COMPETITIVE PROBLEMS

{or psychotic.or severel; d patients. ) ble Vali
should not be administered to pments in_shock, coma, or in acuite -aleoholic intoxi-
cation with depreassion of viml signs:

Physical and Psychological Depends (similar in char.
acter to those noud wn!ln hlrlnmum and alcohol) vae occurrad following abrupt

tiemor, 1 and muscle cramps,
vomiting and swuung) ‘These were usually limited to those patients who had
received excessive doses over an extended period of time. Particularly addiction.
prone individuals (such as drug-addicts or. aleoholics) should be under careful sur-
veillance when' receiving diazepam: or. other peychotropic. agents because of the
predisposition of such patients to habituation and dependence.

Use in Pregnancy: Use of any drug in pregnancy, lactation or in women of child-
bearing age requires that the potential benefit of the drug be weighed against its
pomble hazard to mother and, chxld (See Reproduction Studies.)

M of Overde M of Valmm (diazepam) overdosage in-
pulse

Withdrawal

IN THE DRUG INDUSTRY

5337

Dosage and Administration: oraL: Dosage should be individualized for maxi-
‘mum beneficial effect. While the usual daily dosages given below will meet the:needs
of most patients, there will be: some who may require_higher doses. In such cases
dosage should be increased cautiously to avoid adverse effects,

Adules: .
Symptomatic Relief of Tension and Anx.
iely States and Psychoneurotic States.

Symptomatic Relief in- Acute Alcohol
Fithdrawal.

Adjunctively for Relief of Skeletal Mus-
cle Spasm.

ively in Convulsive Disord:

Genamc Patients, or in the presence of
disease.

clude l f coma and diminished reflexes, R and
blood pressure should be monitored; as in all cases of dmg overdosage, l]thougll, in
genieral, these effects have heen minimal foll General supp:

measures should be employed, along with immediate gastric lavage, Intravenous

fluids should be administered and an ldequata airway maiitained. Hypotension may
be bated by the use of L h 1) or Aramine (metaraminol).
Ritalin (methylphenidate) or caffeine and sodium benzoate may be given to combat
CNS-depressive effects. Dialysis is of limited value. As with the management of
intentional overdosage with any drug, it should be borne in mind that multiple
agents may have been ingested.

P ORAL AND lfValhnm d 0 be combined with

Children:

Because of varied responses to CNS-act.
ing_drugs, initigte therapy with lowest
dose and increass as required. Not for
use in children under 6 months,

Usual daily dose

Depending upon severity of symp.
toms—2 mg to 10 mg, 2 to 4 times
daily

10 mg, 3 or 4 times during the first
24 hours, reducing to 5 mg, 3 or 4
times daily as needed

2 mg to 10 mg, 3 or 4 times daily

2 nig to 10 mg, 2 to 4 times daily
2 mg 1o 2% mg, 1 or 2 times daily
initially; increase gradually as
needed and tolerated

1 mgto 2% mg, 3 or 4 times daily
initially; incresse graduslly as
néeded and tolerated

Dou.o aml Adminhlrallmn INJECTABLE: Dosage should be individualized for

1 effect. In acute

dith

the injection may be repeated within

one hour although an interval of 3 to 4 hours is usually satisfactory, Generally not
more than 30 mg should be given within an 8-hour period.

other p: ic agents or drugs, careful comiden!lon should be
given to the pharmacology of the agents to be employed —particularly with known
compoungds which may potentiate the actlon of Valium (diauplm), such as pheno-
thiazines, naicotics, barbi AQ and o The

usual are i d for sevetely patients or_those in whom
there is any evidence of latent d larly the ition that suicidal
tendencies may be present and protective measures may be necessary. The usual
precautions in treating patients with impaired renal or hepatic function should be
observed.

oRat.: In elderly and debilitated patients, it is recommended that the dosage be
limited to_the smallest effective amount to preclude the development of ataxia. or
oversedation (2 mg to 2% mg once or twice daily, initially, to be-increased gradually
as needed and tolerated).

IN, : Valium (di is mot ded for b and laryn-
goscopy, becdiise increased cough reflex and laryngospasm have been reported.
Furthermore, during gastroscopy the operator rust be aware of this possible reac.
tion and necessary countermeasures should be available, Until sdditional infor-
mation on its safety nnd eﬂicacy ls lvalhble, m)ecuble dhupun is not recom-
mended for obstetrical use or in other (! d
esophagoscopy.:

Injectable Valium (diazepant) has produced hypotension, respiratory. depression or
muscular- weakness in some patients, particulaily when used with narcotics, bar-
bitutates or alcohol. Since Valium (diazepam) may have an additive effect with
narcotics, appropriate reduction in:narcotic dosage is possible,

Lower doses (usmlly 2 m‘ to5 m‘) should he umi for elderly -nd debilitated
patients,

* 'The safety and eﬁucy of Injectable Valium (dimpcm) in children under age 12
have not been established.

Adverse Reactions: ofAL AND INJECTABLE: Because of isolated reports of neutro-
penia and jaundice, periodic blood’ counts and liver function tests. are advisable
during fong-term therapy. Minor changés:in EEG. patterns, usually low-voltage fast

setivity, have been observed in patients daring and n(ler Valium (diazepam) therapy
and are of no known significance,

oraL Side effects most ¢

reponed were di fatigie and ataxia,
i i diplopu, dys-
arthria, headaclie, h i jaundice, chariges in Hbido, nausea,
changes in ulivnﬂon, skin rash, plnrred speech, tremor, urinary retention, vertigo
and | blurred vision, Pmdoxiul te-ctwns mch asiacute hypemcimd states, anxiety,

wen

Valium (di
muscle.

should be injected deeply into the

Intravenous use: The solution should be injected slowly, directly into the vein, taking
‘st least one minute for-each 5 mg (I cc) given. Do not mix or dilute-Injectable
Valium (didzepam} with other solutions or drugs. Do not add to 1.V, fluids.

Mode Psveh iR

Manifested by tension-anxiety alone or
with depressive symptomatology, -agita-
tion, restlessnessand psychophysiological
disturbances.

Severe Psychoneurotic Reactions:

Where severe anxiety, apprehénsion or
agitation exist alone or associated with
depressive symptoms.

Acute Alcohol Withdrawal: As an aid in
symptomatic relief of acute agitation,
tiemor, impending or acute delirium
tremens and hallucinosis.

Acute Stress Reactions: Adjunctively,
when apprehension, anxiety and acute
stress reactions are present priorio gas-
troscopy and esophagoscopy. (See Pre-
cautions.).

Muscle Spasm: Associated with local pa-
thology, cerebral palsy, athetosis, stiff-
‘man syndrome or tetanus,

Status Epilepticus dnd Severe Recirrent
Convulsive Seizures: In the convulsing

pnlent, it is recommended the drug be °

pven inmmmcullrly if there js dnﬁwlty
in istering it slowly
over the required perlod of time,

+ To reli i
eay and fension, (l/ atropine, scopolamine
or other preniedication are desired, they
must be administered. in separate sy-
ringes.)
e

i mnis, rage, #nd
stimulation have heen reported nfzould thm oecur, use of tlw dmg should be du~
contintied.

wmnw Side effects most. oommnnly reponed were drowsmeu, faﬂ:uel and

et iplopia,
dysnthm, headache, hiceups, ivity, h jaundice,
changes in libido, nausea, plﬂebmi at injection site, clunges in uliuhon, skin
rash, slurred speech, syncope, tremor, urinary retention, urticaria, vertigo and
blurml vision, Paradoxical reactions such- as acute hyperexcited states, anxiety,
hallucinations, incréased- inuscle spasticity, insomnia, rage, sleep disturbances and
stimulation have been réported; should these occur, ‘usé of the drug should be
discontinued.
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ior Té relieve anxiety and ten-

Usnal dosage*
2 mg to 5 mg, IM. or LV. Repeat
in 3'to 4 hours, if necessary.

5 mg to 10 mg, LM. or LV. Repeat
in-3 to 4 hours, if necessary,

10 mg, LM. or LV initiu]ly; then
5 mgto 10 mg in 3 to 4 hours, if
necessary.

5 mg1o 10 mg, LM. or LV, ap:
proximately 30° minutes prior to
procedure,

5 mg t0.10 mg, LM, or LY. ini-
tially, then 5 mg to. 10 mg in 8 to
4 hours, if necéssary. For.tetanus,
lariger doses may be required. -

5 mg to 10 mg; LM, o LV. ini-
tially: Repeat in 2 to 4 hours, if
necessary,

10 mg; LM. (preferred route), T to
2

hoiirs before surgery.

5 mg to15.mg, LV, whhlns 1010
minutes prior to

‘Lwer dom (vsually 2 mg-to 5 mg). and slow.i mctene in dosage should be- md ior eldérly or

debilitated patiénts and when other sedative drugs are administered. (See I’renmlon- and
Adverse Reietions.) :

Once the aciiie” |ymptomatology has ‘been properly controlled with ' Injectable

Valium (diszepam), the patient ‘may be -placed on oral therapy with" Valium

(dlnepaln) if further treatment i3 required.

How. Supplied: oraL: Valium (d scored: tablets—~2 mg, white; 5 mg,
yellow; and 10 mg, blue—bottles of 100 and 500,
. INJECTABLE: Ampuls, 2 cc, boxes of 10. Each ing 5 mg di ded

g
with 40% propylene glycol, 10% ethyl aleohol, 5% sodium benmu and benzoic
4cid as buffers, and 1.5% benzyl aleohol as preservative.




