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PRAZOSIN HYDROCHLORIDE CAPSULES USP 1 mg, 2 mg, and 5 mg

S.No.

Category

| Question

Answer

Clinical Particulars

Use/Indication

What is the product
indicated for?

Prazosin hydrochloride is an antihypertensive
medicine used to treat high blood pressure.

Prazosin helps protect the heart and blood vessels
by keeping blood pressure under control.

Dosage

What is the
recommended
dosage?

Take prazosin exactly as prescribed by your
healthcare provider.

The dose of prazosin is adjusted based on how your
blood pressure responds.

Treatment usually starts with 1 mg, 2-3 times a
day.

The dose may be slowly increased if needed.

Most people take 6-15 mg per day in divided
doses.

Doses above 20 mg usually don’t add extra benefit,
but some may need up to 40 mg.

Administration

How do | take it?

Your provider will tell you how many tablets to take
and when to take them.

Prazosin is usually started at a low dose (1 mg two
or three times a day) and then slowly increased
based on how the patient’s blood pressure
responds. Most people take 6-15 mg per day in
divided doses, and doses are generally not
increased beyond 20 mg unless needed. It can be
taken once or twice daily after adjustment. If used
with other blood pressure medicines, the dose is
usually reduced and adjusted again.

When taken with certain medicines (like PDE-5
inhibitors), it should be started at a very low dose
to avoid a sudden drop in blood pressure.

Formulation

Can  capsule  be
crushed?

Prazosin capsules should be swallowed whole. Do
not break, chew, or empty the contents of the
capsule, as this may increase drug exposure.
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5. Administration | What do | do if | miss e If you miss a dose of Prazosin capsules by less
a dose? than 12 hours, take the missed dose right away.

o If you miss a dose of Prazosin capsules by more
than 12 hours, just take your next dose at your
regular time. Do not make up the missed dose. Tell
your healthcare provider about any missed dose.

6. Administration | Use in Pediatric The safety and effectiveness of prazosin in children have not

Population been established.

7. Mechanism Mechanism of Action | Prazosin works by blocking alpha-1 receptors on blood
vessels. This causes the blood vessels (especially small
arteries) to relax and widen, which reduces resistance to
blood flow and lowers blood pressure. Unlike some
similar drugs, it usually does not increase heart rate while
lowering blood pressure.

8. Warning Warning and e Aswith all alpha-blockers, Prazosin can sometimes

precautions cause fainting (loss of consciousness), especially
after the first dose or when the dose is increased
quickly. This happens because it can lower blood
pressure too much when standing up.

e Insome cases, it may be preceded by a fast
heartbeat. The risk is higher if starting at a higher
dose, so treatment usually begins with a low dose
(1 mg) and is increased slowly.

e Extra care is needed when adding other blood
pressure medicines, as this can further lower blood
pressure.

9. Lactation Use in Lactation Small amounts of prazosin can pass into breast milk, so it
should be used with caution in nursing mothers.

10. | Pregnancy Use in Pregnancy Prazosin has not shown birth defects in animal studies, and
limited human use has not shown harm to the baby.
However, there are not enough well-controlled studies, so it
should be used during pregnancy only if clearly needed and
when benefits outweigh risks.

11. | Interaction Is there any o Diuretics and other blood pressure medicines can

interaction  between increase the blood pressure lowering effect, so

medication and other
drugs?

prazosin should be started at a lower dose and
adjusted carefully.

e PDES5 inhibitors (e.g., sildenafil, tadalafil) may
cause excessive blood pressure reduction and
symptomatic hypotension when taken with
prazosin.

e Prazosin has shown no significant interactions with
several drugs, including digoxin, insulin, diazepam,
allopurinol, propranolol, aspirin, and indomethacin
in limited studies.
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12. | Storage What are the storage | Store the medicine at room temperature (around 25°C).
conditions? It can handle small temperature changes between 15°C to
30°C. Keep it in a tightly closed container and protect it
from light.
13. | Dispensing How to Dispense? As prescribed by the Physician
14. | Contraindication | What are the Prazosin hydrochloride is contraindicated in patients with
contraindications of known sensitivity to quinazolines, prazosin, or any of the
(medication). inert ingredients.
Pharmaceutical Particulars
15. | Pharmaceutical | How is it supplied? 1 mg Capsules (White, MP15):
Form
» 90’s pack — NDC: 72205-275-90
» 100’s pack — NDC: 72205-275-91
» 250’s pack — NDC: 72205-275-95
» 1000’s pack — NDC: 72205-275-99
2 mg Capsules (Pink & White, MP14):
» 100’s pack — NDC: 72205-276-91
» 250’s pack — NDC: 72205-276-95
» 1000’s pack — NDC: 72205-276-99
5 mg Capsules (Blue & White, MP13):
» 100’s pack — NDC: 72205-277-91
» 250’s pack — NDC: 72205-277-95
» 1000’s pack — NDC: 72205-277-99
16. | Ingredients Active and Inactive | Active: Prazosin Hydrochloride
Ingredients
Inactive ingredients: silicon dioxide, lactose monohydrate,
corn starch, magnesium stearate, sodium lauryl sulfate,
sodium starch glycolate (potato), titanium dioxide, gelatin,
ferrosoferric oxide, propylene glycol, potassium hydroxide,
and shellac.
Allergens
17. | Ingredients Is it Vegetarian? No
18. | Ingredients Does it  contain | No
Gluten?
19. | Ingredients Does it contain Dairy | Yes ( Lactose used as diluent in the FP products and
Products? sourced from healthy Cow’s milk )
20. | Ingredients Does it contain Casein | No
21. | Ingredients Does it contain | No

Whey?
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22. | Ingredients Does it contain corn? | No

23. | Ingredients Does it contain rye? | No

24. | Ingredients Does it contain sugar? | No

25. | Ingredients Does it contain Oats? | No

26. | Ingredients Does it  contain | No
wheat?

27. | Ingredients Does it contain spelt? | No

28. | Ingredients Does it  contain | No
barley?

29. | Ingredients Does it  contain | No
rennet?

30. | Ingredients Does it contain | Yes
starch?

31. | Ingredients Does it contain latex? | No

32. | Ingredients Does it  contain | API contains solvents within the limits as per ICH
alcohol?

33. | Ingredients Does it  contain | Yes (Lactose produced from milk that has been sourced
Lactose? from healthy cows.)

34. | Ingredients Does it contain Nuts? | No

35. | Ingredients Does it contain | No
Preservatives?

36. | Ingredients Does it contain Soy | No
products?

Miscellaneous

37. | Miscellaneous May | know the | Novadoz Pharmaceuticals products are only available

product availability? | through pharmacies, wholesalers, and other authorized
distributors. See our ADR (authorized distributors of record)
page at NovadozPharma.com to learn more about where to
find our products.

38. | Miscellaneous May | know about | Contact Novadoz Pharmaceuticals Customer Service
return, refunds and | directly at 908-360-1500
reimbursement?

39. | Miscellaneous Do you have any Novadoz Pharmaceuticals does not offer patient assistance
patient's assistance programs at this time. The company that produces the brand
program? version of your product may or may not offer such a

program. Please check for access & eligibility requirements
with that company.

40. | Miscellaneous How do | report an To report suspected adverse reactions, contact Novadoz
adverse drug effect or | Pharmaceuticals LLC at 1-855-668-2369 or FDA at 1-800-
reaction to Novadoz | FDA-1088 or www.fda.gov/medwatch.
medication?

41. | Miscellaneous Why does my | Please check with your pharmacy as to why your
pharmacy that used to | prescription is not a Novadoz Pharmaceuticals product. You
fill  your generic | may refer to NovadozPharma.com ADR (authorized

formulation of a
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particular medicine, | distributor of record) page to learn where to find our
no longer fills my | products.

prescription with
Novadoz
formulation?

Miscellaneous Manufacturer and | Manufactured by:

Distributor MSN Laboratories Private Limited
Telangana — 509 228,

INDIA

Distributed by:
Novadoz Pharmaceuticals LLC
Piscataway, NJ 08854-3714




