ORBIZIDE M FORTE®
GLICLAZIDE & METFORMIN HYDROCHLORIDE TABLETS

Orbizide M Forte® is a of ide, an oral hypogly agent belonging to the suifonylurea group which
act mainly by increasing insulin ion and Metformin, a bi ide that acts mainly by decreasing insulin resistance,
COMPOSITION

Each Orbizide M Forte™ Tablet contains:

Gliclazide BP

Metformin HCL BP 500mg

Also contains Maize Starch, Mi ystalline K-30, Magnesi C Sodium,
Colloidal Anhy silica as exci

INDICATIONS

Orbizide-M Forte® is indi for the of type-2 mellitus in iation with dietary and with
physical , when these alone are not sufficient to normalize the blood glucose levels,

DOSAGE & ADMINISTRATION

The initial dose of Orbizide Han'ison!hbiﬂdaily,mrbmmu.hmhmmmhmamm
dose may be increased to 1 tablet twice daily. The maximum dose of Orbizide M Forte® is & tablets per day in divided
doses.

CONTRAINDICATIONS
Orbizide M Forte® is contraindicated in the following situations:
- Type-1 diabetes mellitus
- Hy ity to y and i
- Renal disease or renal ’, o[ e.g. as sugg d by serum inine levels 21.5 mg/dL in
males or 2 1.4 mgidL in f or | which may also result from

conditions such as cardiovascular collapse (shock), acute myocardial infarction, and npuumi,l.
- Severe hepatic failure

- heart failure requiring p g

- Pregnancy and laclation

- Patients with ketoacidosis

- Patients undefgolng surgery, after severe mum or during severe Infncﬂnru

= Crbizide M Forte® should be temp. y studies

i of use of such
produm may result in acute aiteration of renal function,

WARNINGS & PRECAUTIONS
As Orbizide M Forte® contains Gliclazide, it can cause epi Hypoglycemia may present with
sweating, intense hunger, trembling, palior, vlsull disturbances, !nling of malaise md b Al
umlud or coma. Hypogly coma can be fatal, mmwmemglvenomauu
Forte® must be taught to the uf*, aly mﬂuucmhmwmm:mwm
containing food immediately and inform the doctor. ..,, gly ia can occur b of i meal times, missed
meals, ges in diet, or by intake of alcohol or other hypoglycemic drugs. The patient

should be told to avoid these situations which are likely to cause hypoglycemia. The patient should be warned about the
dangers of hypoglycemia while driving or operating machinery. Patients who develop frequent episodes of hypoglycemia
should not drive or operate machinery,

Lactic acidosis is a rare, but uﬂou: metabolic complication that can occur due to Metformin accumulation during
treatment with Orbizide M Forte™ + when It occurs, it is fatal in approximately 50% of cases. Lactic acidoslis is characterized

by elevated blood lactate levels (>5 mmolL), d blood pH, y with an iﬂcrﬂsed anion gap,
and an increased lactate/pyruvate ratio. The of lactic in M is very
m(.mqnmmmmmmmwmm in with
significant renal g both ic renal disease and renal hywpeduum often in the setting of

g (1 and multiple Patients with congestive heart
failure requiring g inp those with or acute Il heart failure who are
at risk of hypop and are at increased risk of lactic acidosis. The risk of lactic acidosis increases with
the degree of renal dysl'uncﬁun and the patients age. The risk of lactic lcida:l: may, lh-nforn. be slunllicmﬂy dlcnmd
by regular renal fu in taking M Forte®. may
ﬂgrlﬂlunﬂylhitthe.lillyhclu.rhmu Orbizide M Forte® should be in patients with clinical or
lab of hepatic di ?ltiarm should be cautioned against excessive alcohol intake, either acute or

chronic, um.n taking om:m M Forte®, since alcohol potentiates the effects of Metformin on lactate metabolism, In
addition, Orbizide Il Forte® should be temporarily discontinued prior to any intramuscular radiocontrast study and for
any ular collap (srmk) from whatever cause, acute congestive heart failure, acute
myourdhl ! and other diti by hy ia have been with lactic acidosis and
may also cause prerenal azolemia. When such events occur in pili.ms on Orbizide M Forte® therapy, the drug should be




inued. Lactic acidi Isa ical emergency that must be treated in a hospital setting. In a patient with

lactic acidosis who is taking Orbizide M Forte®, Ihc drug shouid be discontinued immediately and general supportive

instituted. B is pro: h dialysi: to correct the

acidosis and remove the accumulated Mnrmlm Such management often results In prompt reversal of symptoms and
recovery.

DRUG INTERACTIONS =

An increased hypoglycemic effect can occur on co-administration of Orbizide M Furtl
Y 3 Alcohol, Azole is iii(l Fi

inhibil c anti-d C henicol, Thyroid h

Clof‘brato. Allopurinol and orll anti coagulants. Care should be llkm wl'nn Gliclazide is admlnhut-d with these drugs,

Alcohol may also increase the risk of lactic acidosis. Care should be taken if Orbizide M Forte® is given concomitantly

with drugs that may impair renal function.

A diminished h ic effect, ibly requiring an

Glucoc Oral Cor ptives, Rifamy

wilh the following drugs:
and ACE

in Orbizide M Forte® dose may occur with drugs like
Thiazide and Epinephrine.

Danazol, Chiorpro
USE IN SPECIAL POPULATION

Pregnancy: Orbizide M Forte® is contraindicated in pregnancy.

Nursing Mothers: Orbizide M Forte® is contraindicated in a mother who is breast feeding her baby.

Pediatric Use: As most patients in p g with mellitus have type-1 diabetes, Orbizide M Forte® is
not indicated in such puhantx.

Geriatric Use: As elderly individuals are prone to some degree of renal failure, Orbizide M Forte® shoud be used with
caution.

Use in Hepatic & Renal Impairment: Orbizide M Forte® should be used with caution in patients with mild to moderate
hepatic or/and should be avoided in patients with severe hepatic, Orbizide M Forte® should be avoided in patients with
renal impairment.

ADVERSE REACTIONS o

The following adverse reactions may occur with Orbizide M Forte® :

like nausea, vomiting, anorexia, diarrhoea and a metallic taste,
derrnalologiul side effects like skin rashes, pruritus and phumunsimiw have been npomd. Rarely hypersensitivity
reactions like raised liver and ch Y aplastic ia, erythema
multiforme or exfoliative dermatitis may occur.
Lactic acidosis is a very rare but p fatal side effect of Orbizide M Forte® which usually occurs when the
contraindications to the use of Metformin are not adhered to.

STORAGE INSTRUCTIONS :
Store in a cool, dry place. Protect from light.
PACKING B ET, (LA T 7o g

Orbizide M Forte® tablet is packed in packs of 30 by PHARMADEX SAL, Kahaleh, Lebanon und!r licence from.

Orbucell

Mharma

4380 Levesque Ouest
Laval QC H7W 5m8
Canada

THIS IS A MEDICAMENT #1320} 138 o
=

e

Medicament is a product which affects your health
and its consumption contrary to instructions is
dangerous for you. Follow strictly the doctor's
prescription, the method of use and the
instructions of the pharmacist who sold the
medicament.

- The doctor and the pharmacist are the experts in
medicines, their benefits and risks.

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

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

- Keep all medicaments out of reach of children.
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