Anti Hypertension

Composition:

- Each film coated tablet of Cozal® 50 contains:
Losartan Potassium ( USP) 50 mg.

- Each film coated tablet of Cozal® 25 contains:
Losartan Potassium (USP) 25 mg.

Pharmacotherapeutic group:
Angiotensin IT receptor antagonist.
Indications:

Cozal® is used in:

- Treatment of essential hypertension in adult, children and adolescent
6-18years of age.

- Treatment of renal disease in adult patients with hypertension and type
2diabetes with protein urea> 0.5g / day.

- Treatment of chronic heart failure in adult patients when treatment with
Angiotensin converting enzyme inhibitors is not consider suitable due to
incompatibility especially cough or contraindicated.

- Reduction in the risk of stroke in adult hypertensive patient with left
ventricle hypertrophy documented by ECG.

Dosage and administration:

-The usual starting dose of hypertensive patient and hypertensive type
2diabetes is 50mg once daily and can be increased to 100 mg.

- Patients with heart failure: initial usual dose is12.5 mg once daily, increased
at weekly intervals to max 150 mg once daily if tolerated.

- To reduce risk of stroke in hypertensive patient with left ventricular hypertrophy
documented by ECG, the usual starting dose is 50mg once daily, low dose of
hydrochlorothiazide can be added.

- Dose of Cozal® can be increased to 100 mg/day.

- Cozal® should be swallowed with a glass of water with or without food.

Contraindications:

Cozal® is contraindicated in the following conditions:
- Hypersensitivity to Losartan potassium.

- Second and third trimester of pregnancy.

- Severe hepatic impairment.

Side Effects:

- The most common side effects which appear at high doses are: dizziness,
vertigo, fatigue, asthenia, orthostatic hypotension, hypoglycemia and
hyperkalemia

- In rare conditions: Parathesia, cough, anaphylactic reactions, atrial
fibrillation and hepatitis may be occurred.

Precautions:

- Losartan and other Angiotensin IT receptor antagonists are less effective
in lowering blood pressure in black people than in non black (possible
because higher presence of low Renin state in the black hypertensive
population).

- Patients with a history of angio-oedema (swelling of the face, lips, throat,
and/or tongue) should be closely monitored.

Overdosage:

- The most likely manifestation of the over dose would be the hypotension,
tachycardia, bradycardia which could be occurred from parasympathetic
(vagal) stimulation.

- If potential toxic amount ingested, activated charcoal should be considered.

Drug interactions:

- Other antihypertensive agents and substances which may induce
hypotension as adverse reaction (as tricyclic antidepressant, antipsychotic,
baclofen, amifestin) may increase risk of hypotension.

- Fluconazole decreases metabolism of Losartan.

- Concomitant use of Losartan with rifampicin will decrease the
concentration of active metabolites of Losartan.

- Concomitant use of Losartan with other medicine that (potassium sparing
diuretic) may increase potassium levels.

- Reversible increase in lithium concentration during concomitant
administration of lithium with ACELI.

-When Angiotensin |l antagonist administered simultaneously with NSAIDs
(selectively COX2 inhibitors) attenuation of anti hypertension effect may
occur and may lead to an increased risk of worsening of renal function.

Pregnancy and Lactation:
-Using of Losartan is not recommended during first trimester of pregnancy
and contraindicated during second and third trimester of pregnancy.

-There is no evidence of Losartan usage during breast feeding, so using of
Losartan is not recommended during lactation.

Driving and using machines:

Undesirable effects such as dizziness, drowsiness may occasionally occur
when taking antihypertensive therapy in particular during initiation of
treatment or when the dose is increased so, driving vehicles or operating
machinery may be impaired.

This medicine contains Lactose:

This medication may be unsuitable for patients with lactose intolerance,
galactosemia, or glucosemia, or glucose or galactose malabsorption.

Properties:

- Losartan is a synthetic oral Angiotensin IT receptor antagonist.

- Angiotensin 11 is potentially vasoconstrictor, which is primary active
hormone of the rennin -Angiotensin system and an important determinant
of the pathological of the hypertension.

-Angiotensin 11 bind to receptorAT1 found in many tissues ( vascular
smooth muscle ,adrenal gland ,kidney, heart). Important biologically
actions include: vasoconstriction, release of Aldosterone, also it stimulate
smooth muscle proliferation.

- Losartan and its active metabolites (carboxylic acid) block all relevant
action of Angiotensin I1.

- Losartan does not inhibit ACE consequently there is no potentation of
undesirable bradykinin mediated effect.

- After oral administration > 99% of Losartan and its metabolites bound to
plasma proteins primary albumin and they are eliminated by both biliary
and urinary tract.

List of Excipients:

Microcrystalline cellulose, Lactose, Maize starch, Magnesium stearate,
Talc.

Incompatibilities:

Un Known.

Shelf life:

24 months.

Special precaution for storage:

-Keep out of the reach and sight of children.

-Do not use Losartan Potassium tablet after the expiry date which is stated
on the container.

- They should be stored in a cool, dry place, not exceed 30°C.

- Keep in original container.

Nature and contents of container:

Box of 3 Blisters.

Each Blister contains 10 tablets.

Special precaution for disposal:

- Medicine should not be disposed of via wastewater or household waste.
- Ask your pharmacist how to dispose of medicines no longer required.
- These measures will help to protect the environment.

Marketing Authorization holder and manufacturer:

Azal Pharma

Tele: (+249) 185322770

Fax : (+249) 155118855

E-mail: azal@azalpharma.com

Website: www.azalpharma.com

To report any Side effect
National Medicines and Poisons Board (NMPB)
Fax(+249)183522263
E-mail:inf@nmpb.gov.sd - Website:www.nmpb.gov.sd

THIS IS A MEDICAMENT

- 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 pharmacist who sold the
medicament.

- The doctor and the pharmacist are experts in medicine,
its benefits and risks.

- Do not by yourself interrupt the period of treatment
prescribed for you.

- Do not repeat the same prescription without
consultation your doctor.

- Keep medicament out of reach of children.

Produced By:

Azal Pharma

N Khartoum - Sudan
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