

















diuretics.
Hypotension:
Vasapressors (e.g., dopamine or norepi-
nephring).

Actual treatment and dosage should
depend on the severity of the clinical sit-
uation and the judgment and experience
of the treating physician.

DOSAGE AND ADMINISTRATION
Patients controlled on ditiazem atone or
in combination with other medications
may be switched to Diltiazem Hydrochio-
ride Extended-release Capsules USP
(once-a-day dosage} at the nearest equiv-
alent total daily dose. Higher doses of Dil-
tiazem Hydrochloride Extended-release
Capsules USP (once-a-day dosage) may
be needed in some patients. Patients
should be closely monitored. Subsequent
titration to higher or lower doses may be
necessary and should be initiated as clin-
ically warranted. There is limited general
clinical experience with doses above 360
mg, but doses t0 540 mg have been stud-
fed in clinical triais, The incidence of side
effects increases as the dose increases
with first-degree AV block, dizziness, and
sinus bradycardia bearing the strongest
relationship to dose.

Hypertension. Dosage needs to be
adjusted by titration to individual patient
needs. When used as monotherapy, rea-
sonable starting doses are 180 o 240
mg once daily, although some patients
may respond to lower doses. Maximum
antihypertensive effect is usually
observed by 14 days of chronic therapy;
therefore, dosage adjustments should be
scheduled accordingly. The usual
dosage range studied in clinical trials
was 240 to 360 mg once daily. individual
patients may respond to higher doses of
up to 480 mg once daily.

Anglna. Dosages for the treatment of
angina should be adjusted to each
patient's needs, starting with a dose of
120 or 180 mg once daity. Individual
patients may respond to higher doses of
up o 480 mg once daily. When neces-

. sary, titration may be carried out over a

7-t0 14-day period,

Concomitant Use With Other

Cardiovascular Agents.

- Sublingual Nitroglycerin. May be

~ taken as required to abost acute anginal
attacks during Diftiazem hydrochloride
Extended-release Capsules, (Once A
Day Dosage) therapy.

. Prophylactic Nitrate Therapy. Dilti-
azem hydrochloride Extended-release
Capsulgs, (Once A Day Dosage) may
be safely coadministared with short-
and long-acting nitrates.

. Beta-blockers. (See WARNINGS and
PRECAUTIONS.)

. Antihypertensives. Diltiazem hydro-
chloride extendgd-release capsules
(Once A Day Dosage) have an additive
antihypertensive effect when used
with other antihypertensive agents.
Therefore, the dosage of Diltiazem
Hydrochloride  Extended-release
Capsules USP {once-a-day dosage)
or the concomitant antihypertensives
may need to be adjusted when adding
one to the other.

HOW SUPPLIED

Diltiazem Hydrochioride Extended-refoase

Capsules USP (Once-a-day dosage)
Strangth_ary. NOCF—__ Description
20mg 50 b0
500 bl

N~

~ oW

.507-05 0Paque capsale
(82087-597-0) imprinted with
“Andrx 597" on
one gad and
120 mg” on
the other.

500 bt [62037-598-

imprinted with
“Andnx 598” on

240mg 30t 37-509-30]Light brown/|
500 b1 162037- orange opaque
capsule im-
printed with
“Andrx 599 on
one ond and
240 mg” on
the other.

Storage Conditions: Store at ‘controlled
room temperature 15-30°C (59-86°F).

Avoid excessive humidity.
only.

Manufactured by:
Andrx Pharmaceuticals, Inc.
1. Lauderdale, FL 33314
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