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METHYLPHENIDATE HYDROCHLORIDE
TABLETS, USP
(5 mg, 10 mg, and 20 mg) C

DESCRIFTION
Methyiphenidate hydrochloride is a mid central nervous sysiem (CNS) stimulant,
available a3 tablets of 5. 10, and 20 mq tor oral . hydr
is mothyl -phenyl-2-p y and ity i tormula is
IR

"
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Methylphenidate Hydrochlonde
G @ K MW e

Methyiphemnidate Hydrochlonide USP i3 a white, odorless. fine crystaline powder. |ts
solutions are acid to litmus. it s freely soluble n water and in methanol, soluble in aiconol. and
slightty soluble in chloroform and in acetone.

Each tabiet, for oral administration, contains 5 mg. 10 mg, or 20 mg of methylphenidate

hydrochionde. in addition, eéach tabiet the g Inactive ing Lactose
NF, S NF, Mk Y i Ccl!ulolo NF, and Talc USP.
CLINICAL PHARMACOLOGY
Methylphemidate s a mild central nervous system stimutant.
The mode of action in man is not but

presumably activates the brain stem arousal system and cornex 1o produce iIts stimulant effect.
Thera is neither specific evidence which ciearly establishes the mechamism whereby
methyiphenidate produces its mental and behavioral eftects in chiidren, nor ceaclusive
evidence regarding how thesas effects relate to the of the central ner Lysel
INDICATIONS AND USAGE

Deficit Di
Attention Deficit Disorders (DNVIOU!IY known as Minimal Brain Oystunction in Ch*pven).
Other termns being used to describe the behavioral syndroms below include: Hypersinetic
Child Syndrome. Minimal Brain Damage, Minimal Cerebrai Oysfunction. Minor Ccebral
Dystunction.

Tabiets are i as an integral part of a total
lvemmenl program whoch typically i other
educational. social) for a stabilizing efftact in chiidren with a bonaworal syndrome
chlraclenud by lhu fullowmg goup of Pl Yy 1ate o]
short span, Iablllfy, and

The of thiy should not be made with finality when these
symptoms are only of comparatively recent ongin. Nonlocalizing {soft} neurological signs.
learning disability. and abnormal EEG may or may not be present, and a diagnosis of central
nervous systam dystunction may or may not be warranted.

! ic Consi 3

Specific etiology of this syndrome is unknown, and there s no single diagnostic test.
Adequate diagnosis requires the use not only of medical but of special psychoiogical,
educational, and sociat resources,

Charactensucs commonly reported include: chronic history of short attention span,

lability, ‘ and 4 y: mnor
neurological signs and abnormal EEG. Leaming may or may not be impaired. The diagnosis
must be based upon a complete history and evaiuation of the child and not solely on the
presance of one or more of these characteristics.

Drug treatment is not indicated for all childron with this syndrome. Stimulants ars not

ntended for use in the chid who exhibits y to tactors
ard/or pnmary i disorders, tudi psy A
] and psy i ention is Y y. When
measures alone are insufticient, the decision to ion will depend
upon the physician’'s assessment of the chronicity and seventy of the child's symptoms.
CONTRAINDICATIONS

Marked anxiety, tension, and agitation are icatit to yip since

the drug may aggravate these ate is also 1n patients

known 10 be hypersensitive to the dmg. in pahen\s with glaucoma, and 1n patients with motor
tics or with a tamily history or of Tourette's sy .
WARNINGS

Methyiphendate shouki not be used n children under six years, since safety and
officacy in this age group have not been estahlished,

Sutticient data on satety and efficacy o' long-term use of mslnylphumuale in children are
not yet A gh a causai ip has not been ot
growth {i.e., weight gain, and/ar height) has been reported with the long-term use of stimulants
n chiidren.

Theretore, patients requinng long-term therapy should be carefully monitored.
Methyiphenidate shouid not be used for severe Cepression of either exogenous of
esndogenous angin. Clinical experi that in ic chddren, of
methyiphemdate may exacerbate symptoms of behavior disturbance and thoupht disorder.

Methyiphenidate should not be used for the prevention or treatmeni of normal fatigue
staies.

There s some clinical evidence that methylphenidate may iower the convulsive
threshald in patients with prioc history of seizures, with prior EEG abnormalities in absence ol
seizures, and, very rarely, in absence of history of seizures and no prior EEG evidence of
seizures. Safe use of and y has not been
e3tablished. In the presence of seizures, the drug shouid be discontinued.

Use cautiously in patients with hypertension. Blood pressure should be monitored at
appropnate intervals in all patients laking methyiphanidate, espocially those with hypertension.

Symptoms of visual disturbances have beer sncountered in rare cases, Difficulties with
accommodation and blumng of vision have been reported.

Drug Interactions

may the ive eftact of g ine. Use 4
with pressor agents and MAO inhibitors.

Human pharmacologic studies have shown that methylphenicate may inhibit the
metabolism of coumarin Pt phenylhy
pnmigone), phenylbutazone, and tncyche drugs | i
Qownward dosage adjustments of these drugs may be rvqmmd when given concomitantly
with methyiphenidale.

Usage in

animal studies to sate uss of methyiphemidate dunng
pregnancy have nol been conducted. Theretore. until more information is available,
methylphemgate should not be prescribed for women of chidbearing age unless, in the
opinion of the the penetits the possible risks,

Dependence
Methylphendate should be given to i ble patients, such
as those with a history of drug dependence or aicohoiism, becausa such patients may
Increase gosage on their own initiative.
Chroncalty abusive use can lead to marked tolerance and psychic dependerce
[~ with varying degrees of abnormal avior. Frank can - ceur,
especially with parenteral abuse. Careful supervision 3 required dunng drug
withdrawal, since severe depression as well as the effects of chronic overactivity can
be unmasked. Long-term fol ‘m MM because of the patient’s basic
personality disturbances.
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PRECAUTIONS

Patients with an slement of agrtation may roact adversely; disContinue therapy it
necessary.

Peniodic CBC. difterential, and platelet Counts are advisad during proionged therapy.

Drug treatment i3 not indicated in ail cases of this behavioral syndrome and shoutd be
considered only in light of the complete history and svaluation of the child. The decision to
prescnbe methylphenidate should depend on the physician’s assassment of the chroniCity
ang seventy of the child's sy and their ap tor his/mer age, Prescription
should not depend solety on the presence of one or more of the behavioral charactenstics,
When these symptoms are associated with acute stress reactions, treatment with

13 usually not i
L 9: effects of i in children have not been well established.
1> 2 of F
tn - litatime carcinogenicity study camed out in B6C3F1 mice, methyiphenidate caused
an in and, in males only, an increase in hepatoblastomas.

at a caily dose of approximately B0 mg/kg/day. This dose 13 approximately 30 times and 2.5

times ths maximum recommended human dose on a mg/kg and mg/m? basia, respectively.

iaa y rare rodent g tumor type. There was no INcroass In

total malignant hepatic tumors, The mouse strain used 1 sansitive o the deveiopment of
hapatic tumors, and the significance of these resuits to humans is unknown.

Methyiphenidate did not cause any increase in tumors in a lifetime carcinogenicity study

carried out in F344 rats; the highest dose used was approximatety 45 mg/kg/day, which 18

approumately 22 times and 4 times the maximum rncommendod human dose on a mg/kg and

mglm’ basis, res oectlvﬂy
was not agenic in the in vitro Ames reverss mutation assay or in the
in mro mouu fymphoma ceil lorwuu mulnnon assay. Siater chromund exchanges and

were i of a weak cl in an
in vitro assay in cultured Chiness Hamster Ovary (CHO) ceils. The genotoxic patential of
Y has nat been in an i vivo assay.
ADVERSE AEACTIONS

Nervousness and insomnia are the most common adverse reactions but are usually
controlled by reducing douga and omitting the drug in the afternoon or evening. Other

include hy Y ing skin rash, urticaria, fever. arthraigia, ellohatm
lermatsis, ery 8 it with hi i hnomgs oi 9 and

hromdocytopeni ia; nausea; di yskinesi
blood pi and putse both un and down; tachycardia; angina;

cardiac arrhythmia; abdominal pain; weight toss during prolonged therapy. There have been
rare Cpons of Tourette's syndrome. Tonc psychosis has been reported. Although a definite
causal ip has not been the ing have been reported in patients
taking this drug: instances of abdominal liver function, rnngmg from transaminase elevation to
hapatlc coma: 1solated cases of cerebral arteritis and/or occiusion; leukopen:a and/or anemia;

mood: & tow i of scalp hair 1oss. Very rare reports of neuroieptic

malignant syndrome (NMS) have been received, and, in ‘most of thess, patients were
of y Q therapies i with NMS. (n a single report, a ten year okl boy
who had been taking Y i for i y 18 months experienced an NMS-like
event within 45 minutes of ingesting his first dase of ventalaxine. It is uncertain whather this
case /l drug-grug 8 reap: to either drug alone, or some

other cause, .

In children, lcss of appetite, abdominal pain, weight loss during prolonged therapy,
insomnia. and tachycardia may occur mora frequently; however, any of the other adverse
reactions listed above may &iso occur.

OVERDOSAGE
Signs and sy of acute 39ge g principatly from i ion of
the comrnl nervous lynlm and rmm excessive sympathomimetic Oﬂncll. may include the
i mman y ia, Muscie twi i {may be
h by coma). i ions, d-llrium. 9. flushing,
ia, y ia, itati cardiac ythmi hypertension,

yperpy
mydriasis, and dryness of mucous membranes.,
Consult with a Ce_rﬁod Puaison Controi Center regarding treatment for up-to-date
gu»danco and advice.
ent consists of apps iate supporti The patient must ba protected
against self- mﬁry and against nnomu stimuli that would aggravate overstimulation already
preaent, Stric contents may be evacuaed by gastric lavage. [n the presence of savere
intoxie: . use a carefully m]m?d dosage of a short-acting barbiturate before performing

gastric lavage. Other measu: to detoxity the gut include administration ot activated
charcoal and a cathartic.

Intensive care must be to intai i ion and Y
exchange; external cooling procedurea may be required for hypemymlla
Etficacy of g dialysis or is for
overdosage has not been established.
DOSAGE AND ADMINISTRATION

Dosage should be individualized acconding to the needs and responses of the patient.
Adhulty

Tabiets: Administer in divided doses 2 ar 3 times daily, prefernbly 30 to 45 minutes befors
meals. Average dosage is 20 to 30 mg daily. Somo patients may require 40 1o 80 mg daily. In
others, 10 to 15 mq daity will be adeguate. Patients who are unable to sleep if medication is
taken (ate in the day should la/ku the iast dosa betore 8 p.m.
Children (8 years and over)

Methylphenidate hydrochloride tablets should be initiated in small doses, with gradual
weekly increments. Daily dosage above 60 mg is not recommended.

If improvement is not cbserved after appropriate dosage adjustment Gver 8 one-month
penod, the drug should be discontinuad.

Tabiets: Start with 5 mg twice daily (before breakfast and funch) with gradual increments
ot 5 to 10 mg woekly.

" i

g of sy or other erso effocts occur, reduce dosage,
isc ue the

or, if necessary,
thﬂpmnnda uld b. penodicaily dis inued to assess the child's condition.
D ma: when the drug is either temporarily or permanently
discontiinued.

Drug treatment should not and need not be indefinite and usually may be discontinued
ahter puberty.

HOW SUPPUED
Each Methylphenidats Hydrochionde Tablet, USR (5 mg) is available as a round, white
unscored 1abiet debossed with 5 on one side and . on the mhov side.
Botties of 100 ... ....NDC 0408-1121-0'
Bottles of 1000.. ..NOC 0406-1121-10 6( (- (—t (/

Each Methylphenidate Hydrochloride Tablet. USP (10 mg) is available as & round, white scored
tabiet debossed with 10 on one sids of the tablet [#] on the other side.

Bottles of 100 NDC D408-1122-01
Bottles of 1000 NDC 0406-1122-10 /
Each Methyiphenidate Hydrochloride Tahlet, USP (20 18 available a3 a round, white scored

tabiet debossed with 20 on one side of the tablet and a on the other side.
Bottles 0! 100.... ...NDC 0406-1124-01 * 7

Battles of 1000 - NDC 0406-1124-10 / /

Protec* from hght. Dispense in tight, light

with child closure,
Storage: Store al controlled room temperature 15° 30°C (59°* to 86'F). Prola-:t
maQustore.

Rlntw.____“/”' X
. L ’

Manufactured by
Malinckroot Inc.
St Louis, MO 63134 U.S.A, SPEC'ME“

Prnted in U.5.A.

ALLINCKRODT
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St ’ TABLETS, USP
(10 mg |

.
a2 &c’;‘ \ablet contains:
ethylphenidate Hydrochloride, USP.
‘- This package is not for household usg,""m ma
; Rx onty.
‘ 1000 TABLETS
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HYDROCHLORIDE
‘ TABLETS, USP

Each tablet contains:

Methylphenidate Hydrochloride, UsSP...... 20 mg
This package is not for nousehold use.
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. St Louis, MO 63134,
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USUAL DOSAGE:
See package insert.

STORAGE: Store at
controlled room '
temperature 15° to 30°C
(59° to 86°F).

Protect from light.

Dispense in a tight,
light-resistant container
with a child-resistant
closure.

Mallinckrodt Inc.

USUAL DOSAGE:
See package insert.

STORAGE: Store

at controlled room
temperature 15° to 30°C
(59° to 86°F).

Protect from light.

Dispense in a tight,
light-resistant container
with a child-resistant
closure.

Mallinckrodt Inc.
St. Louis, MO 63134,
US.A
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