XN
I /)F¥Y)Vbmg
http://www.minoxidil.in.net/

Minoxidil
Minoxidil 5Smg

http://www.minoxidil.in.net/en/

(58 it o k]

BRERS X/ F 2P 5me

e A ECEEI O RIS T ZE W, (LH LA 1)

{3 ERESOCUTOHMRTREL TS W,

(haE]

R/FTVINEBEO AGA(KHERPLRIE ) Z2I0ET 2720 DR N
BEWETT., COB|MII/F 2 5mg 2B H T HEEMITE
DET. I/ FONOERYEIIBIEDORBIEZMFI =&, FHE
ERTHDTT,

(2 5%]

2FVINFIELIELISGERERAL LI RA®RINAIFETHRA

CHENGEINTEET,

M6 A LLE OE G 526,

(CE=% =)

P RES KRB TORBR 2R PINAFRBEICLDHEICIE
NEND D FH A,

RAZIEDTLES EHUTBRENH#ETLET,

C20 U TOHIE, I /FIPNERMLANTL TN

-fEH—EORMICIRHT S Z &,

- RARBICHIREN R 2 EDNH D ET,

(X7 FDVIRA S O]

/FIVINERAL TWAEEEMITEITEL £ 5,

(R o T REE]

- AR 1L

- REIR BHE

- ZBIE

- PEBKIEOR

MERICREERNT=HE TR AZH 1k USSR IR T 2 2 &
CEYH A

BeEAIZIRA L TW 3 5E 0B I ER T 2 < ERERSD O £9,

(5t 3 52 1 )

IH®0 28 EIRAL THHRIZEDD £8 A,
KIMEICEZEE RTTRBEERS D £7,

(PR J51K]

. Btz S0, PRy bOENRNE I AICEE, HIR TR
BLTLSESWN,

[Composition]

Minoxidil tablets for oral administration contain either 2.5 mg or 10 mg of
minoxidil.Minoxidil Tablets USP 2.5 mg and 10 mg contain the following inactive
ingredients: anhydrous lactose, docusate sodium, magnesium stearate, microcrystalline
cellulose, sodium benzoate and sodium starch glycolate.

[Description]

Minoxidil tablets contain minoxidil, an antihypertensive peripheral vasodilator. Minoxidil
occurs as a white to off-white, crystalline powder, soluble in alcohol and propylene glycol;
sparingly soluble in methanol; slightly soluble in water; practically insoluble in chloroform,
acetone and ethyl acetate. The chemical name for minoxidil is 2,4-Pyrimidinediamine, 6-
(1-piperidinyl)-, 3-oxide. The structural formula is represented below:

[Indications]

Because of the potential for serious adverse effects, minoxidil tablets are indicated only in the
treatment of hypertension that is symptomatic or associated with target organ damage and is not
manageable with maximum therapeutic doses of a diuretic plus two other antihypertensive
drugs. At the present time use in milder degrees of hypertension is not recommended because
the benefit-risk relationship in such patients has not been defined. Minoxidil reduced supine
diastolic blood pressure by 20 mm Hg or to 90 mm Hg or less in approximately 75% of patients,
most of whom had hypertension that could not be controlled by other drugs.

[Contraindications]

Minoxidil tablets are contraindicated in pheochromocytoma, because it may stimulate
secretion of catecholamines from the tumour through its antihypertensive action. Minoxidil
tablets are contraindicated in those patients with a history of hypersensitivity to any of the
components of the preparation.

[Side effect]

Side effects of oral minoxidil may include swelling of the face and extremities, rapid and
irregular heartbeat, lightheadedness, cardiac lesions, and focal necrosis of the papillary muscle
and subendocardial areas of the left ventricle. There have been cases of allergic reactions to
minoxidil or the non-active ingredient propylene glycol, which is found in some topical
minoxidil formulations. Pseudoacromegaly is an extremely rare side effect reported with large
doses of oral minoxidil.Minoxidil is generally well tolerated, but common side effects include
burning or irritation of the eye, itching, redness or irritation at the treated area, as well as
unwanted hair growth elsewhere on the body. Exacerbation of hair loss/alopecia has been
reported.Severe allergic reactions may include rash, hives, itching, difficulty breathing,
tightness in the chest, swelling of the mouth, face, lips, or tongue, chest pain, dizziness,
fainting, tachycardia, headache, sudden and unexplained weight gain, or swelling of the hands
and feet. Temporary hair loss is a common side effect of minoxidil treatment.Manufacturers note
that minoxidil-induced hair loss is a common side effect and describe the process as "shedding".
Alcohol and propylene glycol present in some topical preparations may dry the scalp,
resulting in dandruff and contact dermatitis.

[Dosage and Administration]

Patients over 12 years of age: The recommended initial dosage of minoxidil tablets is 5 mg
of minoxidil given as a single daily dose. Daily dosage can be increased to 10, 20 and then
to 40 mg in single or divided doses if required for optimum blood pressure control. The
effective dosage range is usually 10 to 40 mg per day. The maximum recommended dosage
is 100 mg per day.Patients under 12 years of age: The initial dosage is 0.2 mg/kg
minoxidil as a single daily dose. The dosage may be increased in 50 to 100% increments
until optimum blood pressure control is achieved. The effective dosage range is usually
0.25 mg to 1 mg/kg/day. The maximum recommended dosage is 50 mg daily.Dose
frequency: The magnitude of within-day fluctuation of arterial pressure during therapy
with minoxidil is directly proportional to the extent of pressure reduction. If supine
diastolic pressure has been reduced less than 30 mm Hg, the drug need be administered
only once a day; if supine diastolic pressure has been reduced more than 30 mm Hg, and
the daily dosage should be divided into two equal parts.Frequency of dosage adjustment:
Dosage must be titrated carefully according to individual response. Intervals between
dosage adjustments normally should be at least 3 days since the full response to a given
dose is not obtained for at least that amount of time. Where a more rapid management of
hypertension is required, dose adjustments can be made every 6 hours if the patient is
carefully monitored.

[Presentation]

Minoxidil Tablets 5 mg are 9/32", scored, round, white tablets supplied in packaging of 100
tablets, with 50 tablets per strip.

3 Store at a temperature below 30°C. Protect from light and moisture.

3¢ Keep out of the reach of children



