Alphapress®

(Doxazosin Mesylate)
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PROPERTIES

In patients with p BPH, urod and sympf are improved by the use of
doxazosin mesylate. This effect is due to selective alpha,-receptors in muscles of prostate and
neck of the bladder. Doxazosin has been shown to be an effective blocker of the I.A subtypes
of the alpha,-adrenoreceptor which account over 70% of the subtypes in the prostates. This
accounts for B.P.H. patients.

Int ive, block of alpha, ptors in vascular muscles results in peripheral
vasod:lmm Thu leads to blood pressure reduction by means of a decrease in peripheral
vascular resistance. Ld

Tolerance has not been observed. Elevations of plasma renin activity tachycardia were
seen infrequently.

Clinical studies in hypertensive have shown that doxazosin produces slight plasma
concentration reductions in triglycerides and total cholesterol as well as LDL fraction.

Treatment with doxazosin has been shown to result in regression of left ventricular

hypertrophy as well as an improved insulin sensitivity in patients with such impairment.
|

INDICATIONS = =
Alphapress”® is ind d in the of

- Hypertension.

- Benign prostatic hyperplasia.

SIDE EFFECTS

At the start of treatment adverse reactions may occur; which disappear in most cases with
continued treatment or subside so that the patients can tolerate

The foll g may occur: C y disorders with y for blood p
changing positions for instance from lying to ding, rarely iated with
dizziness, headache, fatigue, malaise. vertizo, asthema, edema, dry n#)wh , palpitation,
somnolence, rhinitis and non - specific gastrointestinal side effects, rTrely non-specific skin
reactions. Extremely rare cases of urinary incontinence were reported. The following
additional adverse events have been reported that are typical among patients treated for
hypertension but it is not clear whether these can be attributed to the intake of doxazosin like
tachycardia, palpitation, chest pain, angina pectoris, myocardial infarction, cardiac

fall when

hythmias and b I ident. Isolated cases of priapism have been reported to be
associated with alpha-1 i luding d In patients with benign prostatic
hyperplasia, a similar adverse event profile had been indicated in the controlled clinical trials.
Special note:

After the start of treatment, circulatory disorders with a tendency for hood pressure fall when
changing position may occur. Since such adverse reactions are more likely at higher doses
than the recommended initial dose, dosage instructions should be carefully adhered to.

CONTRAINDICATIONS
Hy itivity to the active dient ds in or other
terazosin), hepatic diseases (hepatic insufficiency)

- No experience available on the usage of doxazosin in children.

(such as

PRECAUTIONS
In patients with heart failure (cardiac msuﬁﬁclcncy) doxazosin should be used only under
periodic supervision of heart function.

DRIVING AND OPERATING MACHINERY

Treatment with doxazosin requires periodic medical check-up because of individually
different reactions.

The ability to engage in such as
be impaired, especially when initiati

alcohol consumption.

perati hinery or driving motor vehicles may

therapy, upon drug switching and upon si

PREGNANCY AND LACTATION
Pregnancy category (C).

Doxazosin should not be used during pregnancy or lactation because clinical experience is not
available.

Animal experience did not reveal any teratogenic potential.

DRUG:DRUG INTERACTIONS
D p 1ates the blood p lowefing action of other antihypertensive drugs.
OVERDOSAGE

Should gverdosage lead to hypotension, the patient should be immediately placed in a supine,
head down position. Other supportive measures should be performed if thought appropriate in
individual cases. Since doxazosin is highly protein bound, dialysis is not indicated.

DOSAGE AND ADMINISTRATION
Unless otherwise p ibed the following dosage guidelines are ded

Therapy E:ld be initiated by Alphapress* 1mg tablet once daily. The daily dosage should
then be increased after one to two weeks to 2mg-Alphapress® once datly and if necessary to

4mg of Klpluprss’ once daily as determined by patient response.
The maximum recommended dose is 8mg of Alphapress® once daily.

The following dosage schedule with Alphapress * is recommended for the start of treatment:
Istto 8thday 1 Alphapress® Img tablet, once daily.

th to 14th day 1 Alphapress® 2mg tablet, once daily.

Thereafter individual titration to the required maintenance dose.

For this purpose, tablets with 2mg and 4mg are available.

The usulﬂ dose is 2 - 4mg once daily.

Al * may be admi d.either in the maiing or in the evening,

The samig as above. However, the maximum recommended dose of Alphapress*in
hyp ion is 16mg once daily

Mode o 5 SR ¥

The tablet should be swallowed with some liquid.

Duraticl of Aduiiniseation :

There is po limit to the duration of administration.

PRESENTATIONS
Alphlprm 1 tablets, each tablet contains doxazosm mesylate equivalent to 1 mg doxazosin
in a pack of 20 tablets.
Alph s* 2 tablets, each tablet contains doxazosin mesylate equivalent to 2 mg doxazosin
in a pack of 20 tablets
Alphapress™ 4 tablets, each tablet contains doxazosin mesylate equivalent to 4 mg doxazosin
in a pack of 20 tablets.
Alphapress® 8 tablets, each tablet contains doxazosin mesylate equivalent to 8 mg doxazosin
in a pack of 20 tablets.

INACI:f E INGREDIENTS

Alpha *1.2,4:

Sodium Lauryl Sulphate, Sodium Starch Glycolate, Microcrystalline Cellulose, Lactose
M h M Stearate .

Alph *8:

Sodium|Lauryl Sulph

Sodium Starch Glycolate, Microcrystalline Cellulose, Lactose
Monohydrate, Magnesium Stearate ,Crosscarmellose Sodium, Polyvinylpyrrolidone,Blue
Color FD & C No.2.

AGE CONDITIONS
Store in a dry place below 30 °C.

| Manufactured by: Middle East Pharmaceutical Company — MIDPHARMA — Jordan
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