‘SCHEDULING STATUS[53]

h. NAME OF THE MEDICINE
TTESAR C0 40/12,5 mg tablets
/TESAR C0 80/12,5 mg tablets

|

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

ITESAR C0 40/12,5 mg: Each double-layered tablet contains telmisartan 40 mg and hydrochlorothiazide 12,5 mg.
ITESAR C0 80/12,5 mg: Each double-layered tablet contains telmisartan 80 mg and hydrochlorothiazide 12,5 mg.
ITESAR C0 40/12,5 mg contains sugar alcohol (mannitol 163,85 mg) and sugar (tactose monohydrate 49,84 mg)
per tablet (see section 4.4).

ITESAR C0 80/12,5 mg contains sugar alcohol (mannitol 327,70 mg) and sugar (tactose monohydrate 49,84 mg)
per tablet (see section 4.4).

Essentially ‘sodium freg’.

For the full st of excipients, see section 6.1.

‘[3[. PHARMACEUTICAL FORM
Tablets.

/TESAR C0 40/12,5 mg tablets are round, bilayer tablets with white and yellow colour with a diameter of 9,25 mm.
/TESAR CO 80/12,5 mg tablets are round, bilayer tablets with white and pink colour with a diameter of 10,5 mm.

|

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

ITESAR CO s indicated for the treatment of mild to moderate hypertension in patients whose blood pressure has
been stabilised at the same dosage of the individual components given together.

'4.2 Posology and method of administration
logy

dults:
?ESAR (0 should be taken once daily, with or without food. Two dosage strengths are available: 40/12,5 mg
and 80/12,5 mg. The patient should be stabilised at the relevant dosage of the individual components given
together, and then be changed to the appropriate combination dosage. When considering changing the patient's
therapy with TESAR CO it must be bom in mind that treatment needs to be continued for at least

Women of childbearing potential
Women of childbearing age should ensure effective contraception.

Pregnancy

Safety in pregnancy and lactation has not been established (see section 4.3). When pregnancy is planned or
confirmed, TESAR CO should be discontinued.

Preclinical studies indicate that telmisartan, as in TESAR CO, does not indicate teratogenic effect, but has
shown fetotoxicity.

Medicines affecting the renin-angiotensin system, such as TESAR CO, can cause embryonal toxicity, foetal and
neonatal morbidity and mortality when administered to pregnant women.

Should exposure to TESAR CO have occurred during pregnancy, ultrasound check of renal function and skull
is recommended.

Infants whose mothers have taken TESAR CO should be closely observed for hypotension (see sections 4.3
and44).

Hydrochlorothiazide, as contained in TESAR CO, crosses the placental barrier and appears in cord blood. They |
may cause foetal electrolyte disturbances and possibly other reactions that have occurred in adults. Cases of |
neonatal thrombocytopenia and foetal, or neonatal, jaundice have been reported with matemal thiazide therapy.
Breastfeeding

TESAR CO is contraindicated during breastfeeding (see section 4.3). Athough animal studies have shown
excretion of telmisartan in breastmilk, it is unknown whether telmisartan, as in TESAR CO, s excreted in human
milk. Hydrochlorothiazide appears in human milk and may inhibit lactation.

Fertility

No fertiity studies in humans have been performed. In pre-clinical studies, an effect of telmisartan and
hydrochlorothiazide on male and female fertiity was not observed.
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4.7 Effects on ability to drive and use machines :
|
|
|
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TESAR CO can have influence on the ability to drive and use machines. Dizziness, syncope or vertigo may
occasionally occur when taking antihypertensive therapy such as TESAR CO.

4.8 Undesirable effects

a. Summary of the safety profile

The most commonly reported adverse reaction is dizziness. Serious angioedema may occur rarely.

b Tabulated list of adverse effects
Fixed-dose combination (TESAR CO):

4 - 8 weeks before the maximum effect is obtained. When necessary, TESAR CO may be admini with
another antihypertensive medicine.

Special populations

Renal impairment:

Due to the hydrochlorothiazide component, TESAR CO is not recommended for patients with severe renal

{dysfunction (creatinine clearance < 30 mL/min). Loop diuretics are preferred to thiazides in this population.
rience in patients with mild to moderate renal impairment is modest but has not suggested adverse renal

:effecrs and dose adjustment is not considered necessary. Periodic monitoring of renal function is advised.

Hepatic impairment:

In patients with mild (Child-Pugh Class A) to moderate (Child-Pugh Class B) hepatic impairment, the dosage
should not exceed TESAR C0 40/12,5 mg once daily. TESAR CO is not indicated in patients with severe hepatic
impairment. Thiazides, s in TESAR C0, should be used with caution in patients with impaired hepatic function.

Iderly:
lo dosage adjustment is necessary.

Paediatric population
Children and adolescents up to 18 years:
There are no data on the safety and efficacy of TESAR CO in children and adolescents up to 18 years.

Method of administaton
/TESAR CO tablets are for once-daily oral administration and should be taken with liquid, with or without food.

4.3 Gontraindications

TESAR CO s contraindicated in

patients with hypersensitivity to telmisartan, hydrochlorothiazide or other sulphonamide-derived medicines
ortoany of the ingredients of TESAR CO (see section 6.1)

patients with a history of previous and/or current basal cell carcinomas and/or squamous cell carcinomas of
the skin and lip

severe renal function impairment (creatinine clearance < 30 mL/min) or anuria

severe hepatic impairment, cholestasis and biliary cirthosis

refractory hyponatraemia, hypokalaemia, hypercalcaemia and symptomatic hyperuricaemia or gout
bilateral renal artery stenosis or renal artery stenosis in the presence of a single kidney

aortic valve stenosis and/or hypertrophic obstructive cardiomyopathy (HOCM) (see section 4.4)
angioedema on previous exposure to angiotensin receptor blockers (ARBs) or angiotensin-converting
enzyme (ACE) inhibitors. These patients must never be given these medicines again

hereditary or idiopathic angioedema

biliary obstructive disorders

concomitant therapy with potassium sparing diuretics such as amiloride, spironolactone, triamterene
Addison’s disease

porphyria

lithium toxicity may occur when TESAR CO is used in combination with lithium therapy (see section 4.5)
concomitant use of fluoroquinolones with ACE inhibitors/angiotensin receptor blockers is contraindicated
in patients with moderate o severe renal function impairment (creatinine clearance < 30 mL/min) and in
elderly patients

concomitant use with aliskiren-containing medicines

pregnancy and lactation (see sections 4.4 and 4.6).

‘4.4 Special warnings and precautions for use

Should a woman become pregnant while taking TESAR CO, the treatment must be stopped promptly
and changed to a different medicine (see section 4.6). If a woman is contemplating pregnancy, a
different class of medicine should be used (see section 4.6).

\When pregnancy is diagnosed, ireatment with TESAR CO should be stopped immediately and, if appropriate,
@lternative therapy should be started (see section 4.3).

IRenovascular hypertension:

There is an increased risk of severe hypotension and renal insufficiency when patients with bilateral artery
Stenosis or stenosis of the artery to a single functioning kidney is treated with medicines that affect the renin-
?ngimensin—aldoslerone system (RAAS) (see section 4.3).

\Renal artery stenosis:

ITESAR CO may increase serum creatinine and blood urea in patients with bilateral renal artery stenosis or
stenosis of the artery to a solitary kidney, which could lead to an increased risk of severe hypotension (see
section 4.3).

Renalimpairment and Kidney transplantation:

atients with severe renal function (creatinine clearance < 30 mL/min) should not take TESAR CO (see section 4.3).
Iragmia, associated with hydrochlorothiazide, as in TESAR CO, may occur in patients with renal impairment.
The periodic monitoring of potassium, creatining and uric levels is mandatory in patients with mild to moderate
fenal impairment.
There is no experience with respect to the administration of TESAR CO in patients with a recent kidney
{ransplant or severe renal impairment (see section 4.3).
[Telmisartan is not removed from blood by haemofiltration and is not dialysable.

Intravascular volume depletion:

n patients with intravascular volume and/or sodium depletion caused by vigorous diuretic therapy, diarrhoea,
Yomiting or dietary saltrestriction, hypotension may occur, especially after the first dose of TESAR CO. The use:
0 TESAR CO is not recommended unti tis concifion has been corected.

jso\ated cases of hyponatraemia accompanied by neurological symptoms (nausea, progressive disorientation,
@pathy) have been observed with the use of hydrochlorathiazide.

\Dual blockade of the renin-angiotensin-aldosterone system:

There s evidence that the concomitant use of ACE inhibitors, angiotensin Il receptor blockers (ARBS) or liskiren
may increase the risk of hypotension, hyperkalamia and decrease renal function (including acute renal failure).
Oual blockade of renin-angiotensin-aldosterone system (RAAS) through the combined use of TESAR CO and
tliskiren s therefore contraindicated (see section 4.3). TESAR CO should not be used concomitantly with
faliskiren (see section 4.3).

IACE inhibitors and angiotensin Il receptor blockers should not be used concomitantly in patients with diabetic
Pephropathy.

(Other conditions which stimulate the renin-angiotensi system:

Treatment with other medicines that affect the renin-angiotensin-aldosterone system, including TESAR CO, in
patients whose vascular tone and renal function depend on this system (e.g. patients with severe congestive
heart failure or underlying renal disease, including renal artery stenosis) has been linked to hyperazotaemia,
oliquria, acute hypotension, or rarely acute renal failure.

Goncomitant use of fluoroquinolones:
Concomitant use of fluoroquinolones with ACE inhibitors/angiotensin receptor blockers may precipitate acute
dney injury in patients, especially those with moderate to severe renal impairment and elderly patients (see
ion 4.3). Renal function should be assessed before initiating treatment and monitored during treatment
with fluoroquinolones or ACE infibitors /angiotensin receptor blockers, whether used separately and/or in
combination.

\Primary aldosteronism:

Patients with primary aldosteronism do not normally respond to antihypertensive medicines which act through
fnhibition of the renin-angiotensin system. Administration of TESAR CO is therefore not recommended in
'these patients.
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JAortic and mitral valve stenosis or obstructive hypertrophic cardiomyopathy:

Special caution is recommended in patients suffering from obstructive hypertrophic cardiomyopathy or mitral
(or aortic valve stenosis (see section 4.3).

|

Hyperkalaemia:

Aithough clinically significant hyperkalaemia has not been documented with telmisartan/hydrochlorothiazide
in combination, hyperkalaemia may occur during treatment with other medicines that affect the renin-
@ngiotensm-aldosterone system, especially in the presence of heart failure and/or renal impairment and
diabetes mellitus.

‘bo-adrninistration of TESAR CO with potassium supplements, potassium sparing diuretics, salt substitutes
containing potassium, or other medcines which may increase potassium levels (e.g. heparin) should be taken
with caution.

Hepatic impairment:

Melmisartan, as in TESAR C0, is mostly eliminated in the bile. Patients with biliary obstructive disorders or
‘severe hepatic insufficiency can be expected to have reduced clearance. Therefore, TESAR CO should not be
given to these patients (see section 4.3).

TTESAR CO should be used with caution in patients with progressive liver disease or mild to moderate hepatic
impairment, since minor alterations of electrolyte balance and fluid may induce hepatic coma. There is no
‘b\inical experience with TESAR CO in patients with hepatic impairment.

Metabolic and endocrine effects:

Treatment with TESAR CO may impair glucose tolerance, therefore dose adjustment of antidiabetic medicines
(including insulin) may be necessary. Latent diabetes mellitus may occur during TESAR CO treatment. Increases
in friglyceride and cholesterol levels have been associated with hydrochlorothiazide (as in TESAR CO) therapy,
however, at the 12,5 mg dose, minimal or no effects were reported.

Hydrochlorothiazide, as in TESAR CO, may increase serum uric acid concentration and may lead to gout in
patients who are suscepible.

'Serum electrolyte changes:
riodic monitoring of serum electrolytes should be performed at appropriate intervals in patients receiving
ydrochlorothiazide, as in TESAR CO.
Concomitant use with potassium supplements, potassium sparing diuretics, salt substitutes containing
potassium, or other medicines which may increase potassium levels (e.g. heparin) should be taken with caution.

Hypokalaemia:

Although hypokalaemia may develop with the use of thiazide diuretics, concurrent therapy with telmisartan may
feduce diuretic-induced hypokalaemia. The risk of hypokalagmia is greatest in patients with cirthosis of the
fiver, in those experiencing brisk diuresis, in those receiving inadequate oral intake of electrolytes and in those
feceiving itant therapy with corti ids or icotropic hormone (ACTH). Conversely, due to
e antagonism of the angiotensin Il (AT1) receptors by the telmisartan component of TESAR CO, hypokalagmia
hay occur. Frequent monitoring of serum potassium is recommended.

\Hypochloroaemic alkalosis and hyponatraemia:
Hypochloroaemic alkalosis and hyponatraemia have been linked to treatment with hydrochlorathiazide, as
inTESAR CO.

‘ lypercalcaemia:

iydrochlorothiazide, as in TESAR CO, may decrease urinary calcium excretion and cause irregular and

light elevation of serum calcium in the absence of known disorders of calcium metabolism. Increased
ﬁyperca\caemia may be a sign of hyperparathyroidism. Discontinue TESAR CO therapy before performing tests
for parathyroid function

Hypomagnesaemia:
Hydrochlorothiazide, as in TESAR CO, may lead to hypomagnesaemia, due to an increase in the urinary

‘bxcretinn of magnesium.

Symptoms which warn against electrolyte and fluid imbalance, irrespective of cause, include thirst, dry mouth,
Jethargy, weakness, restlessness, drowsiness, confusion, muscle pains or cramps, Seizures, muscular fatigue,
oliguria, tachycardia, hypotension and gastro-intestinal disturbances such as vomiting and nausea.

Systemic lupus erythematosus:

ﬁydmchlorom\azide, asin TESAR O, has been reported to worsen or activate systemic lupus erythematosus.
Diabetes mellitus:

In diabetic patients with an additional cardiovascular risk, i.e. patients with diabetes mellitus and coexistent
coronary artery disease (GAD), the risk of fatal myocardial infarction and unexpected cardiovascular death may
be increased when treated with blood pressure lowering medicine such as ARBS or ACE inhibitors (such as
ITESAR C0). In patients with diabetes mellitus, CAD may be asymptomatic and therefore undiagnosed. These
patients should undergo appropriate diagnostic evaluation prior initiation of treatment e.g. exercise stress
‘Resﬁng‘ to detect and to treat CAD accordingly, before initiating treatment with TESAR CO.

Choroidal effusion, acute myopia and angle-closure glaucoma

Hydrochlorothiazide, a sulphonamide, can cause an idiosyncratic reaction, resufting in choroidal effusion with
visual field defect, acute transient myopia and acute angle-closure glaucoma. Symptoms include acute onset
of decreased visual acuity or ocular pain and typically occur within hours to weeks of drug initiation. Untreated
acute angle-closure glaucoma can lead to permanent vision loss. The primary treatment is to discontinue
fydrochlorathiazide as rapidly as possible. Prompt medical or surgical treatments may need to be considered if
fthe intraocular pressure remains uncontrolled. Risk factors for developing acute angle-closure glaucoma may
inclue  history of sulphonamide or penicilin allergy.

WNon-melanoma skin cancer:
f‘" increased risk of non-melanoma skin cancer (NMSC) [basal cell carcinoma (BCC) and squamous cell
carcinoma (SCC)] with increasing cumulative dose of hydrochlorothiazide (HCTZ) expostre fas been observed
in two epidemiological studies. Photosensitising actions of HCTZ could act as a possible mechanism for NMSC.
tients taking TESAR CO should be informed of the risk of NMSC and advised to regularly check their skin
for any new lesions and promptiy report any suspicious skin lesions. Possible preventive measures such as
jimited exposure to sunlight and ultra violet (UV) rays and, in case of exposure, adequate protection should be
advised to the patients in order to minimise the risk of skin cancer. Suspicious skin lesions should be promptly
examined, potentially including histological examinations of biopsies.
[TESAR CO should not be used by patients who have had previous and/or current basal cell carcinomas and/or
squamous cell carcinomas of the skin and/or lip (see section 4.3).

Ethnic differences:

As with all other angiotensin Il receptor antagonists, telmisartan (as in TESAR CO) is apparently less effective in
|0wering blood pressure in black patients than in non-black patients, possibly because of higher prevalence of
’ow renin states in the black hypertensive population.

\Acute respiratory toxicity:

Very rare severe cases of acute respiratory toxicity, including acute respiratory distress syndrome (ARDS) have
been reported after taking hydrochlorathiazide. Pulmonary oedema typically develops within minutes to hours
after hydrochlorathiazide intake. At the onset, symptoms include dyspnoea, fever, pulmonary deterioration and
fypatension. If diagnosis of ARDS is suspected, TESAR CO should be withdrawn, and appropriate treatment
\given. Hydrochlorathiazide should not be administered to patients who previously experienced ARDS following

hydrochlorothiazide intake.
)
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An excessive decrease in blood pressure i patients with ischaemic cardiovascular disease or ischaemic
cardiopathy could resutt in a stroke or myocarcial infarction when these patients take TESAR CO.

General:

Patients with or without a history of allergy or bronchial asthma, may experience hypersensitivity reactions to

hydrochlorothiazide, as in TESAR CO, but are more likely to ocour in those patients with a history.

Cases of photosensttivty reactions have been reported with thiazide diuretics (see section 4.8). f a
hotosensitivity reaction occurs during treatment, it is recommended to stop the treatment. If a re-

administration of the diuretic is deemed necessary, it is recommended to protect exposed areas to the sun

trtoartial WA

Lactose:
Patients with rare hereditary problems of galactose intolerance, total lactase deficiency or glucose-galactose
malabsorption should not take TESAR CO.

I
odium;
‘[?ESAR C0 contains less than 1 mmol sodium (23 mg) per tablet, that is to say essentially ‘sodium free’.

4.5 Interaction with other medicines and other forms of interaction

The antihypertensive effect of telmisartan, as in TESAR CO, may increase the hypotensive effects of other
‘antihypertensive medicines.

Telmisartan, as in TESAR CO, has no clinically significant interaction with digoxin, hydrochlorothiazide, warfarin,
buprofen, glibenclamide, paracetamol, amlodipine and simvastatin, when co-administered. Monitoring

{of plasma digoxin levels should be considered, since a 20 % increase in median plasma digoxin trough
Concentration has been observed.

‘Althuugh the clinical relevance is unknown, co-administration of telmisartan (as in TESAR C0) and ramipril led
ki increase of up o 2,5-fold in the AUCO-24 and Cmax of ramipril and ramiprilat during a single study.
Lithium:

oxicity and reversible increases in serum lithium concentrations have been reported during concomitant use
of lithium with telmisartan, as in TESAR CO. Renal clearance is also decreased by hydrochlorothiazide, as in
ITESAR CO0, increasing the risk of lithium toxicity. Co-administration of lithium and TESAR CO is contraindicated
(see section 4.3).

ﬂwmquinolm and ACE inhibitors/angiotensin receptor blockers:

oncomitant use of fluoroquinolones and AGE inhibitors/angiotensin receptor blockers may precipitate acute
idney injury. The mechanism of the possible interaction between the different classes of medicines, over and
above different mechanisms of kidney damage, is unknown (see section 4.3).

lodinated contrast products:
Inthe event of dehydration caused by diuretics, there is an increased risk of acute functional renal failure,
zlanicularly during use of high doses of iodinated contrast products. Rehydration before administration of the

‘odinated product s required.

Medicines affecting potassium:

The potassium-depleting effect of hydrochlorothiazide, as in TESAR CO, could be increased by other medicines
associated with hypokalaemia and potassium loss (e.g. other kaliuretic diuretics, corticosteroids, ACTH,
laxatives, carbenoxolone, amphotericin, salicylic acid and derivatives, penicillin G sodium). Monitoring of
potassium plasma levels is advised if these medicines are prescribed with TESAR CO.

Equally, concomitant use of TESAR CO and ACE inhibitors, potassium-sparing diuretics, potassium supplements
or salt substitutes containing potassium, cyclosporin or other medicines that may increase serum potassium
levels (e.g. heparin sodium) may lead to increases in serum potassium and should therefore be co-
‘administered cautiously with TESAR CO, and potassium plasma levels monitored (see section 4.3).

bud blockade of the RAAS with ARBs, ACE inhibitors or aliskiren:

Study data has shown that blockage of the renin-angiotensin-aldosterone-system (RAAS) through the
combined use of ACE inhibitors, angiotensin Il receptor blockers or aliskiren is associated with a higher
frequency of adverse events such as hypotension, hyperkalaemia and decreased renal function (see sections
#3and44).

Medicines affected by serum potassium disturbances:

Monitoring of serum potassium is recommended when TESAR CO is administered with medicines affected by
Serum potassium disturbances (e.g. igitalis glycosides, ant-dysrhythmics and medicines known to induce:
forsade de pointes, such as:

dolasetron, erythromycin, clarithromycin, halofantrine, moxifloxacin, pimozide, chlorpromazine, ziprasidone
and mizolastine)

class la anti-dysrhythmics (e.g. quinidine, hydroguinidine, disopyramide)

class Ill anti-dysrhythmics (e.g. amiodarone, sotalol, dofetilide, ibutiide)

some antipsychotics (e.g. thioridazine, chlorpromazine, levomepromazine, trifluoperazine, cyamemazine,
Sulpiride, sultopride, amisulpride, tiapride, pimozide, haloperidol, droperidol)

others (e.g. bepridil, cisapride, diphemanil, erythromycin IV, halofantrin, mizolastin, pentamidine,
sparfloxacine, terfenadine, vincamine IV.)). Hypokalaemia being a predisposing factor to torsade de pointes.

Nonsteroidal anti-inflammatory drugs (NSAIDs):
The concomitant use of NSAIDs, including aspirin, should be used with caution in patients taking telmisartan,
'as in TESAR C0, as the risk of acute renal insufficiency may be increased, especially in those patients who are
hot adequately hydrated.
NSAIDs may also intensify the hypotensive effects of telmisartan, as in TESAR CO. The diuretic, natriuretic and
‘antihypertensive effects of hydrochlorothiazide, as in TESAR CO, are blunted by NSAIDs.
ients taking NSAIDs and TESAR CO should be sufficiently hydrated and be monitored for renal function at the
eginning of, and during, combined treatment.

\Additional information on TESAR CO interaction:
The pharmacokinetics of telmisartan, as in TESAR CO, are not affected by the hydrochlorothiazide in TESAR CO.

me" s:f'lzmci‘r;isfered concurrently, the following medicines may interact with hydrochlorothiazide (as
in :

Alcohol, barbiturates or narcotics:

rthostatic hypotension may become aggravated by simultaneous intake of alcohol, barbiturates, anagsthetics
or opioids.

\Antidiabetic medicines (oral agents and insulin):

Treatment with hydrochlorathiazide, s in TESAR CO, may impair glucose tolerance. Dosage adjustment of
‘antidiabetic medicines, including insulin, may be required.

I
Metformin:
There is a risk of lactic acidosis when hydrochlorothiazide, as in TESAR CO is co-administered with metformin.

Cholestyramine and colestipol resins:

The gastrointestinal absorption of hydrochlorothiazide, as in TESAR CO0, is reduced by colestipol or
:chuleayramine.

Digitalis glycosides:

Hypokalaemia or hypomagnesaemia, induced by hydrochlorothiazide, as in TESAR CO, favours the onset of
digtalis-induced cardiac dysrhythmias.

‘ ligoxin:

\When telmisartan was co-administered with digoxin, median increases in digoxin peak plasma concentration
{49 %) and in trough concentration (20 %) were observed. When initating, acjusting, and discontinuing
telmisartan, monitor digoxin levels in order to maintain levels within the therapeutic range.

Pressor amines (e.g. noradrenaline):
Hydrochlorothiazide, as in TESAR CO, has been reported to cause the arterial response to pressor amines (e.g.
foradrenaline) to decrease.

I

Non-depolarizing skeletal muscle relaxants (e.g. tubocurarine):

The effect on non-depolarizing skeletal muscle relaxants (e.g. tubocuraring) may be increased by
hydrochlorothiazide, as in TESAR CO.

Treatment for gout (e.g. probenecid, sulfinpyrazone and allopurinol):

Hydrochlorothiazide, as in TESAR CO, may increase levels of serum uric acid, therefore dosage adjustment of

Uricosuric medicines probenecid or sulfinpyrazone may be necessary.

Co-administration of hydrochlorothiazide, as in TESAR CO, may increase the incidence of hypersensitivity
actions of allopurinol.

Calcium sals:
Hydrochlorothiazide, as in TESAR CO, may increase serum calcium levels due to the reduced ability to excrete
‘excess calcium. ff calcium supplements or vitamin D must be taken, serum calcium levels should be monitored

and dosage adjusted accordingly.
Dtternteractons:

e hyperglycaemic effect of beta-blockers and diazoxide may be enhanced by concurrent use with
hydrochlormhiazide‘ asin TESAR CO. Anticholinergic agents (e.g. bipericeen, atropine) may increase
the bioavailability of hydrochlorothiazide, as in TESAR C0, by decreasing stomach-emptying rate and
gastrointestinal motilty.
Hydrochlorothiazide, as in TESAR CO, may increase the risk of adverse effects caused by amantadine.
Hydrochlorothiazide, as in TESAR CO, may reduce the renal excretion of cytotoxic agents (e.g. methotrexate,
cyclophosphamide) and increase their myelosuppressive effects.
Concurrent hypovolaemia may cause acute renal failure when taking TESAR CO.
iAdministration of thiazide diuretics, as in TESAR CO, with vitamin D may potentiate  rise in serum calcium.
Haemolytic anaemia occurring with co-administration of hydrochlorothiazide, as in TESAR CO, and methyldopa
has been reported.
Concurrent therapy with cyclosporin may increase the risk of gout-type complications and hyperuricaemia.
Food does not affect the bioavailability of telmisartan, as in TESAR CO.
Based on their pharmacological properties it can be expected that baclofen and amifostine may potentiate the
pypotensive effects of al antihypertensives including telmisartan.

System Organ Class Frequency Side effects
Infections and infestations | Less frequent Bronchitis

Frequency unknown | Pharyngitis®, sinusitis™
Immune system disorders | Frequency unknown  |Exacerbation or activation of systemic lupus

erythematosus*
|ﬁelabnlism and nutrition | Less frequent Hyponatraemia, hyperuricaemia, hypokalagmia,
disorders [

hypoglycaemia
Psychiatric disorders Less frequent
Nervous system disorders | Frequent

Depression, anxiet
Dizzingss

Less frequent Insomnia, sleep disturbances, syncope/fainting,
araesthiesia
Eye disorders Less frequent Abnormal vision, fransient blurred vision

Ear and labyrinth disorders | Less frequent Vertigo
Cardiac disorders Less frequent Tachycardia, cardiac dysrhythmias
Vascular disorders Less frequent ﬁvnmension,orlhoslaﬁch otension

Respiratory, thoracicand | Less frequent IEyspnoea, respiratory distress (including
DI

mediastinal disorders pneumonitis and pulmonary oedema)
Gastrointestinal disorders | Less frequent iarrhoea, dry mouth, flatulence, abdominal pain,
constipation, dyspepsia, vomiting

Frequency unknown | Gastritis*

Hepatobiliary disorders Less frequent Abnormal hepatic function/liver disorder
Skin and subcutaneous Less frequent Angioedema (with fatal outcome), erythema, pruritus,

tissue disorders rash, increased sweating, urticaria
Musculoskeletal, connective | Less frequent Back pain, muscle spasm, myalgia, arthralgia, leg

tissue and hone disorders cramps, leg pain
Reproductive systemand | Less frequent Impotence

breast disorders

General disorders and Less frequent Chest pain, influenza-like symptoms, pain
administrative site

conditions

Investigations Less frequent Increase in uric acid, increase in creatinine, blood

creatining phosphokinase increase, increase in
[lver enzymes

*Post-marketing side effects reported with TESAR CO. :
Telmisartan monotherapy: |
| System Organ Class Frequency Side effects

Infections and infestations | Less frequent Urinary tract infections (including cysfits), upper

respiratory tract infections
Frequency unknown | Sepsis, including fatal outcome*

[Blood and lymphatic system | Less frequent Anaemia, thrombocytopenia

disorders Frequency unknown |Eosinophilia*

Immune system disorders | Less frequent Hypersensitivity

Frequency unknown Iﬂna hylactic reaction*

|ﬁelahnlism and nutrition | Less frequent Hyperkalaemia, hypoglycaemia (in diabetic patients),
disorders hyponatragmia

Psychiatric disorders Less frequent Anxiety, depression, insomnia

Nervous system disorders | Less frequent Somnolence, syncope

Eye disorders Less frequent Visual impairment

Ear and labyrinth disorders | Less frequent Vertigo

Cardiac disorders Less frequent Bradycardia, tachycardia

Vascular disorders Less frequent Hypotension, orthostatic hypotension

Respiratory, thoracicand | Less frequent Cough, dyspnoea

Mediastinal disorders Frequency unknown | nterstitel lung isease

Gastrointestinal disorders | Less frequent Stomach discomfort, taste disturbance, taste loss,

diarrhoea, dry mouth, flatulence, abdominal pain,

dyspepsia, vomiting

Abnormal hepatic function/liver disorder*

Eczema, drug eruption, toxic skin eruption,

angioedema (inclucing fatal outcome), erythema,
pruritus, rash, hyperhidrosis, urticaria

Back pain, muscle spasm (cramps in legs), myalgia,

arthralgia, pain in extremity

Frequency unknown | Arthrosis*, tendon pain (tendinitis like symptoms}*,
abdomyolysis

Renal impairment including acute renal failure

Asthenia, chest pain, influenza-like illness

[Hepatobiliary disorders | Less frequent
Skin and subcutaneous Less frequent
tissue disorders

Musculoskeletal, connective | Less frequent
tissue and bone disorders

Renal and urinary disorders | Less frequent
General disorders and Less frequent
administrative site
conditions

Investigations Less frequent

Haemoglobin decreased, blood uric acid increased,
blood creatinine increased, blood creatinine
hosphokinase increased, hepatic enzyme increased

Hydrochlorothiazide monotherapy (Post-marketing experience): |

System Organ Class Frequency Side effects

Infections and infestations | Frequency unknown | Sialadenitis

Neoplasms benign and Frequency unknown | Non-melanoma skin cancer (basal cell carcinoma
rna[:ignlam (including cysts and squamous cell carcinoma)

and pol

Blood and lymphatic system | Less frequent Leukopenia, neutropenia, agranulocytosis,
disorders thrombocytopenia, aplastic anaemia, bone marrow
depression, haemolytic anagmia

Hypersensitivity, allergy, anaphylactic reactions

Immune system disorders | Less frequent

Endocrine disorders Frequency unknown | Loss of diabetic control
melaholism and nutrition Less frequent Electrolyte imbalance, volume depletion
disorders Frequency unknown | Anorexia, loss of appetite, hypercholesterolagmia,

hyperglycaemia
Psychiatric disorders Less frequent Restlessness, depression
Nervous system disorders | Less frequent Headache, paragsthesia
Frequency unknown | Light-headedness

Eye disorders Frequency unknown | Yellow vision (xanthopsia), acute myopia, acute
angle-closure glaucoma, choroidal effusion

Cardiac disorders Less frequent Dysrhythmias

Vascular disorders Frequent Orthostatic hypotension

Frequency unknown | Necrotising angts (vasculits)

Respiratory, thoracic and Frequency unknown | Respiratory distress, pneumonitis, pulmonary
mediastinal disorders oedema, acute respiratory distress syndrome
(ARDS) (see section 4.4)

§

Gastrointestinal disorders | Frequent Nausea, vomiting
Less frequent Upset stomach, constipation, abdominal discomfort
Frequency unknown | Pancreatitis

mepatobiliary disorders Less frequent Jaundice hepatocellular, jaundice cholestatic
Skin and subcutaneous Frequent Rash, urticaria

tissue disorders Less frequent Toxic epidermal necrolysis, cutaneous lupus
erythematosus-like reactions (or reactivation of
cutaneous lupus erythematosus), photosensitivity
reactions, cutaneous vasculitis

Frequency unknown | Erythema multiforme

Musculoskeletal, connective | Frequency unknown | Weakness, muscle spasms (cramp in legs)
tissue and bone disorders
|Renal and urinary disorders | Frequency unknown | Glycosuria,renal failure, interstiial nephrits

Reproductive systemand | Frequent Erectile dysfunction

breast disorders

General disorders and Frequency unknown | Fever

administrative site conditions

Investigations Frequency unknown | Increase in triglycerides
. Description of selected adverse reactions

Abnormal hepatic function/liver disorder
Most cases of abnormal hepatic function / liver disorder from post-marketing experience with telmisartan
occurred in Japanese patients. Japanese patients are more likely to experience these adverse reactions.

Sepsis
In the PROFESS trial, an increased incidence of sepsis was observed with telmisartan compared with placebo.
The event may be a chance finding or related to @ mechanism currently not known (see section 5.1).

Interstitial lung disease
Cases of interstitial lung disease have been reported from post-marketing experience in temporal association
with the intake of telmisartan. However, a causal relationship has not been established.

Non-melanoma skin cancer
Based on available data from epidemiological studies, cumulative dose-dependent association between HCTZ
and NMSC has been observed (see also sections 4.4 and 5.1).

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicine is important. It allows continued

monitoring of the benefit/risk balance of the mediicine. Healthcare professionals are requested to report any

suspected adverse drug reactions to SAHPRA via the Med Safety APP (Medsafety X SAHPRA) and eReporting

platform (who-umc.org) found on SAHPRA website.

0A1n email can be sent directly to the company, pharmacovigilance@pharmadynamics.co.za, to ensure safety
the product.

49 Overdose

Signs and symptoms:
Limited information is available for TESAR CO overdose in humans. The most prominent side-gffects following i
overdose of telmisartan, as in TESAR CO, are bradycardia, hypotension and tachycardia. Overdose with |
hydrochlorothiazide, as in TESAR CO,is associated with dehyaration and electrolyte depletion (pokalaemia,
hypochloragmi) resuting from excessive diuresis. The most common signs and symptoms of an overdose are
somnolence and nausea. |
Hypokalaemia may result in muscle spasm and/or accentuate cardiac dysthythmias associated with the
concomitant use of digoxin or certain anti-dysrhythmic medicines.

|
|
Management of overdose: |
Treatment should be symptomatic and supportive, with monitoring of serum electrolytes, creatinine :
|
|

concentrations and renal function.

Place the patient in a supine position if hypotension occurs. Volume and salt replacements must be given quickly.
Telmisartan, as in TESAR CO, is not removed by haemodialysis.

Itis not known to what extent hydrochlorothiazide, as in TESAR CO, is removed by haemodialysis.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: ATC website: Angiotensin Il receptor blockers (ARBS) and diuretics

ATC code: CO9DAO7

Pharmacological classification: A 7.1.3 Other hypotensives.

TESAR CO consists of telmisartan (angiotensin Il receptor antagonist) and hydrochlorathiazide (thiazide diurefic).
These ingredients combined, provide an additive antihypertensive effect.

Mechanism of action
Telmisartan; !
Telmisartan is a specific angiotensin Il receptor (Type AT?) antagonist.ft displaces angiotensin Il from its binding’
site at the AT receptor subtype, which is responsible for the known actions of angiotensin Il Telmisartan does '
ot exhibit any partial agonist activity at the AT1 receptor. Telmisartan selectively binds t the AT1 receptor. The !
binding is long-lasting. Plasma aldosterone levels are decreased by telmisartan. !
Telmisartan does not inhibit human plasma renin or block ion channels. An 80 mg dose in humans almost !
completely inhibits the angiotensin Il evoked blood pressure increase. !
The inhibitory effect of telmisartan is sustained over 24 hours and can still be measured up to 48 hours. The :
onset of antihypertensive activity occurs within 3 hours after administration of the first dose of telmisartan. |
After starting treatment, the maximum reduction in blood pressure is normally reached within 4 weeks and |
is maintained during long-term therapy. The binding of telmisartan to ATY receptors is long-lasting and the
resulting antihypertensive effect persists over 24 hours after dosing. With respect to a time to recovery of |
baseline systolic blood pressure, there is a trend to a dose relationship. Data concerning diastolic blood |
pressure are inconsistent in this regard. |
Telmisartan reduces both systolic and diastolic blood pressure in patients with hypertension, without affecting |
pulse rate. |
Blood pressure gradually returns to pre-treatment values over a period of several days, upon abrupt cessation |
of treatment with telmisartan, without evidence of rebound hypertension. |
The beneficial effects of telmisartan on cardiovascular morbidity and mortality are currently not known. |
Hydrochlorothiazide: !
Hydrochlorothiazide is a thiazide diuretic. The mechanism of action of the antihypertensive effects of !
hydrochlorothiazide has not been elucidated. !
Hydrochlorothiazide affects the distal renal tubular mechanism of electrolyte re-absorption and increases the :
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|

excretion of chloride and sodium in equal amounts.

Hydrochlorothiazide increases aldosterone secretion, decreases plasma volume and increases plasma renin

activity, with consequent increases in urinary potassium and bicarbonate loss, and decreases in serum
otassium.

Presumably through blockade of the renin-angiotensin-aldosterane system, co-administration of telmisartan

tends to reverse the potassium loss associated with these diuretics. With HCTZ, onset of diuresis occurs in

2 hours, and peak effect occurs at about 4 hours, while the action persists for approximately 6 - 12 hours.

5.2 Pharmacokinetic properties

Administration of telmisartan together with hydrochlorathiazide does not affect the pharmacokinetics of these
molecules.

Absorption:

Telmisartan: Peak plasma concentrations are reached about 0,5 - 1,5 hours after an oral dose. Food slightly
decreases the bioavailability of telmisartan. The reduction in the area under the plasma concentration-time
curve (AUCO-c2) of telmisartan varies from approximately 6 % (40 mg dose) to approximately 19 % (160 mg
dose) when taken with food. Three hours after administration, plasma concentrations are similar whether
telmisartan is taken fasting or with food.

Telmisartan does not accumulate significantly in plasma on repeated administration in healthy volunteers.
The small reduction in AUC is not expected to cause a reduction in the therapeutic efficacy. Telmisartan does
not accumulate significantly in plasma on repeated administration.

Hydrochlorothiazide: Peak plasma concentrations of hydrochlorothiazide are reached within 1 - 3 hours after |
oral administration. Hydrochlorothiazide has an absolute bioavailability of about + 60 %, based on cumulative !
renal excretion. When hydrochlorathiazide is taken with food, systemic availability has been reported to both !
increase and decrease when compared with a fasted state. However, these effects are small and have little
clinical significance.

I
I
Distibution: |
I
I
I

Telmisartan: Telmisartan is > 99,5 % bound to plasma proteins, mainly to albumin and alpha-1 acid
qlycoprotein. The mean steady state apparent volume of distribution (Vdss) is approximately 500 L which
indicates additional issue binding.

Hydrochlorothiazide: The plasma protein binding of hydrochlorothiazide is approximately 64 %. The apparent
volume of distribution is approximately 0,8 + 0,3 Likg.

Biotransformation: i
Telmisartan: Telmisartan undergoes conjugation to form an inactive acylglucuronide metabolite (appmximaiely‘
11 % of the measured radioactivity in plasma after a single dose). The cytochrome P450 isoenzymes are not
involved in the metabolism of telmisartan.

Hydrochlorothiazide: Hydrochlorothiazide is not metabolised in man.

Elimination:

Telmisartan: After oral administration the total plasma clearance of telmisartan is > 1 500 mL/min. The
terminal half-ffe of telmisartan is > 20 hours. Telmisartan is excreted almost entirely in the faeces via bile
(> 97 %), mainly as the unchanged compound. The cumulative urinary excretion is < 1 % of the dose.
Hydrochlorothiazide: Hydrochlorothiazide is excreted almost completely unchanged in the urine.
Approximately 60 % of an oral dose is eliminated in the urine within 48 hours. In healthy patients’ renal
clearance is about 250 - 300 mL/min. The terminal half-life of hydrochlorothiazide is estimated to be around
10 - 15 hours, although the effects last longer.

Linearity/non-linearity:
Telmisartan: The pharmacokinetics of telmisartan, when administered orally, are non-finear with doses from
20 - 160 mg, with increasing doses showing a greater than proportional increase of plasma concentrations
(Cmax and AUC). On repeated administration in healthy volunteers, telmisartan does not accumulate
significantly in plasma.

iazide; iazide exhibits linear

Pharmacokinetics in special patient groups
Elderly patients:
The pharmacokinetics of telmisartan do not differ between patients younger than 65 years of age and the elderiy,

Gender:

Telmisartan: Although plasma concentrations of telmisartan are generally 2 - 3 times higher in women than
in men, there is little influence on efficacy. However, in clinical rials, no significant increases in the incidence
of orthostatic hypotension or in blood pressure response were found in females. No dosage adjustment is
necessary.

Patients with renal impairment:
Telmisartan: Telmisartan is not removed from blood by haemadialysis. In patients with mildly decreased renal |
function, no dosage adjustment is required, nor in patients with mild to moderate renal impairment (creatinine |
clearance of 30 - 60 mL/min, mean about 50 mL/min). Renal excretion does not contribute to the clearance 1
of telmisartan. |
Hydrochlorothiazide: The rate of hydrochlorothiazide elimination is reduced in patients with impaired renal 1
function. The elimination half-lfe of hydrochlorothiazide is increased in patients with a mean creatinine clearance
of 90 mL/min. In those patients without functioning kidneys, the efimination haif-fife is about 34 hours. |
Patients with hepatic impairment: :
Telmisartan: Hepatic impairment results in an increase in absolute bioavailability of up to nearly 100 %.In
patients with hepatic impairment the elimination ha-fife of telmisartan remains unchanged after a single dose.,

5.3 Preclinical safety data !
Not applicable.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients
Crospovidone

Ferric oxide red

Ferric oxide yellow
Hypromellose

Lactose monohydrate
Mannitol

Magnesium stearate
Meglumine
Microcrystalline cellulose
Povidone

Sodium hydroxide
Sodium starch glycolate

6.2 Incompatibilities
Not applicable.

6.3 Shelf life
36 months

6.4 Special precautions for storage

Store at or below 25 °C.

Keep the blisters in the carton until required for use.

6.5 Nature and contents of container

TESAR CO tablets are available in aluminiumy/aluminium blister strips of 28 or 30 tablets, packed in an outer carton.
Not all pack sizes may be marketed.

6.6 Special precautions for disposal
No special requirements.

Pharma Dynamics (Pty) Ltd
1% Floor Grapevine House
Steenberg Office Park
Silverwood Close

Westlake, 7945

Cape Town

South Africa

Tel:+27 21 707 7000

or 0860-PHARNA (742 762)

8. REGISTRATION NUMBERS
TESAR 0 40/12,5 mg: A48/7.1.3/0106
TESAR C0 80/12,5 mg: A48/7.1.3/0107

9. DATE OF FIRST AUTHORISATION
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PATIENT INFORMATION LEAFLET — — ~ = = = = =~

SCHEDULING STATUS:

| TESAR C0 40/12,5 mg tablets

i TESAR CO 80/12,5 mg tablets

| Telmisartan and hydrochlorothiazide

| TESAR CO 40/12,5 mg contains sugar alcohol (mannitol
i 163,85 mg) and sugar (lactose monohydrate 49,84 mg)
i TESAR CO 80/12,5 mg contains sugar alcohol (mannitol
i 327,70 mg) and sugar (lactose monohydrate 49,84 mg)

Essentially ‘sodium free’.

|
Read all of this leaflet carefully before you start taking
TESAR CO

i Keep this leaflet. You may need to read it again.

/o If you have further questions, please ask your doctor or
your pharmacist, nurse or other healthcare provider.

j» TESAR CO has been prescribed for you personally and
you should not share your medicine with other people. It
may harm them, even if their symptoms are the same as
yours.

What s in this leaflet
1. What TESAR CO is and what it is used for
. What you need to know before you take TESAR CO
3. How to take TESAR CO
‘4. Possible side effects
5. How to store TESAR CO

‘b. Contents of the pack and other information

. What TESAR CO is and what it is used for

Children and adolescents
TESAR CO is not in children and
up to 18 years, as safety has not been established.

Other medicines and TESAR CO

Always tell your healthcare provider if you are taking any
other medicine. (This includes complementary or traditional
medicines.)

When taken at the same time as TESAR CO, you may have to
stop taking one of the following medicines:

o lithium containing medicines to treat some types of
depression (see Do not take TESAR CO)

fluoroquinolones (antibiotics that are commonly used to
treat a variety of illnesses such as respiratory and urinary
tract infections) (see Do not take TESAR CO)

iodinated contrast products (containing iodine that are
given to patients to enhance the ability to see blood
vessels and organs on medical images such as x-ray and
CT images)

medicines associated with low blood potassium
(hypokalaemia), such as other diuretics, (water tablets),
laxatives (e.g. castor oil), corticosteroids (e.g. prednisone),
ACTH (a hormone), amphotericin (an antifungal medicine),
carbenoxolone (used to treat mouth ulcers), penicillin G
sodium (an antibiotic used to treat infection), and salicylic
acid and derivatives (used to treat inflammations)
medicines that may increase blood potassium levels, such
as ium-sparing diuretics, p i

salt substitutes containing potassium, ACE inhibitors,
cyclosporin (an immunosuppressant medicine) and other
icines such as warfarin and heparin sodium (an

TESARCOisa of two active
telmisartan and hydrochlorothiazide in one tablet. Both
substances help to control high blood pressure.
TTelmisartan belongs to a group of medicines called

i in Il receptor i i in-llis a
substance produced in your body which causes your blood
vessels to narrow, thus increasing your blood pressure.
fTelmisartan blocks the effect of angiotensin Il so that the
blood vessels relax, and your blood pressure is lowered.

‘Hydrochlorothiazide belongs to a group of medicines called
hiazide diuretics, which cause your urine output to increase
:Ieading 1o a lowering of your blood pressure.

ITESAR CO is used to treat mild to moderate high blood
pressure. Your doctor will usually prescribe TESAR CO

when your blood pressure has already been lled after

anticoagulant)

aliskiren and similar medicines may increase unwanted
side effects such as low blood pressure, increased
potassium levels in the blood and kidney problems
including kidney failure (see Do not take TESAR CO and
Take special care with TESAR CO).

TESAR CO may interact with the following medicines:

» medicines that are affected by changes of the blood
potassium level, such as heart medicines (e.g. digoxin)
or medicines to control the rhythm of your heart
(e.g. quinidine, disopyramide, amiodarone, sotalol),
medicines used for mental disorders (e.g. thioridazine,

and other
such as certain antibiotics (.g. sparfloxacine,
idine) or certain medicines to treat allergic

taking both the individual active ingredients of this medicine
separately.

2. What you need to know before you take TESAR CO
Do not take TESAR CO:

o if you are hyp_ers_ensitive (allergic) to telmisartar_\,

reactions (e.g. terfenadine) and medicines that may
induce “torsade de pointes” (irregular heartbeat,) such
as i i ycin, halofantrine,
ine, ziprasidone and

erythromy
pimozide,

mizolastine :
. idal anti-inflammatory medicines (NSAIDs),

y ide or other derived
medicines, or to any of the ingredients of TESAR CO (see
section 6)
if you have or have ever had skin and lip cancer
if you suffer from severe kidney disease or you have
problems passing water
if you suffer from severe liver disease such as cholestasis or
biliary obstruction (problems with drainage of the bile from
the liver and gall bladder) or any other severe liver disease
if your doctor determines that you have low potassium or
sodium levels or high calcium levels in your blood that do
not get better with treatment
if you have high levels of uric acid in your blood or are
experiencing symptoms of gout
if you suffer from a severe kidney disorder, narrowing of
the blood vessels of both kidneys; or you have only one
kidney left, of which the blood vessels are narrowed
if you suffer from heart disease, including a heart condition
known as hypertrophic obstructive cardiomyopathy (HOCM
—thickening of the muscle of the heart)
if after previously taking other angiotensin receptor
blockers (ARBS) or angiotensin-converting enzyme (ACE)
inhibitors you have experienced swelling of your face, lips,
eye lids, mouth, tongue or throat. You must never take
these medicines (including TESAR CO) again
if you have a disease of the heart valves called aortic
stenosis in which the opening is narrowed
if you are currently taking water tablets containing

i tri or amiloride icines that
increase the rate of urination)
if you have Addison’s disease (a hormonal disorder)
if you have porphyria (a rare hereditary blood disorder)
if you are currently taking lithium (used to treat depression
or mood di C i inistration with
TESAR CO may lead to toxic blood concentrations of
lithium
if you are being treated with ACE inhibitors/angiotensin
receptor blockers (to treat high blood pressure) together
with a fluoroquinolone antibiotic
if you are being treated with a blood pressure lowering
medicine called aliskiren
‘ if you are pregnant or breastfeeding your baby.

Warnings and precautions
[Take special care with TESAR CO:

Should you become pregnant while taking TESAR CO,
stop taking the tablets immediately and contact your
doctor. Your doctor may consider switching your
medicine to a different treatment (see Do not take

TESAR CO).

if you have high blood pressure caused by kidney disease
i if you have kidney problems, have had a kidney

including aspirin, to treat pain, inflammation and arthritis
(such as ibuprofen, indomethacin or aspirin), as these may
reduce the blood pressure lowering effect of TESAR CO
and may affect the kidney function or worsen an existing
kidney problem

alcohol, narcotics or any other medicines that work on
the nervous system, as they may increase the effects of
TESAR CO

medicines used to treat high blood sugar (diabetes),
including insulin or metformin. Your doctor may want to
adjust your diabetes medication

cholestyramine and colestipol resins (used to treat high
cholesterol) affect the way TESAR CO works

digitalis glycosides, such as digoxin (to treat heart rhythm
disorder), as TESAR CO may increase the effects of this
medicine

noradrenaline (used to treat low blood pressure)

muscle relaxants (e.g. tubocuraring) as TESAR CO may
increase the muscle relaxing effects

medicines for the treatment of gout (probenecid,
sulfinpyrazone and allopurinol), as TESAR CO may reduce
its effect

calcium supplements and/or vitamin D supplements
beta-blockers and diazoxide (medicines used to treat high
blood pressure and low blood sugar)

anti-cholinergic medicines, such as atropine and
biperiden (medicines used to treat a variety of disorders,
such as gastrointestinal cramps, urinary bladder spasm,
asthma, motion sickness, muscular spasms, and as an aid
to anaesthesia)

amantadine (used to treat Parkinson’s disease) as

TESAR CO may increase the risk of unwanted side effects
cytotoxic medici i

4. Possible sideeffects — — — — — — ~ T 7 7 7 7 |
TESAR CO can have side effects. |
Not all side effects reported for TESAR CO are included in
this leaflet. Should your general health worsen, or if you |
experience any untoward effects while using TESAR CO, |
please consult your doctor, pharmacist or other healthcare |
professional for advice. |

The below listed side effects include those that are related to!
taking TESAR CO as wells as those of the active ingredients !
telmisartan and iazide, if taken indivi !

If any of the following happens, stop using TESAR CO and teII:
your doctor immediately or go to the casualty department at |
your nearest hospital: |
 swelling of the hands, feet, ankles, face, lips, mouth |
or throat, which may cause difficulty in swallowingor
breathing |

o rash or itching |
|

|

|

o fainting

o sepsis (blood poisoning - a severe infection with whole-
body inflammatory response, rapid swelling of the skin
and mucosa (angioedema), blistering and peeling of the |
top layer of skin (toxic epidermal necrolysis). |

These are all very serious side effects. If you have them, you |

may have had a serious allergic reaction to TESAR CO.You

may need urgent medical attention or hospitalisation. |

Tell your doctor immediately or go to the casualty department
atyour nearest hospital if you notice any of the following: !
 low blood pressure or fainting when getting up froma |
lying or sitting position (orthostatic hypotension/dizziness)!
changes in the way your heart beats (for example if you !
notice it is beating faster or you experience chest pain) !
weakness, fatigue, weight loss, headache (symptoms of a!
condition called vasculitis) !
kidney problems (passing less urine than is normal for |
you), abnormal kidney function including inflammation of !
g? kidneys, urinary infection, sugar in the urine, kidney
ilure
difficulty breathing, shortness of breath (interstitial lung
disease)
liver problems resulting in yellowing of the skin and/or
eyes (jaundice).
These are all serious side effects. You may need urgent
medical attention.

Tell your doctor if you notice any of the following:
Frequent side effects:

o dizziness

o electrolyte imbalance, dehydration

* nausea.

Less frequent side effects:

o sore throat, chest infection, bladder infection including
cystitis

anaemia (reduced number of red blood cells with
symptoms such as feeling generally tired or lethargic,
pale skin), low blood platelet count (thrombocytopenia),
reduction in blood platelets, which increases risk of
bleeding or bruising, decreases in the number (or even
lack) of cells in the blood, including low red and white
blood cell count

abnormal breakdown of red blood cells (haemolytic
anaemia), inability of the bone marrow to work
properly, reduction of white blood cells (leukopenia,

agranulocytosis)
. blood i ia), sodium
ia) and glucose (hypogl ia), and
increased uric acid levels in the blood, causing gout
(hyperuricaemia)

depression, anxiety, restlessness

insomnia (sleep disorder), sleep disturbances, pins-and-
needles sensation, drowsiness, headache

abnormal or yellow vision, temporary blurred vision
vertigo (sensation of spinning)

diarrhoea, dry mouth, flatulence, stomach pain/
discomfort, constipation, indigestion, vomiting, taste
disturbance or loss

liver problems

sensitivity of skin to light, itching, eczema, rash or
swelling of the skin, increased sweating, hives, skin
blistering or peeling

back pain, muscle spasm or cramps, leg pain, joint pain,
muscle pain, leg cramps

problems with sexual performance

chest pain, general pain, influenza, abnormal physical
or lack of energy

(e.0.
used to treat cancer, as TESAR CO may affect the way
they work
vitamin D may result in increased calcium levels in your
blood
methyldopa (used to treat high blood pressure) may
increase the risk of anaemia
ciclosporin (used in organ transplants) may increase the
risk of side effects such as gout
other medicines used to treat high blood pressure or
medicines with blood pressure lowering potential (e.g.
baclofen a muscle relaxant, amifostine used to help
prevent or lessen some of the side effects of cancer
medicine).
TESAR CO with food, drink and alcohol
TESAR CO can be taken with or without food.
TESAR CO taken together with alcohol may cause dizziness
or light-headedness.

or have a single kidney (see Do not take TESAR CO)

1 if your body lacks salt due to a low salt diet, or you have
recently lost a lot of body fluids, through taking strong
water tablets, or due to vomiting or diarrhoea

i if you are already taking other medicines which lower
blood pressure medicines including a medicine containing
aliskiren (see Do not take TESAR CO)

Pregnancy, and fertility
If you are pregnant or breastfeeding your baby, think you
may be pregnant or are planning to have a baby, please
consult your doctor, pharmacist or other healthcare provider
for advice before using TESAR CO.

DO NOT take TESAR CO if you are pregnant, plan to become
pregnant, or think you may be pregnant. (see Do not take
TESAR CO0). Contact your doctor or healthcare professional

if you have been di with diabetic pathy (@
type of nerve damage that can occur in diabetics)

contact your doctor to re-evaluate your treatment if you
are being treated with ACE inhibitors/angiotensin receptor
blockers (to treat high blood pressure) together with a
fluoroquinolone antibiotic (see Do not take TESAR CO)

if you have high aldosterone levels (water and salt
retention in the body along with imbalance of various
blood minerals) (aldosterone is a hormone that helps
regulate blood pressure)

if you have heart problems (irregular heartbeats, angina,
chest pain, or had a heart attack or stroke) (see Do not
take TESAR C0)

if you experience fatigue or muscle weakness, as these
may be symptoms of a condition called hyperkalaemia

if you take salt substitutes containing potassium or you
have been told by your doctor you have high potassium
levels in your blood, as TESAR CO may increase the levels
of potassium in your blood and your doctor may need to
monitor these levels regularly

if you have liver problems (see Do not take TESAR CO)

if you suffer from diabetes (high blood sugar levels)

if you have been told by your doctor that you have high
blood fat or cholesterol levels

if you have gout. TESAR CO may worsen your gout (see Do
not take TESAR CO)

TESAR CO may lower sodium and magnesium levels in
your blood and taking calcium with TESAR CO may raise
the calcium levels in your blood (see Other medicines with
TESAR C0)

if you have systemic lupus erythematosus (also known

as ‘lupus’ or ‘SLE’), a disease where the body’s immune
system attacks the body

if you experience a decrease in vision or eye pain. These
could be symptoms of an increase of pressure in your eye
and can happen within hours or weeks of taking TESAR CO.
This can lead to permanent vision loss, if not treated. If
you earlier have had a penicillin or sulphonamide allergy
you can be at higher risk of developing this

if you have had skin cancer or if you develop an
unexpected skin lesion (unusual growth of skin).
Treatment with hydrochlorothiazide as in TESAR CO,
particularly long-term use with high doses, may

increase the risk of some types of skin and lip cancer
(non-melanoma skin cancer). Protect your skin from sun
exposure and UV rays while taking TESAR CO

TESAR CO should not be used if you have or had skin and
lip cancer (see Do not take TESAR CO

these tablets may be less effective in lowering the blood
pressure in black patients

if you experience symptoms of respiratory toxicity (cough,
tightness in chest, and shortness of breath, fever, low
blood pressure) when either taking TESAR CO or have
experienced these symptoms when taking another
medicine containing hydrochlorothiazide, as your doctor
will prescribe an alternate medicine

if you have heart disease and experience an excessive
drop in blood pressure

if you have a history of allergy or bronchial asthma

if you develop sensitivity of the skin to sun, such as
redness, itching, swelling, blistering, your doctor may stop
your treatment. You should protect exposed areas of your
| skin whilst taking TESAR CO.

If you experience any of the following symptoms you

imay have an electrolyte (salt) imbalance caused by the
hydrochlorothiazide in TESAR CO, become very thirsty, have
@ dry mouth, feel unusually tired or weak, experience muscle
{pains or cramps, feel sick or vomit, or have an unusually fast
heartbeat. You should tell you doctor if you experience any
of these symptoms.

DO NOT take TESAR CO whilst breastfeeding your baby (see
Do not take TESAR CO0).

TESAR CO should not be given to women of childbearing
potential unless appropriate contraceptive methods are
being used.

Driving and using machines

TESAR CO may occasionally cause fainting, dizziness or
drowsiness.

Itis not always possible to predict to what extent TESAR CO
may interfere with the daily activities of a patient. Patients
should ensure that they do not engage in the above activities
until they are aware of the measure to which TESAR CO
affects them.

TESAR CO contains lactose and mannitol

If you have been told by your doctor that you have an
intolerance to some sugars, contact your doctor before
taking TESAR CO.

TESAR CO contain sodium
TESAR CO contains less than 1 mmol sodium (23 mg) per
tablet, that is to say essentially ‘sodium free’.

3. How to take TESAR CO

Do not share medicines prescribed for you with any other
person.

Always take TESAR CO exactly as your doctor has told you.
You should check with your doctor or pharmacist if you

are not sure.

Two strengths of TESAR CO tablets are available:

40/12,5 mg and 80/12,5 mg. Your doctor will decide which
strength is best for you.

Adults:

The usual dose is one TESAR CO tablet daily, with or
without food.

Usually, treatment will be continued for at least 4 - 8 weeks,
to obtain the maximum effect of lowering your blood
pressure in the long term.

Children:
TESAR CO is not recommended for use in children.

Your doctor will tell you how long your treatment with

TESAR CO will last. Do not stop treatment early because your
high blood pressure may return.

If you have the impression that the effect of TESAR CO is too
strong or too weak, tell your doctor or pharmacist.

If you take more TESAR CO than you should

In the event of overdosage, consult your doctor or
pharmacist. If neither is available, contact the nearest
hospital or poison control centre.

Symptoms of overdose may include:

 aheartbeat which is too fast, too slow or irregular,
dizziness, feeling faint, feeling sick or be sick, drowsiness,
or experiencing muscle spasms.

If you forget to take TESAR CO

If you forget to take TESAR CO, take the missed dose as soon
as you remember on the same day. If you do not take a tablet
that same day, take your normal dose the next day. Do not
take a double dose to make up for forgotten individual doses.

If you stop taking TESAR CO

Suddenly stopping your treatment may lead to your
symptoms getting worse. Do not stop taking TESAR CO
unless your doctor tells you to. It is recommended that
TESAR CO should be gradually reduced before stopping
treatment.

abnormal blood test results
e cough.

The following side effects have been reported but the
frequency for them to occur is not known:
o inflammation of salivary glands inflammation of the back
of the throat (pharyngitis), sinusitis
lupus-like syndrome (a condition mimicking a disease
called systemic lupus erythematosus where the body’s
immune system attacks the body)
inflammation of the lining of the stomach (gastritis)
pancreatitis (inflammation of the pancreas with symptoms,
such as stomach pain, increased heart rate and fever)
increase in certain white blood cells (eosinophilia) |
rhabdomyolysis (a condition affecting the muscles with |
symptoms such as dark urine and difficulty in moving the |
arms or legs) |
tendon pain (tendinitis), weakness, joint pain (arthrosis) |
skin and lip cancer (non-melanoma skin cancer), with |
abnormal growth of skin, bumps or sores on the lips that |
persist for a long period of time |
loss of diabetic control |
anorexia, loss of appetite, increased cholesterol and |
|
|

glucose levels in the blood

light headedness

yellow vision (xanthopsia), increased pressure in the eye |
(acute angle-closure glaucoma) |
inflammation of blood vessels (vasculitis necrotising) |
kidney inflammation or impaired kidney function, glucose |
in the urine (glycosuria) |
o fever.

If you notice any side effects not mentioned in this leaflet,
please inform your doctor or pharmacist.

Reporting of side effects

If you get side effects, talk to your doctor or pharmacist. You
can also report side effects to SAHPRA via the Med Safety
APP (Medsafety X SAHPRA) and eReporting platform (who-
umc.org) found on SAHPRA website.

By reporting side effects, you can help provide more
information on the safety of TESAR CO. You can also send
an email directly to the company, pharmacovigilance@
pharmadynamics.co.za, to ensure safety of the product.

5. How to store TESAR CO

Store all medicines out of reach of children.

Store at or below 25 °C.

Keep blisters in carton until required for use.

Do not use after the expiry date stated on the carton.
Return all unused medicine to your pharmacist.

Do not dispose of unused medicine in drains or sewerage
systems (e.g. toilets).

6. Contents of the pack and other information
What TESAR CO contains:

The active substances are telmisartan and
hydrochlorothiazide.

TESAR CO 40/12,5 mg: Each double-layered tablet contains
telmisartan 40 mg and hydrochlorothiazide 12,5 mg.
TESAR CO 80/12,5 mg: Each double-layered tablet contains
telmisartan 80 mg and hydrochlorothiazide 12,5 mg.

The other ingredients are

Crospovidone, ferric oxide red/yellow, hypromellose, lactose
monohydrate, mannitol, magnesium stearate, meglumine,
microcrystalline cellulose, povidone, sodium hydroxide,
sodium starch glycolate.

What TESAR CO looks like and contents of the pack
TESAR CO 40/12,5 mg tablets are round, bilayer tablets with
white and yellow colour with a diameter of 9,25 mm.
TESAR CO 80/12,5 mg tablets are round, bilayer tablets with
white and pink colour with a diameter of 10,5 mm.

TESAR CO tablets are available in aluminium/aluminium

Not all pack sizes may be marketed.

Holder of Certificate of Registration
Pharma Dynamics (Pty) Ltd

1 Floor Grapevine House

Steenberg Office Park

Silverwood Close

Westlake, 7945

Cape Town

South Africa

Tel: +27 21 707 7000

or 0860-PHARMA (742 762)

This leaflet was last revised in
28 January 2025

Registration numbers
TESAR C0 40/12,5 mg: A48/7.1.3/0106
TESAR C0 80/12,5 mg: A48/7.1.3/0107
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PASIENTINLIGTINGSBLAD Kinders en adolessente 4. Moontlike newe-effekte
! TESAR CO word nie aanbeveel vir kinders en adolessente TESAR CO kan newe-effekte hé.
SKEDULERINGSTATUS tot en met 18 jaar oud nie, aangesien veiligheid nie Nie alle newe-effekte wat vir TESAR CO aangemeld is,
vasgestel is nie. word in hierdie inligtingsblad genoem nie. Sou u algemene
TESAR CO 40/12,5 mg tablette : gesondheid versleg, of indien u enige ongunstige effekte
Ander medisyne en TESAR GO ervaar, terwyl u TESAR CO neem, raadpleeg asseblief u

Telmisartan en hidrochloortiasied
TESAR CO 40/12,5 mg bevat suikeralkohol (mannitol
| 163,85 mg) en suiker (laktosemonohidraat 49,84 mg)
, TESAR CO 80/12,5 mg bevat suikeralkohol (mannitol
| 327,70 mg) en suiker (laktosemonohidraat 49,84 mg)
| Wesenlik ‘natriumvry’.

Lees hierdie hele inligtingshlad deeglik deur, voordat u
begin om TESAR CO te neem

e Hou hierdie inligtingsblad. Dit mag nodig wees vir u om
dit weer te lees.

o Indien u verdere vrae het, vra asseblief u dokter, apteker,
verpleegkundige, of ander gesondheidsorgverskaffer.

o TESAR CO is vir u persoonlik voorgeskryf en u moet nie

u medisyne met ander mense deel nie. Dit mag skadelik
wees vir hulle, selfs al is hulle simptome dieselfde as u eie.

|

Inhoud van hierdie inligtingshlad

1. Wat TESAR CO is en waarvoor dit gebruik word

2. Wat u nodig het om te weet, voordat u TESAR CO neem
3. Hoe om TESAR CO te neem

#. Moontlike newe-effekte

6. Hoe om TESAR CO te bewaar

6. Verpakkingsinhoud en ander inligting

1. Wat TESAR CO is en waarvoor dit gebruik word
TESAR CO is ‘n kombinasie van twee aktiewe

)
|
: TESAR C0 80/12,5 mg tablette
|
|

Vertel altyd u gesondheidsorgverskaffer indien u enige
ander medisyne neem. (Dit sluit aanvullende, of tradisionele
medisyne in).

Indien u die volgende medisyne op dieselfde tydstip as
TESAR CO neem, mag dit nodig wees om die gebruik van
een van die volgende medisyne te staak:
« litium-bevattende medisyne om sekere tipes depressie
te behandel (sien Moet nie TESAR CO neem)
fluoorkinolone (antibiotika wat algemeen gebruik word om ‘n
verskeidenheid siektes, soos lugweg- en urienweginfeksies
te behandel) (sien Moet nie TESAR CO neem)
gejodeerde kontrasprodukte (bevat jodium en word aan
pasiénte toegedien om die vermoé om bloedvate en
organe op mediese beelde soos X-straal en CT- beelde
waar te neem, te bevorder)
medisyne wat verband hou met lae bloedkalium
(hipokalemie), soos ander diuretika (watertablette),

! ! : iede (b,

A , kor (bv.
(‘n hormoon), amfoterisien (‘n

i Kar (gebruik
om mondsere te behandel), natriumpenisillien G (‘n
antibiotikum wat gebruik word om infeksies te behandel)
en salisielsuur en derivate (gebruik om inflammasies te
behandel)

medisyne wat bloedkaliumviakke mag verhoog,

V.
prednisoon), ACTH

telmisartan en hidrochloortiasied, in een tablet. Beide

$00S diuretika, kalium aanvullings,
soutvervangers wat kalium bevat, AOE inhibitors,

I help om hoé te beheer.

behonrt aan ‘n groep medisyne, wat angiotensien Il
reseptorantagoniste genoem word. Angiotensien Il is ‘n
stof wat in u liggaam vervaardig word en veroorsaak dat
 bloedvate vernou en sodoende u bloeddruk verhoog.

(‘n immuunonderdrukkende medisyne) en
ander medisyne soos warfarien en natriumheparien (‘n
teenstolmiddel)

aliskiren en soortgelyke medisyne — mag ongunstige
newe-effekte, soos lae bloeddruk, verhoging in

[Telmisartan blokkeer die ui ing van I,
sodat die bloedvate verslap en u bloeddruk verlaag.

Hidrochloortiasied behoort aan ‘n groep medisyne, wat
tiasied-diuretika genoem word, wat veroorsaak dat u meer
‘\Jrineer en sodoende lei tot ‘n verlaging in u bloeddruk

TTESAR CO word gebruik om lig tot matige hoé

en nierp
nierversaking), laat toeneem (sien Moet nie TESAR CO
neem en Neem spesiale sorg met TESAR CO).

TESAR CO mag ‘n interaksie met die volgende medisyne

oon:
. medisyn_e wat beinvioed word deur veranderinge in die

te behandel. U dokter sal TESAR CO gewoonlik voorskryf,
wanneer u bloeddruk alreeds beheer word, nadat beide
die individuele aktiewe bestanddele van hierdie medisyne,
apart geneem was.

k. Wat u nodig het om te weet voordat u TESAR CO
eem

o

Moet nie TESAR CO neem:

indien u hipersensitief (allergies) is vir telmisartan,
i Hagi i \te

5008 hartmedisyne (bv. digoksien),
of medisyne wat u hartritme beheer (bv. kinidien,
disopiramied, amiodaroon, sotolol), medisyne wat
gebruik word vir geestesversteurings (bv. tioridasien,
chloorpromasien levomepromasien) en ander medisyne
om allergiese reaksie te behandel (bv. terfenadine)
asook medisyne wat “torsade de pointes” veroorsaak

dokter, apteker, of ander gesondheidsorgverskaffer vir
advies.

Die newe-effekte wat onder gelys word, hou verband
met TESAR CO asook die van die aktiewe bestanddele
telmisartan en hidrochloortiasied, sou dit individueel
geneem word.

Indien enige van die volgende gebeur, staak die gebruik van
TESAR CO en vertel u dokter onmiddellik, of gaan na die 1
ongevalle-afdeling by u naaste hospitaal: |
swelling van die hande, voete, enkels, gesig, lippe, mond,!
of keel, wat sluk en asemhaling mag bemoeilik |
uitslag of gejeuk

floute

sepsis (bloedvergiftiging — ‘n erge infeksie, met ‘n
algehele liggaam inflammatoriese respons, vinnige
swelling van die vel en mukosa (angio-edeem),
blaasvorming en afskilfering van die boonste vellaag
(toksiese epidermale nekrolise).

Hierdie is alles baie ernstige newe-effekte. Indien u dit
ondervind, kon u ‘n ernstige reaksie teenoor

TESAR CO ervaar het. U mag dringende mediese aandag, of
hospitalisasie benodig.

|
|
|
|
|
|
|
|
|
|
|
|
Vertel u dokter onmiddellik, of gaan na die ongevalle- |
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blister strips of 28 or 30 tablets, packed in an outer carton. |
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afdeling by u naaste hospitaal, indien u enige van die
volgende opmerk:

o |ae bloeddruk, of floute wanneer u opstaan vanuit ‘n
Iéende, of sittende posisie (ortostatiese hipotensie/
duiseligheid)

veranderinge in die manier waarop u hart klop,
byvoorbeeld, indien u opmerk dat dit vinniger klop,
borspyn

swakheid, uitputting, gewigsverlies, hoofpyn (simptome
van ‘n toestand wat vaskulitis genoem word)
nierprobleme (urineer minder as wat normaal is vir u),
abnormale nierfunksie, insluitend inflammasie van die
niere, urinére infeksie, suiker in die urine, nierversaking |
moeilike i (interstisiéle i |
lewerprobleme, wat lei tot vergeling van die vel en/of 08 |
(geelsug).

Hierdie is alles emnstige newe-effekte. U mag dringende
mediese aandag benodig.

Vertel u dokter, indien u enige van die volgende opmerk:
Newe-effekte wat dikwels voorkom:

ige hartklop), soos , 3
isi i i pimosied,

en

of ander verwante
medisyne, of enige van die bestanddele van TESAR CO
nie (sien afdeling 6)
indien u vel- en lipkanker het, of ooit gehad het nie
indien u aan erge niersiekte ly, of u probleme het om te
urineer nie
indien u aan erge lewersiekte, soos cholestase, of biliére
obstruksie (probleme met die dreinering van gal vanuit

nie-steroiedale anti-inflammatoriese medisyne
(NSAIM), om pyn, inflammasie en artritis te behandel
(soos ibuprofen, indometasien, of aspirien), aangesien
hierdie medisyne die itwerki

.
o elektrolietwanbalans, dehidrasie
e naarheid.

Minder algemene newe-effekte:
seer keel, borsinfeksie, blaasinfeksie, insluitend sistitis
anemie (vermindering in die hoeveelheid rooibloedselle, |

van TESAR CO mag verswak, en die nierfunksie mag
beinvioed, of ‘n bestaande nierprobleem, vererger.
alkohol, narkotika, of enige ander medisyne wat op die

die lewer en galblaas), of enige ander erge
ly nie

indien u dokter bepaal dat u lae kalium- of
natriumviakke, of hoé kalsiumvlakke in u bloed het, wat
nie verbeter met behandeling nie

indien u hoé uriensuurvlakke in die bloed het, of
simptome van jig, ervaar nie

indien u aan ‘n erge nierversteuring, vernouing van die
bloedvate van beide niere; of u het slegs een nier oor,
waarvan die bloedvate vernou is, ly nie

indien u aan hartsiekte, insluitend ‘n harttoestand wat
bekend staan as hipertrofiese obstruktiewe kardiomiopatie
(HOKM -verdikking van die hartspier), ly nie

nadat u voorheen ander angiotensien reseptorblokkers
(ARBS), of AOE inhibitors geneem het en u swelling van
die gesig, lippe, ooglede, mond, tong, of keel, ervaar

het nie. U moet nooit weer hierdie medisyne (insluitend
TESAR C0), neem nie

indien u ‘n hartklepsiekte, waar die opening vernou is en
wat aortiese stenose genoem word, het nie

indien u tans watertablette, wat spironolaktoon,

werk, ien dit die werking van
TESAR CO mag versterk
medisyne wat gebruik word om ho# bloedsuiker
(diabetes) te behandel, insluitend insulien, of
metformien. U dokter mag besluit om u diabetes
medikasie aan te pas
cholestiramien en kolestipol hars (gebruik om hoé
cholesterol te behandel), beinvioed die manier waarop
TESAR CO werk
digitalis glikosiede, soos digoksien (om

har ing te TESAR CO
die uitwerking van hierdie medisyne mag beinvioed

ien (gebruik om lae te
spierverslappers (bv. tubokurarien), aangesien TESAR CO
die spierverslappende uitwerking mag versterk
medisyne vir die behandeling van jig (probenesied,
sulfienpirasoon en allopurinol), aangesien TESAR CO die
werking hiervan, mag verswak
kalsium- en/of vitamien D aanvullings
beta-blokkers en diasoksied (medisyne wat gebruik word
om hoé | enlae iker te behandel)

triamtereen, of amiloried bevat, neem nie (medisyne wat
die tempo van urinering verhoog)

indien u Addison se siekte het nie (‘n hormonale
versteuring)

indien u porfirie het nie (‘n skaars, oorerflike
bloedversteuring)

. iese medisyne wat gebruik word
om ‘n verskeidenheid versteurings, soos gastrointestinale
krampe, urinére blaasspasma, asma, bewegingsiekte,
spierspasmas te behandel en as ‘n hulpmiddel vir
narkose), soos atropien en biperidien.

meantildlien (gebrujk om Parkinson se siekte te

aliskiren genoem word, behandel word nie
indien u swanger is, of u baba borsvoed nie.

\ ings en
Neem spesiale sorg met TESAR CO:

Sou u swanger raak terwyl u TESAR CO neem, staak
onmiddellik die gebruik van die tablette en kontak

u dokter. U dokter mag oorweeg om u behandeling
te verander en u medisyne te vervang (sien Moet nie
TESAR CO neem).

indien u hoé bloeddruk het wat deur niersiekte
veroorsaak word

o indien u nierprobleme het, ‘n nieroorplanting gehad het,
of ‘n enkel nier het (sien Moet nie TESAR CO neem)

o indien u ‘n tekort aan sout in die liggaam het, weens ‘n
lae soutdieet, of u onlangs baie liggaamsvioeistowwe
verloor het, omdat u sterk watertablette geneem het, of
weens braking, of diarree

o indien u alreeds ander medisyne neem wat bloeddruk
verlaag (insluitend ‘n medisyne wat aliskiren genoem
word) (sien Moet nie TESAR CO neem)

indien u gedi is met diabeti ie ('n
tipe senuweebeskadiging, wat by diabete mag voorkom)
kontak u dokter om u behandeling te herevalueer, indien
umet AQE inhibitors/angiotensien reseptorblokkers (om

hoé bloeddruk te behandel), saam met ‘n flucorkinoloon
antibiotikum, behandel word (sien Moet nie TESAR CO neem)
indien u hog aldosteroonviakke het (water- en
soutretensie in die liggaam, saam met ‘n wanbalans van
verskeie bloedminerale). Aldosteroon is ‘n hormoon, wat
help om die bloeddruk te reguleer

indien u hartprobleme het (onreéImatige hartklop,
angina, borspyn, of indien u ‘n hartaanval, of beroerte
gehad het) (sien Moet nie TESAR CO neem)

indien u uitputting, of spierswakheid ervaar, aangesien
hierdie simptome van ‘n toestand, wat hiperkalemie
genoem word, mag wees

indien u soutvervangers, wat kalium bevat neem, of u
dokter aangedui het, dat u hoé kaliumvlakke in u bloed
het, ien TESAR CO die kali in ubloed
mag verhoog en dit mag nodig wees dat u dokter hierdie
viakke gereeld monitor

indien u lewerprobleme het (sien Moet nie TESAR CO
neem)

indien u aan diabetes ly (hoé suikervlakke in die bloed)
indien u dokter aangedui het, dat u hoé bloedvet-, of
cholesterolviakke het

indien u jig het. TESAR CO mag u jig vererger (sien Moet
nie TESAR CO neem)

TESAR CO mag natrium- en magnesiumvlakke in u bloed
verlaag. Indien u kalsium saam met TESAR CO neem,
mag dit die kalsiumvlakke in u bloed verhoog (sien Ander
medisyne saam met TESAR CO)

indien u sistemiese lupus erythematosus het (ook
bekend as ‘lupus’, of ‘SLE’), ‘n siekte waar die liggaam se
immuunstelsel, die liggaam aanval

indien u sigverlies, of oogpyn ervaar. Hierdie mag
simptome wees van ‘n verhoging in oogdruk en kan
verskyn binne ure, of weke, nadat u TESAR CO geneem
het. Dit mag lei tot permanente sigverlies, indien dit nie
behandel word nie. Indien u voorheen ‘n penisillien, of
sulfoonamied-allergie gehad het, is daar ‘n hoér risiko vir
uom hierdie toestand te ontwikkel

indien u velkanker gehad het, of ‘n onverwagte velletsel
ontwikkel (ongewone velgroeisel). Behandeling met
hidrochloortiasied (soos bevat in TESAR CO, veral

met gebruik teen hoé doserings, mag die
risiko vir sekere tipes vel- en lipkanker (nie-melanoom
velkanker), verhoog. Beskerm u vel teen sonblootstelling
en UV-strale, terwyl u TESAR CO neem

TESAR CO moet nie geneem word, indien u vel- en
lipkanker het, of gehad het nie (sien Moet nie TESAR CO
neem)

hierdie tablette mag minder doeltreffend wees om
bloeddruk te verlaag, by swart pasiénte

indien u simptome van respiratoriese toksisiteit ervaar
(hoes, stywe gevoel in die bors en asemnood, koors,

lae bloeddruk), wanneer u TESAR CO neem, of u hierdie
simptome ondervind het, wanneer u ander medisyne
neem wat hidrochloortiasied bevat. U dokter sal ‘n
alternatiewe medisyne voorskryf

indien u hartsiekte het en u ‘n uitermatige daling in
bloeddruk ervaar

indien u ‘n geskiedenis van allergie, of brongiale asma het
indien u sensitiwiteit van die vel vir son ontwikkel (soos
rooiheid, gejeuk, swelling, blaasvorming), mag u dokter u
behandeling staak. U moet blootgestelde velopperviaktes
beskerm, terwyl u TESAR CO neem.

Indien u enige van die volgende simptome ervaar, mag

un elektroliet (sout) wanbalans ervaar, wat deur die
hidrochloortiasied in TESAR CO veroorsaak word; u word
‘baie dors, het ‘n droé mond, voel ongewoon moeg of swak,
prvaar spierpyne, of krampe, voel siek, of braak, of ervaar ‘n
ongewoon vinnige hartklop. U moet u dokter vertel, indien u

I3 P
enige van hierdie simptome ervaar.

met si 500S N gevoel van |
of traagheid, bleek vel), lae bloedplaatjietelling |
i ie), vermindering in jies, wat diel

risiko vir bloeding, of kneusing verhoog, vermindering (of
selfs afwesigheid) van bloedselle, insluitend lae rooi- en
witbloedseltelling
abnormale afbraak van rooibloedselle (hemolitiese
anemie), onvermog van die beenmurg om behoorlik
te werk, vermindering van witbloedselle (leukopenie,
agranulositose)
afname in bloedkalium (hipokalemie), natrium

ip ie) en glukose (hipoglisemie) en verhoging
in uriensuurviakke (hiperurisemie in die bloed, wat jig
veroorsaak
depressie, angstigheid, rusteloosheid
insomnie (slaapversteuring), slaapversteurings, spelde en
naalde sensasie, lomerigheid, hoofpyn
abnormale, of geel visie, tydelike versteurde visie
vertigo (draaigevoel)
diarree, droé mond, winderigheid, maagpyn/ongemak,
hardlywigheid, indigestie, braking, smaaksteurnisse, of
smaakverlies
lewerprobleme
sensitiwiteit van die vel vir lig, gejeuk, ekseem, uitslag,
of swelling van die vel, toename in sweet, jeukbulte,
blaasvorming, of afskilfering van die vel
rugpyn, spierspasma, of krampe, beenpyn, gewrigspyn,
spierpyn, beenkrampe
probleme met seksuele gedrag
borspyn, algemene pyn, influensa, abnormale fisiese
swakheid, of energieverlies
abnormale bloedtoetsresultate
hoes.

Die volgende newe-effekte is aangemeld, maar die
frekwensie van voorkoms is onbekend:
o i iere in die agterkant van die

© indien u tans litium neem nie (gebruik om depressie, of “TESAR CO die risiko vir
ings te behandel). G i i I nste n d (b mag verhoog
i i . medisyne (bv. ,

zgﬂ Hﬁaﬂ G0, mag el ot toksese gebruik om kanker te behandel, aangesien TESAR CO die

© indien u met AOE inhibitors/angiotensien werking daarvan, mag beinvioed )
(om hoé e saam  vitamien D mag lei tot ‘n toename in inu

met ‘n fluoorkinoloon antibiotikum, behandel word nie . mg?igl dopa (gebruik om hoé boeddruk e behandel), mag

@ indien u met ‘n bloeddruk-verlagende medisyne, wat die risko vir anemie verhoog B

siklosporien (gebruik met orgaanoorplantings) mag die
risiko vir newe-effekte, soos jig, verhoog

ander medisyne wat gebruik word om hoé bloeddruk
te behandel, of medisyne met ‘n moontlike bloedruk-
verlagende effek (bv. baklofen —'n spierverslapper,
amifostien - word gebruik om sommige newe-effekte
van kankermedisyne te help verhoed, of te verminder).

TESAR CO saam met kos, drinkgoed en alkohol

TESAR CO kan saam met of sonder kos geneem word.

TESAR CO wat saam met alkohol geneem word, mag
iseligheid, of ot d

Swangerskap, borsvoeding en fertiliteit

Indien u swanger is, of u baba borsvoed, vermoed dat u
swanger is, of ‘n baba beplan, raadpleeg asseblief u dokter,
apteker, of ander gesondheidsorgverskaffer vir advies
voordat u TESAR CO neem.

MOET NIE TESAR CO neem, indien u swanger is, beplan
om swanger te raak, of vermoed dat u swanger is nie
(sien Moet nie TESAR CO neem). Kontak u dokter, of
gesondheidsorgverskaffer onmiddellik.

MOET NIE TESAR CO neem, terwyl u u baba borsvoed nie
(sien Moet nie TESAR CO neem).

TESAR CO moet nie aan vrugbare vroue toegedien word,
tensy hulle toepaslike voorbehoedmiddels neem nie.

Bestuur en die hantering van masjiene

TESAR CO mag somtyds floute, duiseligheid, of lomerigheid
veroorsaak.

Dit is nie altyd moontlik om te voorspel tot watter mate
TESAR CO met die daaglikse aktiwiteite van ‘n pasiént,

sal inmeng nie. Pasiénte moet verseker dat hulle nie by
bogenoemde aktiwiteite betrokke raak, totdat hulle bewus is
hoe TESAR CO hulle beinvioed nie.

TESAR CO bevat laktose en mannitol

Indien u deur u dokter meegedeel is dat u ‘n
onverdraagsaamheid teenoor sekere suikers het, kontak u
dokter voordat u TESAR CO gebruik.

TESAR CO bevat natrium
TESAR CO bevat minder as 1 mmol (23 mg) natrium per
tablet, dit wil s& wesenlik ‘natriumvry’.

3.Hoe om TESAR CO te neem

Moet nie medisyne wat vir u voorgeskryf is met enige
ander persoon deel nie. Neem TESAR CO altyd presies soos
deur u dokter aanbeveel word. U moet u dokter, of apteker
raadpleeg indien u onseker is.

Twee sterktes TESAR CO tablette is beskikbaar;

40/12,5 mg, 80/12,5 mg. U dokter sal die gepaste sterkte
vir u aanbeveel.

Volwassenes:

Die gewone dosis is een TESAR CO tablet daagliks, saam
met, of sonder kos.

Behandeling sal gewoonlik aanhou vir ten minste 4 - 8
weke, om ‘n maksimum, langtermyn bloeddruk-verlagende
effek te verkry.

Kinders:
TESAR CO word nie aanbeveel vir gebruik deur kinders nie.

U dokter sal u vertel vir hoe lank u behgndeling met

n
keel (faringitis), sinusitis
lupus-soortige sindroom (‘n toestand, wat ‘n siekte,
genaamd sistemiese lupus erythematosus naboots, waar
die liggaam se immuunstelsel die liggaam aanval)
inflammasie van die maagwand (gastritis)

pankreatitis (inflammasie van die pankreas, met
simptome soos maagpyn, verhoging in harttempo en
koors)

toename van sekere witbloedselle (eosinofilie)
rabdomiolise (‘n toestand wat die spiere aantas, met
simptome soos donker urine en moeilike beweging van
die arms, of bene)

. initis), swakheid, i (artrose)
vel- en lipkanker (nie-melanoom velkanker), met
abnormale velgroei, knoppe, of sere op die lippe, wat
volhard vir ‘n lang tydperk

verlies van diabetiese beheer

anoreksie, aptytverlies, verhoging in cholesterol- en
glukosevlakke in die bloed

lighoofdigheid

geel visie (xantopsie), verhoging in oogdruk (akute
hoeksluiting gloukoom)

o ie van bloedvate i vaskulitis)
nierinflammasie, of belemmerde nierfunksie, glukose in
die urine (glikosurie)

e koors.

Indien u enige newe-effekte opmerk, wat nie in hierdie
inligtingsblad genoem word nie, raadpleeg asseblief u
dokter, of apteker.

Aanmelding van newe-effekte
Indien u newe-effekte ervaar, praat met u dokter, of apteker.
U kan ook newe-effekte by SAHPRA via die MED Safety
toepassing (Medsafety X SAHPRA) en eReporting platform |
(who-umc.org), wat op SAHPRA se webtuite gevind kan |
word, aanmeld.

U kan help om meer inligting omtrent die veiligheid van
TESAR CO te bekom, deur newe-effekte aan te meld.

U kan ook ‘n e-pos direk aan die maatskappy stuur:
phar igil D ics.co.za, om die
veiligheid van die die produk te verseker.

5. Hoe om TESAR CO te bewaar

Bewaar alle medisyne buite die bereik van kinders.
Bewaar teen of benede 25 °C.

Hou stulpstroke in die kartonhouer, totdat dit benodig word |
vir gebruik. |
Moet nie gebruik na die vervaldatum wat op die kartonhouer;
aangedui word nie. |
Neem alle ongebruikte medisyne na u apteker terug. Moet |
nie ongebruikte medisyne in afvoerpype en rioolstelsels (bv.
toilette) weggooi nie. |

6. Verpakkingsinhoud en ander inligting

Wat TESAR CO bevat:

Die aktiewe bestanddele is telmisartan en
hidrochloortiasied.

TESAR CO 40/12,5 mg: Elke dubbellaag tablet, bevat
telmisartan 40 mg en hidrochloortiasied 12,5 mg.
TESAR C0 80/12,5 mg: Elke dubbellaag tablet bevat

Die ander bestanddele is:
Hipromellose, kruisgekoppeld_e povidoon,

TESAR CO sal duur. Moet nie gtydig staak
nie, aangesien u hoé bloeddruk mag terugkeer. Indien u die
indruk het dat die uitwerking van TESAR CO té sterk, of té
swak is, vertel u dokter, of apteker.

Indien u meer TESAR CO neem as wat u moes:

In die geval van oordosering, raadpleeg u dokter, of

apteker. Indien beide nie beskikbaar is nie, kontak u naaste

hospitaal, of gifbeheersentrum.

Simptome van oordosering, mag die volgende insluit:

o ‘n hartklop wat te vinnig, te stadig, of onreélmatig is,
duiseligheid, voel lighoofdig, voel ongesteld of gooi op,
lomerigheid, of ervaar spierspasmas.

Indien u vergeet om TESAR CO te neem

Indien u vergeet om TESAR CO te neem, neem dit so gou
as wat u onthou, op dieselfde dag. Indien u nie ‘n tablet
op dieselfde dag neem nie, neem u gewone dosis, die
volgende dag.

Moet nie ‘n dubbeldosis neem, om op te maak vir die
vergete, individuele doserings nie.

Indien u die gebruik van TESAR CO staak

Skielike staking van u behandeling, mag lei tot simptome
wat vererger. Moet nie ophou om TESAR CO te gebruik,
tensy u dokter dit aanbeveel nie. Dit word aanbeveel

dat TESAR CO geleidelik verminder moet word, voordat
behandeling gestaak word.

mannitol,
mikrokristallyne sellulose, natriumhidroksied,
i povidoon, ied rooi/geel.
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telmisartan 80 mg en hidrochloortiasied 12,5 mg. :
|
|
|
|
|
|
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Hoe TESAR CO lyk en die verpakkingsinhoud

TESAR C0 40/12,5 mg tablette is ronde, dubbellaag tablette,
wit en geel gekleur met ‘n deursnee van 9,25 mm. |
TESAR C0 80/12,5 mg tablette is ronde, dubbellaag tablette,
wit en pienk gekleur met ‘n deursnee van 10,5 mm. |

TESAR CO tablette is beskikbaar in aluminium/aluminium
stulpstroke van 28 of 30 tablette, wat in ‘n buitenste
kartonhouer verpak word.

Alle i word nie
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Registrasienommers
TESAR C0 40/12,5 mg: A48/7.1.3/0106
TESAR CO 80/12,5 mg: A48/7.1.3/0107
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