PATIENT INFORMATION LEAFLET
Terazosin Arya 2 and 5 mg Tablet
Please read this entire leaflet carefully before you start taking
this medicine
•
Keep this leaflet. You may need to read it again.
•
If you have any further questions, please ask your doctor or
your pharmacist.
•
This medicine is not available without prescription.
•
If any of the side effects gets serious, or if you notice any
side effects not listed in this leaflet, please tell your doctor or
pharmacist.
•
This medicine has been prescribed for you. Do not pass it on
to others. It may harm them, even if their signs of illness are
the same as yours.
•
Stopping your treatment with Terazosin Arya 2 and 5 mg
tablets may cause your disease to get worse. Do not stop
taking your medicine unless your doctor tells you to
What you see in this leaflet
1. What Terazosin Arya 2 and 5 mg tablets are and what they
are used for
2. What you need to know before you take Terazosin Arya 2
and 5 mg tablets
3. How to take Terazosin Arya 2 and 5 mg tablets
4. Possible side effects
5. How to store Terazosin Arya 2 and 5 mg tablets
6. Contents of the pack and other information

1. What Terazosin Arya 2 and 5 mg tablets are and
what they are used for
Terazosin is antihypertensive, benign prostatic hyperplasia therapy
agent.
Indication:
-Hypertension (treatment) – Terazosin is indicated in the treatment
of hypertension.
For additional information on initial therapeutic guidelines related
to the treatment of hypertension.
-Benign prostatic hyperplasia – Terazosin is indicated in the
treatment of symptomatic benign prostatic hyperplasia (BPH). It
has been shown to improve urinary flow and symptoms of BPH.
However, the long-term effects of terazosin on the incidence of
surgery, acute urinary obstruction, or other complications of BPH
have not yet been determined.
(USP DI 2007, v3, P 2709)

2. What you need to know before you take Terazosin
Arya 2 and 5 mg tablets

Contraindications
 Allergy to Terazosin or any of the other ingredients of this
medicine.
 History of micturition syncope (in benign prostatic hyperplasia)
 History of postural hypertension (in benign prostatic hyperplasia)
(BNF 74, Page 741)
Warnings and precautions
You should consult your doctor before taking these tablets:
- Cataract surgery (risk of intra-operative floppy iris syndrome)
- Elderly
- First dose ( First dose may cause collapse due to hypotension
within 30-90 minutes, therefore should be taken n retiring to bed;
may also occur with rapid dose increase. Patients should be warned

to lie down if symptoms such as dizziness, fatigue or sweeting
develop, and to remain lying down until they abate completely.
- Caution if dizziness, lightheadedness, or sudden fainting occurs,
especially after initial dose, taking first dose at bedtime.
- Caution when getting up suddenly from a lying or sitting position
- Caution in using alcohol, while standing for long periods or
exercising, and during hot weather because of enhanced orthostatic
hypotensive effects
- Possibility of drowsiness
- Not taking other medication, especially nonprescription
sympathomimetic, unless discussed with physician.
- Priapism: Rarely, alpha-1 antagonists have been associated with
priapism (painful penile erection, sustained for hours and
unrelieved by sexual intercourse or masturbation). Because this
condition can lead to permanent impotence if not promptly treated,
patients must be advised about the seriousness of the condition.
- Hemodilution: Small but statistically significant decreases in
hematocrit, hemoglobin, white blood cells, total protein, and
albumin were observed in controlled clinical trials with terazosin.
These laboratory findings suggest the possibility of Hemodilution.
- Weight gain: There was a tendency for patients to gain weight
during terazosin therapy. In placebo-controlled monotherapy trials,
male and female patients receiving terazosin gained a mean of 0.8
and 1 kg, respectively, compared with losses of 0.1 and 0.5kg,
respectively, in the placebo group.
- Cholesterol: During controlled clinical studies, patients receiving
terazosin monotherapy had a small but statistically significant
decrease 3% in total cholesterol and the combined LDLL and
VLDL fractions. No significant changes were observed in HDL
fraction and triglycerides.
- Special risk: Carcinoma of the prostate and BPH cause many of
the same symptoms and frequently coexist. Patients should be
evaluated prior to the start of alpha-1 blocker therapy to rule out
the presence of carcinoma of the prostate and then screened at
regular intervals.
(BNF 74, Page 741), (USP DI 2007, v3, P 2711), (Drug fact and
comparisons 2017, v1, p 885)
Pediatrics, geriatrics and elderly
Pediatrics: Appropriate studies on the relationship of age to the
effects of terazosin have not been performed in the pediatric
population. Safety and efficacy have not been established.
Geriatrics: Although appropriate studies on the relationship of age
to the effects of terazosin have not been, performed in the geriatric
population, clinical trials have included patients over 65 years of
age and have not demonstrated geriatrics-specific problems that
would limit the usefulness of terazosin in the elderly. However, the
elderly may be more sensitive to the hypotensive effects of
terazosin.
Elderly: Per the Beers list, there is a high risk of orthostatic
hypotension with terazosin use. Do not use as an antihypertensive
in the routine treatment of hypertension. Alternative agents have a
superior risk/benefit profile. However in patients 70 years and
older taking terazosin, plasma clearance decreased by 31.7%
compared with younger patients. (USP DI 2007, v3, P 2710) (Drug
fact and comparisons 2017, v1, p 885)
Other medicine and Terazosin Arya 2 and 5 mg tablets
Tell your doctor or pharmacist if you are taking, have recently
taken or might take any other medicines:

Note: Combinations containing any of the following medications,
depending on the amount present, may also interact with this
medication.
-Anti-inflammatory drugs, nonsteroidal (NSADIs), especially
indomethacin
- Hypotension- producing medications
- Sympathomimetic
- Alpha-Beta agonists
- Alpha 1-agoniss
- Alpha 1-blockers
- Amifostine
- Antihypertensive
- Barbiturates
- Beta-blockers
- Brimonidine
-Calcium channel blockers
- Diazoxide
- Duloxetine
- Levodopa
- MAO inhibitors
- Methylphenidate
- Nicorandil
- Obinutuzumab
- Pentoxifylline
- Phosohodiesterase 5 inhibitors
- Prostacyclin analgues
- Risperidone
- Rituximab
- Yohimbine
(USP DI 2007, v3, P 2710), (Drug fact and comparisons 2017, v1,
p 886-888)
Terazosin Arya 2 and 5 mg tablets and driving
Precaution while using this medication when diving or doing
anything else requiring alertness because of possible drowsiness,
dizziness, or lightheadedness.
(USP DI 2007, v3, P 2711)
Pregnancy and breast-feeding
FDA Pregnancy category: C
Pregnancy: Adequate and well-controlled studies have not been
done.
Breast-feeding: It is not known whether terazosin is distributed into
breast milk. However, problems in humans have not been
documented.
If you are pregnant or breast-feeding, think you may be pregnant or
are planning to have a baby, ask your doctor, pharmacist for advice
before taking this medicine. You should not take this medicine
unless your doctor advises it is essential.
(USP DI 2007, v3, P 2710)
General dosing information
- In order to minimize the “first-dose orthostatic hypotensive
reaction”, an initial dose of 1 mg is recommended, with gradual
increments as needed. Administration of the initial dose at bedtime
is recommended, as well as for the initial dose at each increment.
►For use as an antihypertensive
Doses if terazosin should be adjusted to meet the individual
requirements of each patients, on the basis of blood pressure
response.
Terazosin may be used alone or in combination with thiazide
diuretic or beta-adrenergic blocker, both of which reduce the
tendency for sodium and water retention, although they also
produce additive hypotension. If combination therapy is indicated,
individual titration is required to ensure he lowest possible
therapeutic dose of each drug. When a diuretic or other
antihypertensive agent is added to terazosin therapy, the dose of
terazosin should be reduced, followed by titration of dosage of

combination. When terazosin is added to existing diuretic or
antihypertensive therapy, the dose of the other agent should be
reduced and terazosin started at a dose of 1 mg once a day.
►For use in benign prostatic hyperplasia
Prior to imitation of terazosin therapy, the presence of prostate
carcinoma should be ruled out, since prostate carcinoma can
present with symptoms similar to those associated with BPH.
(USP DI 2007, v3, P 2711)

3. How to take Terazosin Arya 2 and 5 mg tablets

Always take this medicine exactly as your doctor or pharmacist has
told you check with your doctor or pharmacist if you are not sure:
Adult:
► Benign prostatic hyperplasia (BPH)
Usual dosage: Dosage of 10 mg once daily ae generally required
for clinical response. Treatment with 10 mg for a minimum of 4 to
6 weeks may be required to assess whether a beneficial response
has been achieved.
Initial dosage: 1 mg once daily at bedtime. This dose should not be
exceeded as an initial dose. Patients should be closely monitored
during initial administration in order to minimize the risk of severe
hypotensive response.
Dosage titration: The dose should be increased in a stepwise
fashion to 2 mg, 5 mg, or 10 mg once daily to achieve the desired
improvement of symptoms or flow rates. Some patients may not
achieve a clinical response despite appropriate titration.
Although some patients responded at a 20 mg daily dose, there
were an insufficient number of patients studied to draw definitive
conclusions about this dose. There are insufficient data to support
the use of higher doses for those patients who show inadequate or
no response to 20 mg daily.
Concomitant therapy: When using terazosin and other
antihypertensive agents concomitantly (especially the calcium
channel blocker verapamil), dosage reduction and retitration of
either agent may be necessary to avoid the possibility of
developing significant hypotension.
► Hypertension
Usual dosage: According to the manufacturing, 1 to 5 mg
administered once per day; however, some patients may benefit
from doses as high as 20 mg /day. Doses over 20 mg do not appear
to provide further blood pressure effect and doses over 40 mg have
not been studied. The usual dosage range according to the
American Society of Hypertension/ International Society of
hypertension (ASH/ISH) is 1 to 2 mg daily.
Initial dosage: 1 mg once a day at bedtime. This initial dosing
regimen should be strictly observed to minimize the potential for
severe hypertensive effects.
Dosage titration: The dose may be slowly increased to achieve the
desired blood pressure response.
Dosage adjustment: The dose interval (12 or 24 hours) should be
adjusted according to the patient’s individual blood pressure
response. Blood pressure should be monitored at 2 to 3 hours after
dosing and at the end of dosing interval t ensure maximum and
minimum responses are similar. If response is substantially
diminished at the end of dosing interval of a once daily regimen, an
increased dose or use of twice-daily regimen can be considered.
(Drug fact and comparisons 2017, v1, p 892, 893)
Overdose
If you or someone else swallows several of these tablets all
together, or you think a child has swallowed any of these tablets,
contact your doctor, pharmacist, or hospital emergency department
immediately or contact a poison control center quickly.

4. Possible side effects

Like all medicines, Terazosin Arya 2 and 5 mg tablets can have
side effects, although not everybody gets them.
Those indicating need for medical attention
Incidence more frequent: Dizziness
Incidence less frequent: Angina (chest pain), dyspnea (shortness of
breath), edema, peripheral (swelling of feet or lower legs),
orthostatic hypotension (dizziness or lightheadedness, when getting
up from a lying or sitting position, sudden fainting), palpitations
(pounding heartbeat), tachycardia (fast or irregular heartbeat)
Note: Rarely, weight gain (usually 1 kg [2 Ib] or less) may occur
with peripheral edema.
Those indicating need for medical attention only if they
continue or are bothersome
Incidence more frequent: Asthenia
Incidence less frequent: Back or joint pain, blurred vision, nasal
congestion (stuffy nose), nausea or vomiting, somnolence
(drowsiness)
(USP DI 2007, v3, P 2710)

5. How to store Terazosin Arya 2 and 5 mg tablets
Keep this medicine out of reach of children. Do not take this
medicine after the expiry date stated on the label. The expiry date
refers to the last day of that month. Protect the medicine from light
and moisture. Keep it below 30 °C.

6. Contents of the pack
What Terazosin Arya 2 and 5 mg tablets contains:
Each F.C. tablet contains 2 and 5 mg Terazosin hydrochloride, as
active substance.
What is Terazosin Arya 2 and 5 mg tablets in the pack?
Each carton box is containing 10 transparent Alu-PVC blister
packs of 10 tablets with one leaflet.
Manufacturer:
Arya Pharmaceutical company
Daroupakhsh Ave., Makhsoos Karaj (Lashkari) Rd. Tehran, Iran.
Zip Code: 1397133111
Telephone: (+98)2144981081-3
This leaflet was revised in June 2019.

