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NDC 51079-888-38

PREDNISOLONE
. SYRUP, USP
15 mg/5 mL

§ EACH 5 mL [ONE TEASPOONFUL) CONTAINS:
lidf:g of PREDNISOLONE. Benzoic acid 0.1%

: os o preservative. Also alcohol 5%.
USUAL DOSAGE: See package insert for com-
plete prescribing information.

Keep this and all drugs out of the reach
of children.
4 STORE AT CONTROLLED ROOM TEMPERATURE

5 15% 10 30°C (59° to 86°F). DO NOT
REFRIGERATE.

Dispense in tight, light-resistant and child-
resistant containers as defined in USP.
PHARMACIST: Dispense with o suvitable
Colibrated Measuring Device.

51079 -888-38 0

3

POTTLE LABEL
480 mL
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3 PREDNISOLONE
= SYRUP, USP
S 15mg/5mL
= 240 ml

BOTTLE LABEL
240 mL
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e o SR PREDNISOLONE
: . : . SYRUP, USP
15 mg per 5 mL

DESCRIPTION: Predniso- S B
one syrup contains pred-

nisolone which is o gluco-

corticoid. Glucocorticoids

are adrenocorticol sheroids. ; L [N
both naturally occurring ' PRI A
ond synthetic, which are :

readily absorbed from the

gastrointestinal tract, Pred-

nisolone is o whife to prac-

tically white, odorless, crys-

talline powder, It is very

slightly solubls in water,

soluble in ‘methanol and i

dioxane; sparingly soluble

in acetone an, aleohol;

slightly soluble in chloro-

form.

The chemical nome for

Prednisolone is 118,17,21-

Tri ydroxypregna:1,4-

diene-3,20-dione {anhy-

drous}.” Its- molecular weight

. : is 360.45. The molecular

LEHRI 2 formula i Co1H05, ond

- the structiral formula js:

Each 5 mL (1e0s oonful)
contains 15 mg of Prednis-

olone Syrup, USP. In addi-

tion, each 5 mL (leaspoon-

ful) contains the 5ouowing

inactive ingredients; Ben- :

zoic acid 0.1% added os o -
preservative. It also can:

tains alcohiol 5%, citric acid,

edetate disodium, FD&C

red #40, flovor ‘wiH c’l\en{,

glycerin, propylene lycol,

purified woter, sodim?w sac-

charin and sucrose.

CUNICAL PHARMACOLOGY:
Naturolly oceurring gluco-
corticoids (hydrocortisane
and cortisone); which alss
have salt-retaining proper-
ties; are used as reploce-
ment therapy in odre

tical deficiency state -
synthetic anhologs such as
prednisolone are primarily
used for their potent anti-
inflommatory  ettects in dis-
orders of many organ ‘sys-

. . tems. ‘ : |
e L D
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zoic ocid 0.1% doded 0s o
) ; : preservative, It ‘olso con-
tains cleohol 5%, eitric acid,
- edetate disodium  FD&C
red #40, flavor wild cherry,
5 ; glygerinl propylene glyeol,
v . 14 . purified ‘weter, sodivm soc:
' R L : - charin and sucrose. . PRSI :
i ‘ ' CUNICAL PRARMACOLOGY: o Lot
} Naturally occurring gluco: : i
. .- corticoids (hydrocortisone
. ; and cortisone), which also
have salt-retaining proper-
ties, are used as replace:
ment theroy. i odn
hicol dehiciency swte .
synthetic-onalogs-such o
- . prednisolone are primarily
. used for their 0t anti-
inflammatory in dis-
. : orders of many organ’sys- =
it M : Wl S L ‘ fems. o Pt '

Glucocorticoids such ‘as
rednisolone cause pro-
und and varied metabolic

effects. In addition, they

modify the body’s immune
responses to diverse stimuli.

INDICATIONS AND US- :
AGE: Prednisolone syrup is - B N IR
indicated in the following -/ T T - S : e
conditions: ; i : B o

1. Endocrine Disorders
Primory or secondory
adrenocortical insuffi-
- - - . ciency {hydrocortisone
. : . FRRE or cortisone is the first
: choice; synthetic ana-
logs may: be used in o :
conjunction with min- S : : K
eralocorticoids where .
applicable; in infancy
mineralocorticoid sup-
plementation is of par-
ticular importance).
v Congenital adrenol .
hyperplasia
Nonsuppurotive
thyroi Lﬁ:is
Hypercalcemia ' : ‘
associoted with T
cancer S -
2. Rheumatic Disorders S ) . : o
As adjunctive theropy. :
for short-term adminis:
tration (to tide the po-
tient over an’acute epi:
sode or exacerbiation) .
in:
Psoriatic arthritis
Rheumaioid arthritis,
including juvenile
rheumatoid arthritis
{selecred cases may
require low-dose
maintenance . .
therapy) ) : .
RS : : . : Anky|?;;rg
. : : spondylitis
Acute and subacute CR : )
bursitis ) .
Acute nonspecific : : L
tenosynovitis
; . ; . Acute gouty arthritis
- ¢ : : Post-traumotic
: : : ostecarthritis
£ : : Synovitis of
B ostecarthritis
f Epicondylitis
3. Collogen  Diseases
During ‘on exacerba-
tion or as mainfenance
9hernpz in selected
cases of:
Systernic Lupus -
ematasus .
Acute rheumatic .
carditis

4. Dermatologic Diseases
Pemphigus
Bullous dermatitis
herpetiformis
Severe erythema
multiforme (Stevens:
Johnson syndrome)
Exfoliotive dermatitis
Mycosis fungoides
Severe psoriasis
Severe seborrheic
dermatitis

5. Allergic States
Control of severe or
incapacitoting allergic
conditions intractable
to adequote trials of : ‘

conventionol treatment:
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S : o

Severe erythema
multiforme {Stevens-
Johnson syndrome)
' Exfoliative dermotitis
: Mycesis fungoides
Severe psoriasis
Severe seborrheic

dermatitis,

5. Allergic States
Control of severe or
incapocitating ollergic
conditions infroctable
to-odequate triols of
conventional treatment:
Seasonal or
perennial
e allergic rhinitis
A TR Bronchiol osthma
Tl Contact dermatitis
. Atopic dermatitis
Serum sickness
Drug hypersensitivity
reactions

6. Ophthalmic Diseases
Severe -~ acute ond
chroni¢ allergic and in-
flammatory processes
involving the eye and
its adnexa such as:

Allergic corneal
maorginal ulcers
Herpes zoster
ophthalmicus
Anterior segment
inflammation
Diffuse posterior
uveitis and
choroiditis
Symgotheﬁc
ophthaimia
Allergic conjunctivitis

v Keratitis

Chorioretinitis

Optic neuritis

Iritis-and Iridocyclitis

7. Respiratory Diseases
Symptomatic
sarcoidosis
LoefHer's syndrome
not manageable by
other meons
Berylliosis
Fulminating or
disseminated
pulmonary
tuberculosis when
used concurrently
with appropriate
chemotherapy
Aspirotion
pheumonitis
8. Hemotologic Disorders
Idiopathic
thrombocytopenic
purpuro in adults
Secondary
thrombocytopenia
in odults
Acquired
- {autoimmune)
hemolytic anemia
$ " Erythroblastopenia
(RBC anemia)
Congenital
{erythroid)

hypoplostic anemia

9. Neoplastic Diseases
For polliative monage:
ment of:

Levkamios and
lymphomas in
odults

Acute levkemia of
childhood

10. Edematous States

To induce a divresis or
remission of proteinuria
in the nephrotic syn-
drome, without uremia,
of the idiopathic type
or thot due to lupus
eryvhemamsus.

. Gastrointestinol
Diseases
To tide the patisnt. Avar
o critical period of the
disease in:
Ulcerative colitis
Regional enteritis

-

12: Miscellaneous

Tokarsidaie moninaii

5
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S~ childhoog
- 10. Edematoys States
. To induce o divresis o
remission of Proteinyrig
in the nephroyic syn-
drome, withoyt uremiq;
. of the idiopathic type
[URRE : or thot dye 1o lupys
5,

To tide the Patinat Ava,
@ critical periog of the
disease in.
Ukeruﬁve colitis
egiong) onteritis

12 Miscellonaoys
Tubercyloys meningiti
with su§urachnoid

tuberculoys chemother-
B apy. Trichingsis with
. : neurologic of myocar-
Bl dial involveren;.
T DA In addition 1, the obove
. RN RS R indications Prednisolone
ST PR PR R SYrup is indicated for Sys-
. o S temic dermolomyosih‘s
(polymyositis).
CONTRAlNDItA’NeN:‘..
Systemic Fungol infection.

N s e WARNINGS: In patients on
: <orticostersid therapy sub-
. jected 1o Unusvol siress,
o . increased dosage of rapid-
: ) ‘l)r Aeting corticosteroids be.
ore, during, ond after jhe
stressful sityation is indi-
cated,

Corticosteroids may mask
some signs of infection,
and new infectiong may

ocalize infection w, en
corticosteroids. gre used.

Prolonged use of corticos-

q
the establishment of sec-
ondary-ocylgr infections
due o fungi or viruses,

Average and lorge dojses
of hydrocorﬁsone or cortj-

potassiom supplementation
may necessary. All cor-
ticosteroids increase cofci-
um excretion,

While op corticostergid
theropy, Potients. shoylg
not vaccinated ogainst
smallpox, Othey immyn;:
zalion Procedures shouid
not undertoken in pa-
Hents are on corticos.
teroids, especially on high
dose, Ouse of possible
hozards of hevrological
complications gng o lack
antibody response,
Persang who are on drugs

which SUppress the -
ceplible to infections. then

healthy individyals. Chick-
enpox an measles, fo;

care should be taken o

avoid exposyre. How' the |
I dose; route and duraiion
. of corticosteroid adminis:
. tfrotion affuse a1
155 s
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Corticosteroids may mask

some signs of infection,

ond new infections may

oppear during their yye-

o There 'may be decreased
resistance and inobility. 1o

ocolize infection when

corticosteroids: ore ysed.

Prolonged Use of corticss.
teroids may produce pos-
terior subcapsuler catg-
racks; glaucoma with pos-
sible damage 1o the optic
herves; onrfmuy enhance
the establishment of sec.
ondary oculor infections
due 1o Fungi or viryses,

Average ond large doses
: of hydrocortisone of corti-
: BT, : sone can cause’ elevation
> IR e L : of blaod pressure; salt arid
B PRI water retention, and in-
creosed excretion of potas-
; sium. These effects ore Jess
RN likely to-Secor with the syn-
' : thetic derivatives except
when used in lorge doses.
Dietary solt restriction and
Polassium: supplemeniation
may be necessary. Al cor-
ticosteroids increase  ealei
um excretion;

While on corticosteraid
therapy, pakients should
not-be vaccinated against
smolipox. Other immuyn:
zotion procedures: should
not be undertaken in pa-
Hents who are on corticos-
teroids, aspecially on high
se; use of possible
hozards of nevrological
complications and o lack
ontibody response,

Persons who are on drugs

which suppress the jr.

mune system are more sus-

ceptible 1o infections thor

healthy individuals, Chick-

enpox-and measles, for

example, can have o more

Serious” or- even fatg)

€ourse in non-immune chil-

dren-or adults on corticos-

teroids. In' such children or

adults who' have' not had

these diseases, particular

care should be taken fo

avoid exposure. How the

dose, roule and duration

of ‘carticosteroid adminis-

tralion affects the risk of

veloping o disseminated

infection is not known. The

contribution of the underly-

o ing diseose ‘and/or prior
-~ Corticesteroid treatment 1o
the risk is alse not known,

If exposed 1o chickenpox,
propﬁylaxis with varicella
zoster immune globulin
(VZIG) may be indicoted.
if exposed o measles; pro-
phyloxis with pooled intra-
venous immunoglobulin
{IVIG) may be indicated.
{See the respecive pack-
oge inserts for complete
VZiG ond VIG prescribing
informotion], if chickenpox
develops, treatment ‘with
antiviral ogents may be

considered:

The use of prednisolone
$YTUp in-active tubercolosis
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R

should be resiricted 1o R : : .
those cases of Rslminating R
or disseminated tuberculo-
sis in which the corticos-
teroid is used for the man-
ogement of the disease in
conjunction with on- appro-
priste antituberculous regi-
.o C U men,

e e o
-

.
B
—-_‘-/

If corticosteroids are indi-
N T : coted in patients with latent
: : tuberculosis or tuberculin
reactivity, dose observation
is necessary os reactivation -,
of the disease may occur.
During prolonged corticos-
Oeroigthempy, these pao-
lients should receive chem:
oprophylaxis.
Use in pregnancy: Since . ,." -
adequate humon reproduc: -
tion studies have not been
done with corticosteroids,
the use of these drugs in - . e
pregnancies, nursing moth- o
ers or womer of chil dbe'ﬁr-
ing potential requires that
theg possible benefits of the
drug: be weighed ‘agains!
' the potential hozards to'the
‘ : el . e : mother and embryo or
N : AR L fetus. Infants born of moth: .

. . ors who have received sub- s
stantial doses of corticos.
teroids during pregnancy

" should be carefully ob-
served for signs of hypoad-
. . renolism,

PRECAUTIONS:

General: Drug:induced

ks 5 : secondary adrenocorticol

: : : insufficiency may be mini-
mized by gradual reduc- B
tion of dosage. This type of : PR
relative insufficiency may . :
persist for months ofter dis- . . . ; R
continualion of theropy; . .
therefore, in any situation
of stress occurring during
thet period, hormone: ther-
opy should be reinstituted.
Since minerolocorticoid :
secretion may be impaired,
salt-and/or a mineralocor-
ticoid should be ‘adminis-
tered concurrently;

There is an enhanced effect
of corticosteroids on pa-
tients with hypothyrsidism
and in those with cirrhosis:

Corticosteroids should be
used cautiously in potients
with oculor herpes: simplex
because of possible cor-
neal perforation.

The lowest possible dese of
earticosteroid should be
g : used to control the condi-
" N : ; . tion under treatment,; and
3 when reduction in dosage
is possible; the reduction
should be gradual.

Psychic derangements may

oppear when corticoste-

roids ore used, ranging

from* evphoria, insomnia,

mood swings; personality

changes;: and severe de- .

pression, to frank psychotic :

manifestations. Also, exist-

ing emotional instability or

E:ychmic tendencies may
aggravated by corticos-

teroids,

Aspirin should be used cau-
tiously in: conjunction with
corticosteroids in hypopro-
thrombinemia.

Steroids should be used
with-caution in nonspecific
Ulcerative Colitis if there is
a probability of impending
perforation, abscess or
other. pyogenic infections;
diverticulitis, fresh intesti-
nal anastomoses, active or
latent peptic ulcer, renal
insufficiency, hypertension,
osteoporosis, and myasthe-

5 e e e
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’ Aspirin should be used cau-
. tously in conjunction with
’ ) corticosteroids in hypopro-
. thrombinemia.

Steroids should be used
with caution in- nonspecific
Ulcerative’ Colitis if there is
o probuability of impending
perforation, abscess or
other pyoaenic- infections,
diverticulitis, fresh intesti-
hal ‘anostomoses, octive or
{atent peptic vlcer, renal
insufficiency, hypertension;
osteaporosis, ond myasthe-
nio gravis.

Growth and development
of infants and ‘children-on
prolonged corticosteroid

e IRCENEEREER therapy should be corefully
A e R observed.

Te o Information for patients:
Patients who are on im-
monosuppressant doses of

FERAETRAS . corticosteroids should be

o e warned to ovoid exposure

R to chickenpox or measles.

Patients should alse be

advised that if they ore

axposed. medical advice

should be sought without
delay.

ADVERSE REACTIONS:
Fluid and Electrolyre
Disturbances

Sodium refention
Fluid retertion
Congestive heort failure
i susceptible potients
Potassium loss
Hypokalemic olkalosis
Hypertension
Musculoskeletal
§ Muscle weakness
: Steroid myopathy
: Lare of muscle moss
Osteoporosis
Vertebrol compression
froctures
Asephic recrosis of
Femoral and humeral

heods

Pothologic Fracture of

long bones
Gastrointestinal

Peptic ulcer with
possible perforation
ond hemorrhage

Pancreotitis

Abdominal distention

Ulcerative esophagitis

ic

Impaired wound
healing

Thin Frogile skin

Pefechice and

Sl ecchymoses
vA Facial erythema

Increased sweating

Mary suppress reoctions
to'skin tests

Neurolo?ical
! Convulsions
- . Inéreased intracranial

pressure with
popilledema
{psevdo-tumor
cerebri} usually ofter
freatment

Verti

Headache

Endocrine

Mensirual irregularities

Development of
Cushingoid state

Suppression of growth
in pediatric potients

Y
adrenocortical and
pituitary unresponsive-
ness, particularly
in fimes of stress, asin
frauma, surgery or
illness

Decreosed carbohy-
drate tolerance

Manifestations of latent
diabetes mellitus

Increased requirements
for insulin or oral
hypoglycemic agents
in diobetics

Ophthalmic

Posterior subcapsular
cotaracts

Increased introocular
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i ‘ Mensirual irregularities

t o
Cushingoid state
Suppression of growth
in pedidairic patients
‘ Secondary
o odrenocorticol ond
pituitary unresponsive-
ness, porticularly
in times of siress, as in
trauma, surgery or
illriess
sed carbohy-
drate toleraince
Manifestations of latent
diabetes mellitus
Increased requirements
hfo;r';'i‘:;ulin or oral
. ic ts
5 el indium =
et e T Ophthalmic
o Posterior subcapsular
cotoracts
Increased infroocular
pressure
Glavcoma
Exophshalmos
Metabolic
tive nitrogen
N:.?Ence due to protein
catabolism

DOSAGE AND. ADMINIS-

TRATION: Dosoge of pred-

nisolone syrup ‘should be

‘ individualized according to

the severity of the disease

and the response of the

potient. For pediatric po-

tients, the recommended

dosage should be gov-

erned by the same consid-

erations rather than strict

adherence 1o the ratio indi-

= cated by age or body
weight.

Hormone therapy is an
adjunct fo ond not o re-
placement for conventional
therapy.

Dosage should: be de-
creéased or discontinued
gradually when the drug
has been administered for
more than o few doys.

The severity, prognosis,
expected duration of the
disease, and the reoction
of the: patient 1o medico-
tion are primary factors in
determining dosage.

It o period of spontaneous
remission occurs in.
chronic condition; treat-
ment should be discontin:
ved

Blood pressure, body
weight, routine laboratory
studies; including two-hour
postprandial biood glucose
and: serum - potassium, ond
a chest X-ray should be
obtained of regular inter-
vols during prolonged ther-
apy. Upper Gl X-rays ore
desirable in patients with
known or suspecied peptic
ulcer disease.

The initiol dosage of pred-
nisolone syrup may vary
from 5 mg to 60 mg per
day depending on the spe-
citic diseose entity being
treated. In siluations of less
severity lower doses will
generally suffice while in
selected patients higher ini-
tiol doses moy be required.
The initiol dosage should
be maintained or adjusted
until o satisfactory re-
sponse is noted. IF ofer o
reasonable period of time
there is o lack of satisfacto-
ty clinical response; pred-
nisolone syrup shouﬁi be
discontinved-and the po:
tient transferred to other
oppropriate therapy. 1T
SHOULD BE' EMPHASIZED
THAT DOSAGE REQUIRE-
MENTS ARE: VARIABLE
AND MUST BE INDIVIDU-
ALIZED ON THE BASIS OF

B N S R R R T
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The initiol dosage ‘should
be maintained or odjusted / /
. until o satistactory re-
sponse is noted. If oher o
_reasonable period of time
there is o lack of satisfacto-
B ry. clinical response, pred-
. nisolone syrup should be
discontinued and the pa-
tient transferred 1o other
: oppropriote therapy. IT
SHOULD BE EMPHASIZED
THAT DOSAGE REQUIRE-
MENTS "ARE VARIABLE
AND MUST BE INDIVIDY-
AUZED ON THE BASIS OF
THE  DISEASE  UNDER
TREATMENT AND THE RE-
SPONSE OF THE PATIENT.

Abter o fovorable response

is noted, the proper mainte-

nance dosage should be

. : determined by decreasing

. IR the initial drug dosage in

: small decrements at oppro-

priote time intervals until

R the lowest dosage which

o will maintain an adequate

clinical . response . is

reached. It should be kept

in ‘mind thot constant moni-

toring is needed in regord

to drug dosage. Included in

the situations which may

make' dosage adjustments

necessary are changes in

clinical stotus weandary 1o

remissions or exacerboniu..

in the disease process, the

patient’s individual drug

responsiveness, and the

effect of patient exposure to

stressful situations not dic

rectly reloted to the disease

en!ifr under treatment. In

this later situation it may

be necessary to increose

the dosage of prednisolone

syrup for o period of time

consistent with the patient’s

condition. f after long-term

therapy the drug is to be

stopped, it is recommended

that it be withdrown gradu-
alfy rather thon abruptly.

HOW SUPPLIED: Predniso-
lone Syrup, USP is a cher-
ry Havored red liquid eon:
taining 15 mg of Predniso-
lone in each 5 ml {teo-
spoonful). 1t is supplied as
follows:
NDC 51079-888-44
Bottles of 240 mL
NDC 51079-888-38
Bottles of 480 mL

Phormacist: Dispense with
a suitoble colibrated mea-
suring device to assure
proper measuring of dose.

Dose/Volume Chart
15 mg prednisolone =
1 teaspoon
10 mg prednisolone =
2/3 teaspoon
7.5 mg prednisolone =
1/2 teaspoon
5 mg prednisolone =
1/3 teaspoon

Dispense in tight, light-
resistant ‘and child-resis-

. tant containers as defined
in USP/NF.

Store at controlied room
temperature 15°-30°C
{59°-86°F). Do Not Re-
frigerate.

B
only

UDL Laboratories, Inc.
Rockford, IL 61103
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