


events reported with Irbesartan-Hydrochlorothiazide oceured in >
1% of patients, and more often on the Irbesartan-
Hydrochlorothiazide i than on placebo, regardless of
drug reiaiinn\hip chest pain, fatigue, influenza, tachycardia,
abdomlnal pam. dyspcpsmhcanbum muuar‘vommug. allergy,

1 pain, ot and abnor=

mal urination.

The following adverse events were also reported at a rate of 1% or
greater, but were as, or more, common in the placebo group:
headache, sinus abnommality, cough, URL, pharyngitis, diarrhea,
rhinitis, urinary tract infection, rash, anxiety/nervousness and
muscle cramp,

Adverse events occured at about the same rates in men and
women, older and younger patients.

Irbesartan
Other adverse evems that have been reported with Irbesartan,
without regard to causality, are listed below:
Body as a Whole: fever, chills, facial edema, upper extremity
edema
Cardiovascular; Mushing, cardiac

hypertension, murmur,

Nervous System/Pyyehiatric: restlessness

Renal: renal Fallurc. rcnal interstitial nephriti

Skin: erythema luding Stevens-Johnson synd 3
exfoliative dermatitis mulwdm;, toxic epidermal necrolysis
Special Senses: transient blurred vision, xanthopsia

PostaMarketing Experience
The following ad\.crsc lcscncns havc bt.'cn 1dcnni'od during post=
pproval use of [ Iy Because these
ions are n:pm‘icd ly from a population of

size, it is not always possible to reliably their freg y
or establish a causal relationship to drug exposure. Decisions to
include these rca&tmm: in labeling are typically based on one or

w]cs-llpul Tesing blnd thc Hydrnchlnrothmzldt and reduce ms
from the inal tract by up to 85% and 43%,

respe(r:tlvely.
= Corticosteroids, ACTH: intensified electrolyte depletion, partic=
ularly hypokalemia.

= Pressor Amines (e.g.
TEsponse (0 Pressor amines bu] not sufficient to preclude their use.

- Skeletal Muscle Relaxants, Nondepolarizing (e.p.
Tubocurarine): possible increased responsiveness o the muscle
relaxant,

= Lithium: should not generally be given with diuretics. Diuretic
agents reduce the renal elearance of lithium and add a high risk of

more of the fi g factors: scri of the , fre-  lithium toxicity.
quency of reporting or h of causal ion o Irl =N dal Ant tory Dmgs in some patients, the
Hydrochlorothiazide, of a nor y agent can

The following have been very rarely reported: urticaria; angioede-
ma (involving swelling of the face, lips, pharynx and/or tongue)
and hepatitis. Hyperkalemia has been rarely reported.

Very rare cases of jaundice have been reported with Irbesartan,
Rare cases of rhabdomyolysis have been reported in patients

reduce the diuretic, natriurctic and antibypertensive effects of
loop, potassium-sparing and thiazide diurenics. Therefore, when
Irbesartan-Hydrochlorothiazide tablets and non-steroidal enti-

Hydrechlorethiazide

The most common sighs and sympmms of overdose cbsewed in
humans are those caused by el iepletion (hypokal
hypochloremia, hyponatremia) and dchydmuon rcsultmg from
excessive diuresis, If digitalis has also been admimstered,
h)'[n}k&le'mw may auwnu.late cardiac anhy'thlmas Thc dcgmc to
which F ide is lysis has not
been le:nbllshed The oral LDsq ol’l{ydmchiamlhmz]de 18 greater
than 10 g'kg in both mice andsra!s.

DOSAGE AND ADMINISTRATION

General Considerations

The side effects of Irbesartan are generally rare and apparently
lruIepemjml of dose; those of Ilydmchluml.hmnde are a rmxmne
of d d (pnrman]y ) and d
phennm-.na (e.g. panc:reatlus) the former much more common
l.h.nn 1he latter,

inflammatory agents are used mncomtrantly. the patient should be
observed closely to determine if the desired effect of the diuretic

antihypertensive effects are attained within 2 to 4
weeks after a change in dose.

KEEP MEDICAMENT OUT OF REACH OF CHILDREN.
Do not exceed the prescribed dose.
Do not use after expiry date,

This is a medicament
= A medicament is a product which affects your health, and its
consumption contrary to instructions is dangerous for you.
= Follow strictly the doctor’s prescription, the method of use and
the instructions of the pharmacist who sold you the medicament.
- The doctor and the pharmacist are experts in medicine, its bene=
fits and risks,
= Do not by yourself interrupt the period of treatment prescribed.
= Do not repeat the same prescription without consulting your doo=
Lor,
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