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Mhya contraindications

-with aliskiren-containing medicines in
patients with diabetes or with moderate to

severe

renal impairment (creatinine clearance <60

ml/min).
Posology, dosage &
administration

N1 5777 7OYOD K91 LOPY 2T TAIVN HYITW LOPY Special Warnings and
Mov2 Special Precautions for
Dual blockade of the renin-angiotensin- Use

aldosterone system (RAAS) with aliskiren-
containing medicines.

Dual blockade of the renin-angiotensin-
aldosterone system by combining Tritace Comp
with aliskiren is not recommended since there is
an increased risk of hypotension, hyperkalemia
and changes in renal function.

The use of Tritace Comp in combination with
aliskiren is contraindicated in patients with
diabetes mellitus or renal impairment (creatinine
clearance <60 ml/min) (see section 4.3).

2ITRI 721072 0T WOPY .22 12102 NI LoOpY
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Monitoring of renal function
Renal function should be assessed before and
during treatment and dosage adjusted especially
in the initial weeks of treatment. Particularly
careful monitoring is required in patients with

E.FL .5] E kEE;AE] * ;3
pepalineslant

heart failure

- renovascular disease, including patients with
haemodynamically relevant unilateral renal
artery stenosis. In the latter patient group, even a
small increase in serum creatinine may be
indicative of unilateral loss of renal function.

- impairment of renal function

- kidney transplant patients.
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Acute Myopia and Secondary Acute Angle-
Closure Glaucoma: Hydrochlorothiazide is a
sulfonamide.

Sulfonamide or sulfonamide derivative drugs
can cause an idiosyncratic reaction, resulting
in

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 angleclosure glaucoma
can lead to permanent vision loss. The primary
treatment is to discontinue drug intake as
rapidly as possible. Prompt medical or surgical
treatments may need to be considered if the
intraocular pressure remains uncontrolled.
Risk factors for developing acute angle-closure
glaucoma may include a history of sulfonamide or
penicillin allergy

N1 5777 7OYOD K91 LOPY 2T TAI0N HOUITRW LOPY
Mhya

Contra-indicated combinations

Extracorporeal treatments leading to contact of
blood with negatively charged surfaces such as
dialysis or haemofiltration with certain high-flux
membranes (e.g. polyacrylonitril membranes) and
low density lipoprotein apheresis with dextran
sulphate due to increased risk of severe
anaphylactoid reactions (see section 4.3). If such
treatment is required, consideration should be
given to using a different type of dialysis
membrane or a different class of antihypertensive
agent.

The combination of Tritace Comp with
aliskiren-containing medicines is
contraindicated in patients with diabetes
mellitus or moderate renal impairment and is
not recommended in other patients (sce section
4.3 and section 4.4).

VILDAGLIPTIN: An increased incidence of
angioedema was found in patients taking ACE-
Inhibitors and vildagliptin

Interaction with Other
Medicaments and Other
Forms of Interaction

Fertility, Pregnancy and
Lactation

R 7T 7IP0Y K92 MOPY 2T 120 AOITR UOpY
Mhya
Endocrine disorders (frequency unknown):
Syndrome of inappropriateantidiuretic
hormone
secretion (SIADH)

Adverse events
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