AXI-NOVELL 35mg MR Tablet
TRIMETAZIDINE DIHYDROCHLORIDE
Modified Release Film-Coated Tablet

COMPOSITION
Each modified release film-coated tablet contains Trimetazidine Dihydrochloride 35 mg.

MODE OF ACTION OF THE DRUG

By preserving energy metabolism in cells exposed to hypoxia or ischaemia, trimetazidine prevents
a decrease in intracellular ATP levels , thereby ensuring the proper functioning of ionic pumps
and transmembrane sodium-potassium flow whilst maintaining ceﬁular homeostasis.
Trimetazidine inhibits B-oxidation of fatty acids by blocking long-chain 3-ketoacyl-CoA thiolase,
which enhances glucose oxidation. In an ischaemic cell, energy obtained during glucose
oxidation requires less oxygen consumption than in the B-oxidation process. Potentiation of
glucose oxidation optimizes cellular energy processes, thereby maintaining proper energy
metabolism during ischaemia.

Pharmacodynamic effects

In patients with ischaemic heart disease, trimetazidine acts as a metabolic agent, preservin%’the
myocardial high-energy phosphate intracellular levels. Anti-ischemic effects are achieved without
concomitant haemodynamic effects.

Pharmacokinetic properties

* After oral administration, maximum concentration is found, on average, 5 hours after taking
the tablet. Over 24 hours the plasma concentration remains at levels above or equal to 75% of
the maximum concentration for 11 hours.
Steadly state is reached by the 60th hour, at the latest.

* The pharmacokinetic characteristics of AXI-NOVELL are not influenced by meals.

* The apparent distribution volume is 4.8 I/kg; protein binding is low: in vitro measurements
give value of 16%.
Trimetazidine is eliminated primarily in the urine, mainly in the unchanged form.

INDICATION

Trimetazidine is indicated in adults as add-on therapy for the symptomatic treatment of patients
with stable angina pectoris who are inadequately controlled by or intolerant to first-line antianginal
therapies.

POSOLOGY
One tablet in the morning and evening, to be taken at meal times.

WARNING & PRECAUTION

This drug is not a curative treatment for angina attacks, nor is it indicated as an initial treatment
for unstable angina, or myocardial infarction. It should not be used in the pre-hospital phase
nor during the first days of hospitalization.

In the event of an angina attack, the coronaropathy should be reevaluated and an adaptation of the
treatment considered (drug treatment and possibly revascularisation).

In patients with renal failure, prescription of AXI-NOVELL is not recommended if the creatinine
clearance is lower than 15mL/min (in the absence of specific studies).

In patients with severe hepatic failure, in the absence of specific studies, prescription of
AXI-NOVELL is not recommended.

Pregnancy
Prescribing the drug during pregnancy is not recommended.

Lactation
Breastfeeding is not recommended during treatment.

Effects on the ability to drive and use machines
Trimetazidine may cause dizziness and drowsiness which may affect ability to drive and use
machines.

Overdose
Not applicable.

SIDE EFFECT
Rare instances of gastrointestinal upset (nausea and vomiting).

CONTRAINDICATION

Hyiersensitivity to trimetazidine or to any of the excipients.

* Parkinson disease, parkinsonian symptoms, tremors, restless leg syndrome and other related
movement disorders.
Severe renal impairment (creatinine clearance < 30 ml/min).

DRUG INTERACTION
Metoclopramide: the risk or severity of adverse effects can be increased when Metoclopramide is
combined with Trimetazidine

STORAGE
Store below 30°C.

PRESENTATION

Box, 3 x 10 tablets

Box, 6 x 10 tablets
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RANCANGAN LEAFLET AXI-NOVELL EKSPOR MALAYSIA

Spesifikasi :

Bahan : HVS 60 gsm

Ukuran : Panjang  : 250 mm
Lebar : 110 mm

Warna :

- Nama obat : Hitam

- Nama bahan aktif : Hitam

- Bentuk sediaan dan kekuatan obat : Hitam

- Logo perusahaan : Hitam

- Teks lain : Hitam

Jenis Huruf :

- Nama obat : ZapfHumnst Dm BT (9 pt)

- Nama bahan aktif : ZapfHumnst Dm BT (9 pt)

- Bentuk sediaan dan kekuatan obat : ZapfHumnst Dm BT (9 pt)

- Logo perusahaan : GarmdITC Bk BT

- Teks lain : ZapfHumnst BT (7 pt)

Spesifikasi lain :

- Satu kolom (dalam satu muka)
- Satu muka

- Satu bahasa (bahasa Inggris)



