
 
 
 
 
 
TELSITE ® 

Telmisartan Tablets I.P. 
 
COMPOSITION 
Telsite® 20mg: Each uncoated tablet contains: Telmisartan IP. .........................20 mg 
Telsite® 40mg: Each uncoated tablet contains: Telmisartan IP............................40 mg 
Telsite® 80mg: Each uncoated tablet contains: Telmisartan IP............................80 mg 
 
THERAPEUTIC INDICATIONS 
Treatment of hypertension. 
 
DOSAGE & ADMINISTRATION 
Dosage must be individualized. The usual starting dose of Telsite is 40 mg once a day. Blood pressure 
response is dose-related over the range of 20-80 mg. Most of the antihypertensive effect is apparent within 
2 weeks and maximal reduction is generally attained after 4 weeks. When additional blood pressure 
reduction beyond that achieved with 80 mg telmisartan is required, a diuretic may be added. 
 
No initial dosage adjustment is necessary for elderly patients or patients with renal impairment, including 
those on hemodialysis. Patients on dialysis may develop orthostatic hypotension; their blood pressure 
should be closely monitored. 
 
Telsite may be administered with some other antihypertensive agents. 
 
Telsite may be administered with or without food. 
 
Use in Specific Populations 
Paediatric Use: Safety and effectiveness in paediatric patients has not been established. 
 
Geriatric Use: No overall differences in effectiveness and safety were observed in elderly patients 
compared to younger patients. Greater sensitivity of some older individuals cannot be ruled out. 
 
Hepatic Insufficiency: Monitor carefully and uptitrate slowly in patients with biliary obstructive disorders 
or hepatic insufficiency (see section Warnings and Precautions). 
 
CONTRAINDICATIONS 

1. Contraindicated in patients with known hypersensitivity (e.g., anaphylaxis or angioedema) to 
telmisartan or any other component of this product (see Adverse Reactions]. 

2. Do not co-administer aliskiren with Telsite in patients with diabetes (see Drug Interactions). 
 
WARNINGS and PRECAUTIONS 
Fetal Toxicity 
Use of drugs that act on the renin-angiotensin system during the second and third trimesters of pregnancy 
reduces fetal renal function and increases fetal and neonatal morbidity ,death and injury to the developing 
fetus Resulting oligohydramnios can be associated with fetal lung hypoplasia and skeletal deformations. 
Potential neonatal adverse effects include skull hypoplasia, anuria, hypotension, renal failure, and death. 
When pregnancy is detected, discontinue Telsite as soon as possible. 
 
Hypotension 
In patients with an activated renin-angiotensin system, such as volume- or salt-depleted patients (e.g., those 
being treated with high doses of diuretics), symptomatic hypotension may occur after initiation of therapy 
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with telmisartan. Either correct this condition prior to administration of telmisartan, or start treatment under 
close medical supervision with a reduced dose. 
 
If hypotension does occur, the patient should be placed in the supine position and, if necessary, given an 
intravenous infusion of normal saline. A transient hypotensive response is not a contraindication to further 
treatment, which usually can be continued without difficulty once the blood pressure has stabilized. 
 
Hyperkalemia 
Hyperkalemia may occur in patients on ARBs (angiotensin-renin blockers), particularly in patients with 
advanced renal impairment, heart failure, on renal replacement therapy, or on potassium supplements, 
potassium-sparing diuretics, potassium-containing salt substitutes or other drugs that increase potassium 
levels. Consider periodic determinations of serum electrolytes to detect possible electrolyte imbalances, 
particularly in patients at risk. 
 
Impaired Hepatic Function 
As the majority of telmisartan is eliminated by biliary excretion, patients with biliary obstructive disorders 
or hepatic insufficiency can be expected to have reduced clearance. Initiate telmisartan at low doses and 
titrate slowly in these patients.  
 
Impaired Renal Function 
As a consequence of inhibiting the renin-angiotensin-aldosterone system, anticipate changes in renal 
function in susceptible individuals. In patients whose renal function may depend on the activity of the renin-
angiotensin-aldosterone system (e.g., patients with severe congestive heart failure or renal dysfunction), 
treatment with angiotensin-converting enzyme (ACE) inhibitors and angiotensin receptor antagonists has 
been associated with oliguria and/or progressive azotemia and (rarely) with acute renal failure and/or death. 
Similar results have been reported with telmisartan  
 
In studies of ACE inhibitors in patients with unilateral or bilateral renal artery stenosis, increases in serum 
creatinine or blood urea nitrogen were observed. There has been no long term use of telmisartan in patients 
with unilateral or bilateral renal artery stenosis, but anticipate an effect similar to that seen with ACE 
inhibitors. 
 
Dual Blockade of the Renin-Angiotensin-Aldosterone System 
Dual blockade of the renin angiotensisn aldosterone system (RAS) with angiotensin-receptor blockers, ACE 
inhibitors, or aliskiren is associated with increased risks of hypotension, hyperkalemia, and changes in renal 
function (including acute renal failure) compared to monotherapy.  
 
In most patients no benefit has been associated with using two RAS inhibitors concomitantly. In general, 
avoid combined use of renin angiotensisn aldosterone system inhibitors. Closely monitor blood pressure, 
renal function, and electrolytes in patients on telmisartan and other agents that affect the renin angiotensisn 
aldosterone system.  
 
Do not co-administer aliskiren with telmisartan in patients with diabetes. Avoid concomitant use of 
aliskiren with telmisartan in patients with renal impairment (GFR <60 mL/min/1.73 m2).  
 
DRUG INTERACTIONS 
Aliskiren: Do not co-administer aliskiren with Telmisartan in patients with diabetes. Avoid use of aliskiren 
with Telsite in patients with renal impairment (GFR <60 mL/min). 
 
Digoxin: When telmisartan was co-administered with digoxin, median increases in digoxin peak plasma 
concentration (49%) and in trough concentration (20%) were observed. Therefore, monitor digoxin levels 
when initiating, adjusting, and discontinuing telmisartan for the purpose of keeping the digoxin level within 
the therapeutic range. 
 



Lithium: Reversible increases in serum lithium concentrations and toxicity have been reported during 
concomitant administration of lithium with angiotensin II receptor antagonists including telmisartan. 
Therefore, monitor serum lithium levels during concomitant use. 
 
Non-Steroidal Anti-Inflammatory Agents including Selective Cyclooxygenase-2 Inhibitors (COX-2 
Inhibitors): In patients who are elderly, volume-depleted (including those on diuretic therapy), or with 
compromised renal function, co-administration of NSAIDs, including selective COX-2 inhibitors, with 
angiotensin II receptor antagonists, including telmisartan, may result in deterioration of renal function, 
including possible acute renal failure. These effects are usually reversible. Monitor renal function 
periodically in patients receiving telmisartan and NSAID therapy. 
The antihypertensive effect of angiotensin II receptor antagonists, including telmisartan may be attenuated 
by NSAIDs including selective COX-2 inhibitors. 
 
 
PREGNANCY 
Telmisartan can cause fetal harm when administered to a pregnant woman. Use of drugs that act on the RAS 
in the second and third trimesters of pregnancy can result in the following: oligohydramnios, reduced fetal 
renal function leading to anuria and renal failure, fetal lung hypoplasia, skeletal deformations, including 
skull hypoplasia, hypotension, and  death. In the unusual case that there is no appropriate alternative to 
therapy with drugs affecting the renin-angiotensin system for a particular patient, apprise the mother of the 
potential risk to the fetus.  
 
In patients taking telmisartan during pregnancy, perform serial ultrasound examinations to assess the intra-
amniotic environment. Fetal testing may be appropriate, based on the week of gestation. If oligohydramnios 
is observed, discontinue telmisartan, unless it is considered lifesaving for the mother. Patients and 
physicians should be aware, however, that oligohydramnios may not appear until after the fetus has 
sustained irreversible injury. 
 
LACTATION 
There is no information regarding the presence of telmisartan in human milk, the effects on the breastfed 
infant, or the effects on milk production. Telmisartan is present in the milk of lactating rats. Because of the 
potential for serious adverse reactions in the breastfed infant including hypotension, hyperkalemia and renal 
impairment, advise a nursing woman not to breastfeed during treatment with telmisartan.  
 
ADVERSE REACTIONS 
♦ Renal dysfunction upon use with ramipril [see Warnings and Precautions] 
 
♦ Clinical Trials Experience 
 Hypertension: The most common adverse events (≥1%) reported in hypertension trials are back pain, 
sinusitis, and diarrhea.  
  
Cardiovascular risk reduction: The serious adverse events (≥1%) reported in cardiovascular risk reduction 
trials were intermittent claudication and skin ulcer.  
 
♦ Postmarketing Experience 
The following adverse reactions have been identified during post-approval use of telmisartan. Because these 
reactions are reported voluntarily from a population of uncertain size, it is not always possible to estimate 
reliably their frequency or establish a causal relationship to drug exposure. Decisions to include these 
reactions in labeling are typically based on one or more of the following factors: (1) seriousness of the 
reaction, (2) frequency of reporting, or (3) strength of causal connection to telmisartan. 

  
The most frequent spontaneously reported events include: headache, dizziness, asthenia, coughing, nausea, 
fatigue, weakness, edema, face edema, lower limb edema, angioneurotic edema, urticaria, hypersensitivity, 
sweating increased, erythema, chest pain, atrial fibrillation, congestive heart failure, myocardial infarction, 
blood pressure increased, hypertension aggravated, hypotension (including postural hypotension), 



hyperkalemia, syncope, dyspepsia, diarrhea, pain, urinary tract infection, erectile dysfunction, back pain, 
abdominal pain, muscle cramps (including leg cramps), myalgia, bradycardia, eosinophilia, 
thrombocytopenia, uric acid increased, abnormal hepatic function/liver disorder, renal impairment including 
acute renal failure, anemia, increased CPK, anaphylactic reaction, tendon pain (including tendonitis, 
tenosynovitis), drug eruption (toxic skin eruption mostly reported as toxicoderma, rash, and urticaria), 
hypoglycemia (in diabetic patients), and angioedema (with fatal outcome).  

 
Rare cases of rhabdomyolysis have been reported in patients receiving angiotensin II receptor blockers, 
including telmisartan.  

 
OVERDOSAGE  
Limited data are available with regard to overdosage in humans. The most likely manifestation of 
overdosage with telmisartan would be hypotension, dizziness and tachycardia; bradycardia could occur 
from parasympathetic (vagal) stimulation. If symptomatic hypotension should occur, supportive treatment 
should be instituted. Telmisartan is not removed by hemodialysis. 
 
MANUFACTURED BY  
Windlas Biotech Private Limited (Plant-2),  
Khasra No.141 to 143&145,  
Mohabewala Industrial Area,  
Dehradun-248110, Uttarakhand 
 
MARKETED BY 
Sanofi India Limited, Sanofi house, C.T.S No-117-B,L& T Business Park, Saki Vihar Road, 
Powai, Mumbai 400 072- India 
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