of infection, and rew infections may appear
during their use. There may be decreased resistance and inability to localize infec-
tion when corticosteroids gre used.

Prolonged use of corticosteroids may produce posterior subcapsular cataracts,
gloucoma with possible domage to the optic nerves, and may enhance the establish-
ment of secondary ocular infections due to fungi or viruses.

Usage in pregnoncy: Since adequote human reproduction studies have not been
done with corticosteroids, the use of these drugs in pregnoncy, aursing mothers or
women of childbeoring potential requires that the possible benefits of the drug be
weighed against the potentiol hozards 1o the mother and embryo or fetus. Infonts born
of mothers who have received substontial dosis of corticostero:ds during pregnancy,
should be carefully observed for signs. of hypoudrenalism,

Average and lorge doses ‘of hydrocortisons cr cortisone ean couse elevation of
blood pressure, salt ond wotef retentien, ond increased excretion of potassium. These
effects are less likely 1o occur with the synthetic derivatives except when ysed in
large doses. Dietory sali restriction ond potassiuin supplementation moy be neces-
sory. “All corticosteroids increose calcium excretion.

WHILE ON CORTICOSTEROID THERAPY PATIENTS SHOULD NOT BE VAC-
CINATED AGAINST SMALLPOX.. OTHER IMMUNIZATION PROCEDURES SHOULD
NOT BE UNDERTAKEN IN PATIENTS WHO ARE ON CORTICOSTERCIDS, ES
PECIALLY ON HIGH DOSE, BECAUSE OF POSSIBLE HAZARDS OF NEUROLOG-
ICAL COMPLICATIONS AND A L.ACK OF ANTIRODY RESPONSE,

The use of prednisone in active ruberculosis shouid ve restricted to those cases
of fulminating or disseminated tuberculosis in which the corticosteroid is used for
the manogement of the disease in conjunction. with an appropriate antituberculous
regimen.

g” corticosteroids are indicated in patients with lotent tuberculosis or tuberculin
reactivity, close observarion is necessory os reoctivation of *he disease may occur.
During prolonged corticosteroid therapy, these patients should receive chemoprophy-
laxis.

Systemic fungal infections.




PRECAUTIONS

Drug-induced secondary adrenocorti cal insufficiency may he minimized by grodyal
reduction of dosage, This type of relarive inspﬂicitncy My persist for months after
discontinuation of therapy; therefore, iy any situgtion of stress occurring during thay
period, hormone ohemp/ should be reinstitured; Since mineralocorticoid secretion may

0.

be impaired, sqly ond

"0 mineralscorticoid shoyld be administered concurrently,

ere is onenhanced effect of corticostersids on patients with hypcvhyrnidism

and in those with citrhosis.

Conicesmoids should be usedcauriously in potients with ocular herpes simplex

because of possible corneal perforation;

The lowest possible dose of corticosteroid ‘shovld he used 10 control the condi-
tion under treatmenst, and when reduction in dosage is Possible, the reduction should

be Braduul.

sychic derangement s Moy appear when corticosteroids are used, ranging from

euphoria, insomnig, mood swings,
frank psychotic monifestations, Also,

personali

ty chonges, and severe demession, to
existing: emotional
tendencies may be aggravated by corticosteroids:

instability or psychotic

Aspirin zhould be used cautiously. in - conjunetion with corticosteroids in hypo-

prothrombinemia.

Steroids should be used with coution in nenspecific vlcerotive colitis, if there is

litis; kresh intestingl anastomoses; active or

@ probability of impending perforation, obscess or other pyogenic iniection;divenicu-
i {otent Peptic uicer; renal insu"iciency;

hypenension; 031e0porosis; ond myasthenia gravis.,

Growth
apy should be corefully abserved,

ond development of infents and children on prolonged corticosteroid ther.

ADVERSE: REACTIONS

Fluid and Electrolyte Disturbances,

Sodium retention,

Fluid retention.

Congestive heart failure in susceptible
potients,

Musculoskeletol.

Muscle weukness:
Steroid myopathy.
Loss of muscle mass.
Osteoporosis,
Gastrointesting).

Peptic ulcer with possible perforation
ond hemorrhage,
ancreatitig.
Dermatologic.

Impaired wound healing,

Thin fragile skin,

Petechiae und ecchymoses.

Neurclogical.

Increased intracranial Pressure with
popilledema (pseudo-tumor cerebri)
usuolly after treatment.

Endocrine.

Menstrual ircegularities.

Development of Cushingoid state.

Secondary edrenocortical and pituitary
unresponsivenasss, paniculcﬂy in
times of stress, oy in traumo, surgery
or iliness.

Ophthalmic.
Posterior subcapsulor cotaracts.
Increased intraocular pressure.
Metabolic.

Negative nitrogen balanee due to
protein cetobelism.

Patassiom foss,
Hypokalemic alkolosis.
Hypertension.

Vertebral compres sion fractures.

Aseptic necrosis of femoral and
humeral heads,

Pathalogic fractore of long bones,

Abdominal distentisn.
Ulcerstive esophagitis,

Facial erythema.
Increased sweoting., :
Muy Suppress reactions 10 skin tests..

Convulsians,
Vertigo.
Headacha,

Suppression of growth in children.

Decreased carbohydrate toleronce.

Monifestotions of lotent dicbetes
mellitus.

Increased requirements for insulin or
oral hypoglycemic ogents in dighetics.

Glaueoins.
Exophthaimes,

DOSAGE AND ADMINISTRATION

1. Dosage should be individualized geen

the response of the potient.  For infants

shouid be governed by the soime con sideratio

retic indicoted by 99¢ or body weight,
2, Hormone therapy is an adjunet to,
therapy,

rding to the severity of the disease and
and children,
s rather then by strict odherence to the

the recommended dosage

and 1ot o replacement for, conventionol

3. Dosage should be decrensed or discontinued graduclly when. the drug has

been administered for more than a few days.

The severity, P1ognosis ond expecred duration of the disease ond the teaction
of the patient 1o medication are primary factors i dcverminmg dosoge: .
a period of spontuneous Temission ‘oLEurs in o chronic condition, treatment

should be discontinued.

6. Blood pressure, body weight, routine laboratory studies; ineluding 2-hour post
prandial blood glucose angd serum potassium, dnd o chest X-tay. should be obtoined

at regular intervels during prolonged theropy.

Upper GI “roys - are desirable in

patients with known or suspected peptic ulcer dissgse, .
The initial dosage of ORASONE Predniscne may vary from 5 1040 m?. per day de.
fi e,

pending on the specific disease entity being traoted. In siruarions of

55 severity

lower doses will generally suffice while in selected patienss higher initiol doses may

be required. The inisiof dosage should be maintained or adjusred until g

response is noted. If after o reasonable period of time there is g |gck of satisfactory

clinical response, prednisone shoyld be discontinged and ‘the pavient tronsferred to
other appropriate therapy. [T SHOULD pE EMPHA§iZED THA DOSAGE REQUIRE.
MENTS ARE VARIABLE IVIDUALIZED ON
DISEASE UNDER TREATMENT AND T ESPONSE OF THE PA LENT.

Affer o imms € Te5ponse is noted, the Proper mointengnce dosage should be de.
termined by decreasing the initial dosage in gmall increments oy o,

PPropriate time in.

tervals until the lowes? dosage which will maintein: an edequote clinical response jg
reoched. It shoyld e kept in mind thar constant monitoring ;g needed in regard 1o
drug dosoge. Inciuded in the situations which may make dosage odjustments neces.
sary ore changes in clinical stors secondary fo remissions of exacerbations in the
disease process, the petient's individual drug responsiveness, gnd the effect of patient
exposure to stregsfyl situgtions not directly relgted to the diseose ettty under tregy.
ment; in this lotrer situation it may be necessary 1o incregse the dosage of prednisons

for 3 serind of time consistent with the potient's condition. If

after long-term therapy

the zrig is 10 be stopoed, it g recommended that. it be withdrawn gradually rother

than adruptly,

HOW sUPPLIED

J2ASONE Prédniszag Tablets;
Glve szored; ond 20 mg.
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Osteoporosis,
Gastrointestinal;

Peptic ulcer with possible perfaration
ond hemorrhage.
Pancreotitis.
Dermatologic.

Impsired wound healing.
Thin frogile skin.
Petechiae and ecchymoses.

Neurological.

Increased intracroniol pressore with
popiliedema (pseudo-tumor cerebri)
usually after treatment,

Endocrine.

Menstrual irregularities.

Development of Cushingoid stote.

Secondary udrenoco"icagl and pituitory
unresponsiveness, particulerly in
times of stress, as in trouma, surgery
or illness.

Ophthalmic.
Posterior subcopsular cataraets.
Increased intraoculor pressure;
Metobolic.

Negorive nitrogen bolonce due to
protein catabolism,

avmerol neacs.
Patholegic fracture of long bones.

Abdominal distention.
Ulcerative esophogitis.

Faciol erythema.
Increased sweating.
May suppress reactions to skin tests,.

Convulsions.
Vertigo,
Headache.

Suppression of growth in children.

Decreased carbohydrate toleronce.

Monifestations of latent dicbetes
mellirs.

Increased ren}uinmenvs for insulin or
oral hypoglycemic agents in disbetics.

Glovcoma:

Exophthalmos,

DOSAGE:  AND ADMINISTRATION

1. Dosage should be individualized according 1o the severity of the diseose ond
the respanse of the potient.  For infants and children, the recommende d dosag‘e
should be governed by the some considerations rother than by ‘strict adherence to the

ratio indicated by age or body weight.
2. Hormone therapy is an adjunct to,
theropy.

ond not a replacement for; conventisniol

3. Dosege should be decressed or discontinued groduslly when the drug has

been administered for more than o fsw doys.

4. The severity, prognosis and expected duration of the disease and the reaction
of the patient to medication are primary foctors in determining dosage.
5. |f a period of spontaneous remission occurs in o chranic condition, freatment

should be discontinued.

6. Blood pressure, body weight; routine labsratory ‘studies, including 2-hour post.
‘prandicl blood glucose ond serum Potassium, ond o chest X-ray should be obtoined
at regulor intervals during prolonged. therapy. Upper GI X-roys are desirable in
patients with known or suspected peptic ulcer disease.

The initial dosage of ORASONE' Prednisene may vary from 5 1o 60 m? pér doy de-
s

pending on the specific disease enmr being treated. tn situations of
& in selected patients higher initial

lower doses will generally suffice whi

5 severity
doses moy

be required. The initial dosoge should be maintoined or adjusted until o sotisfacrory
response is noted. !t aiter a reasonable period of time there is o lock of sotisfoctory
clinical response, prednisone should be discontinued and the patient transferred to
other appropriate therapy. |T SHOULD BE EMPHASIZED THAT DOSAGE REQUIRE.

MENTS ARE VARJABLE_AND MUST BE INDIVIDUALIZED ON THE BASIS OF THE

DISEASE UNDER TREATMENT AND THE RESPONSE OF THE PATIENT.

After o Tavorable response 78 noted, the proper mainfenonce dosage should be de:

for o pem_:d of time consistent with the potient’s condition, If after tong-term therapy
the drug is 16 be stopped, it is recommended that it be withdrawn gradually rather

than abruptly.

HOW SUPPLIED
ORASONE Prednisone Tablers; | mg. pink scored; 5 mg. white scored; 10 mg.

blue scored; and 20 mg. yellow scored - all

in bottles of 100 gnd 1000
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