Irbedrin Tablets 150225168012

Irbesartan
Anti-hypertensive
Composition:
Oral tablets containing irbesartan: 75,150 or 300 mg.
Inaddition each tablet contains the following excipients:
Y Cellulose, Ci Sodium, Lactose,
Clinical Pharmacology:
Mechanism of Action:
- Irbedrin (irbesartan) belongs to a group known a: in-IT receptor
blood vessels causing them to constrict leading to increase in blood pressure.
- Irbedrin prevents the bmdmg ofang\olensm 1[ inthese receptors, causing the blood vessels to relax thus lowering the blood pressure. Irbedrin also inhibits the secretion
of blood p! igh sodium and water retention.
- Irbedrin reduces the rate of i in patients with Type (2) Diabetes.
Pharmacokinetics:
The oral absorption of irbesartan is rapid and complete, with an average bioavailability of 60-80 %. Following

tearate, Starch, P

in-11is a substance produced in the body and binds to receptors in the

f Ibedrin, peak pl: ion of

irbesartanis attained wﬂhm 1‘/2 2hours after dosing. Fe fIrbedrin. Th half-life of irbesartanis 11-15 hours.
Steady - stat ithin 3 days. 90 % of Irbedrin binds to plasma proteins.
Metabolism and Elimin: :

-Ibesartanis metabol\zed in Ihe \lverthrough glucummde conjugation and oxidation.

liminated in th | ted in the feces through bile.

Gender:No gender in halflife or re observed in healthy i
Geriatric: In elderly SUbJECtS (age 65-80 years) vbesartan elimination half-life was not significantly altered, but AUC and C max values were about 20-50 % greater than
those in young subject 0 years), no d yinthe elderly, butthe doctor may advice alower dose in patients above the age of 75years.
Renal Insufficiency: Pharmaccklnellcs of irbesartan s not a\(ered in patients with renal |mpa|rmen( or in patients on hemodlalysws Sono dcse adjustmentis necessary
in pallenlswnh mlld renal i patientis also de
F { irbesartan is not si affected in patients wnh mild (o moderate ||ver cirrhosis.

affectthe

Nod

yin patients wit

The ffect of Irbedrin at doses of 150 & 300 mg is reached within 4 hours follcwmg oral admlmslrallon and the effecl is
sustained for about 24 hours of administration. Serum potassium levels are not affected at do .In patients, cht
of rrbesanan (up to 300 mg) have no effect on glomerular filtration rate, renal plasma flow or filtration fraction. Irbesartan has no clinically important effects on fastmg
HDL- i

total or fasting glucose During chronic oral administration, It neither has effect on serum uric acid level nor a
uricosuric effect.
Indications:
-Hypertension: Irbedrin s indicated for the treatment of hypertension. It may be ussdaloneorm ination with other anti i ts.
-Nephropathy in Type-I1 Diabetes: Irbedrin \sa\su indicated for the treatment of di with an elevated tinine and ia (300 mg/day )
|n,4 { i Typelln'h*
: - Irbedrini i inpi toany this product.

FetallNecna!aI Morhldny
The use of drugs that act directly on renin-angiotensin system dunng the second and third lrlmesters of pregnancy has been assoclaled wwlh fetal and neonatal injury,
mc\udmg ion, neonatal anuria, failure, , and death. Soir

2"and 3" trimesters. Studies have shown that these effects do not appear to result from intra-uterine drug exposure in the first trimester. However itis preferable notto be
usedalso inthe first trimester unless itis considered ife-saving to the mother.

Pl tients:
To avoid in patients with i olume - or sodium - depletion e.g. patients treated vigorously with diuretics or in patients on dialysis,
uch depl should b d prior f Irbedrin, or alow i be used (75mg).
Precautions:

Impaired Renal Function:
- In patients whose renal function may depend on the activity of the renin-angiotensin-: aldos1erune system (e g pahents with severe congestive heart failure), treatment

with rting: n ith oliguria and/or failure and for death.
-C i e of p ing di .po(asslum alt \ead toincrease in serum potassium.
-Re ible increase in lithil have been very rarely reported with irbesartan, therefore if co-administration of lithium proves necessary, close monitoring

of serum ithium levels is necessary.

Drug Interactions: No significant drug-drug interactions have been found with hydrochlorothiazide, digoxin, warfarin, and nifedipine. Based on in-vitro data, no
mlerachonwou\d" p drug of which P ymes 1A1, 1A2, 2A6, 2B6, 2D6, 2E1, or 3A4.

[ i Fertility No evid i ity or i fertilty.

Pregnancy Pregnancy Categories C: (first frimester) and D: (second and third trimester).

Nursing Mothers Itis not known whether irbesartan is excreted in human milk or not. The decwswon whether to discontinue nursing or discontinue the drug takes into

account theimportance of the drug to the: motherand h for, ff
Geriatric Use Nostriking in ffect orin ad d.
Instructions to patients:

1- Before taking this medicine, you should inform your doctor if you suffer from excessive vcmlllng orsever diarrhea, kidney or hearl prcb\ems

2-Ifyou accidentally miss a daily dose, justtake the next dose as normal and don'ttake a double dose: forthe d

3-Ifyou accidentally took more than one tablet, or a child swallowed some, contact your doctor immediately.

Adverse Reactions: Treatment with irbesartan was well-tolerated, with an incidence of adverse events similar to placebo. These events generally were mild and
transientwith norelationship to the dose ofirbesartan. The following adverse events include:

Uncommon: nausea, vommng diarrhea, dyspepsia, headache, flushing, vertigo, dizziness, rash and fatigue.

Rare: syncope, chestpain, edema, anxiety, rhinitis and pharyngitis.
N.B: Adverse events were similar in clinical studies of patients with ion alone versu: with

. MRS ; ot .

Dosage and Administration:

The tablets should be taken regularly as directed by your doctor. Treatment usually starts with 150 mg once a day. The dose may later be increased to 300 mg once daily
depending on blood pressure response.The maximal blood pressure lowering effect should be reached 4-6 weeks after beginning of the treatment. if you have the
impression that the effect of Irbedrin is too strong or too weak, talk to your doctor . For patients with high blood pressure and type 2 diabetes,300 mg once daily is the
preferred dose for the treatment of associated kidney disease. The doctor may advise a lower dose of 75 mg, especially when starting treatment in certain

in type-11 diabetes with the exception of an

patients such as those on haemodialysis, or lhose over the age of 75 years. Irbedrin can be taken with or without food. You should try to take your daily dose at about the
same time each day. Iti thaty take Irbedrin until your doctor tells you otherwise . Irbedrin should not be givento children (< 18years).

Alow dose of diuretic (Hydroch\orolhmnde) may be added.Itis usually appropriate to begin combination therapy only after a patient has failed to achieve the desired effect
with monotherapy.

How Supplied:

Boxesof 14tabletsof 75mg.

Boxes of 10tablets of 150 mg.

Boxes of 10 tablets of 300 mg.

Storage: Irbedrin should be stored in a dry place below 30 °C. Keep the medicine out of the reach and sight of children.

Product of: Medical Union Pharmaceuticals,
Abu-Sultan, Ismailia, Egypt.
Issue date: 16/7/2009, Revision date: 2/6/2010
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