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Valsartan Tablet
How Supplied:

Each film coated Tablets Contains 40 and 80mg Valsartan, 10 Film coated Tablets per blister
pack, 10 blister with a leaflet in a box.

Category:

heart failure,

Mechanism of Action:

Valsartan, by blocking the binding of angiotensin 11 1o the AT, receptors, promotes

vasodilation and decreases the effecls of aldosterone. The negalive feedback regulation

ui angiotensin 11 on renin secretion also is inhibited, resulting in a rise in plasma renin
and a nise in in 11 plasma s, however,

masc effects do not counteract the blood pressure-lowering effect that occurs.

Pharmacokinetics:

* Absorption: Absolute bioavailability for the capsule formulation is approximately 25%

(range, 10 to 35%), Food decreases the area under the plasma concentration-time curve

(AUC) and peak plasma (C,..) by approxi ly 40 and 50%, resp y.

« Distribution: VolD-steady-state 17 |

« Protein Binding: Very high (95%), mainly to alburmin,

« Half life- Elimination: Approximately 8 hours. (8.8 hours in patients with renal failure).

« Elimiation: Renal-13% & Fecal-83%, Vaisartan s not removed from the plasma by

hemodialysis

Pregnancy and breast feeding:

Valsartan should be discontinued as soon as possible when pregnancy is detected.

FDA pregnancy category C (first trimester). FDA pregnancy category D (second and third

trimesters).

It is not known whether vaisartan Is distributed into breast milk. it is recommended that

valsartan not be administered to nursing mothers.

Pracautions:
* Regular visits to physician to check progress
« Notifying physician | y il p 15

* Not taking other medications wuhom cnrksunlnn the physician

« Caution when driving or doing other things requiring aleriness because of possible
dizziness.

«To prevent dehydration and hypolension, checking with physician it severe nausea,
vomiting, or diarrhea occurs and continues.

« Caution when exercising or during exposure to hol weather because of the risk of
dehydration and hypotension due 1o reduced fluid volume

Drug interactions:

Inform your doctor if you are taking any of the following medicine: ACE inhibitors; Beta
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blackers; Divretics, sparing  drugs;
comaining salt substitutes, warfann, iithium saits,
Dosage and Administration:

Usual adult dose:

+ = Antihypertensive: initially 80mg or 160mg once daily, when used as monotherapy in

patients who are nol volume-depleted. Patients requiring greater reductions may be
started at higher dose. Valsartan may be used over dose range ol B0mg 1o 320mg daily,
administered once per day.

Note: Antihypertensive effectis substantially present within 2 weeks and maximal reduction
is generally attained after 4 week, if additional antihypertensive etfect is required over the
starting dose range, the dose may be increased to a maximum of 320mg or a divretic may
be added

« Heart failure (trealment): recommended starting dose of d0mg twice daily; up titration 1o
80mg and IBﬂmu lwl:u daily should be done to the highest dose, as !nlemod by the patient.
*Leh ost-my ial infarction ): 20mg twice daily
initiated as early as 12 hours anwa myocardial infarction, Patients may be up titrated within
7 days to 40mg twice daily, with subsequent titrations to a target maintenance dose of
160mg twice daily as tolerated by the patient

Usual adult prescribing limits: 320mg per day (in divided doses for treatment of heart faliure)
Usual pediatric dose:

Safety and efficacy have not been established

Side effects:

Those indicating need for medical attention: Hyperkalemia; postural hypotension; renal
impairment: syncope; Ang
Those indicating need for medical attention only if Huycoﬂﬂn\le or are bothersome:
Abdominal pain; arthralgia: back pain, blurred vision; coughing; diarrhea; dizziness; fatigue ;
headache; nausea; upper respiratory tract infection; viral infection.

Storage:

Store below 30°c, Protect from Light and moisture, keep out of reach of children,

Manutactured by: Pursina Pharmaceutical Co. Tehran-IRAN  Date of Revision: Sep/2013




