| AMLODIPINE |
CARDIVASC

5 mg & 10 mg Tablet
CALCIUM CHANNEL BLOCKER m
FORMULATION
Eachtabletcontains:
Amiodipine (asbesilate), USP . .. 5mg
Amlodipine (asbesilate), USP .. . . 10mg
PRODUCT DESCRIPTION
ine as besilate (Cardi 5 mg Tablet White to off-white, round, bi tablet, bi on ide, with “YSS" on the
other side
ipine as besilate (! ) 10mg Tablet: White to off-while, round, flattablet, bisected on one side, with“YSS" on the other
side
PHARMACODYNAMICS
Amiodipineinhibits calcium lonfromenhmgﬂ'n' k " or select voltag itive areas of vascular smooth muscle and
ium during ion of vswlar smooth muscle and coronary vasodilation;
Yo iveryin patk ic angina
PHARMACOKINETICS
ine is well absor di vith peak blood ing after 610 12 hours. The bioavailability varies
butis usually about 60 to 65%. Amlodipine is mpomdtoboamm 5% bound b plasma proteins. It has a prolonged eminal
eimmonhaﬂifeolasbwhwns ‘and steady-state plasma are not achi until after 7 to 8 days of use.
y the liver; stly in urine together with less than 10% of a dose as
drug. inei dialysis.
INDICATIONS
A g Aoy for ¢ B0y is of angina.
DOSAGE AND ADMINISTRATION
ipineis gi rally. The dose for ion and angina, initially 5mg daily, i if Y, b
doseof10mg daily oras pr d iCk
Bderly patients

Lower inifal dose may be used.

Patients with hepatic impairment
The clearance of amlodipine is reduced in pafients with hepatic impairment and lower doses should be considered; an initial
dose of 2.5 mg once daily.

CONTRAINDIC ATIONS

F ivityto i idines.

PRECAUTIONS
knlodpnosmdd be usedwilhmhm in patients with hypcuraon in patients whose cardiac reserve is poor, and in those with
heartfai fheart failure

halfife is inpatients i i may need
RB‘:NANC’V AND LACTATION
safety in has not been Used during only if the ial benefit X the
ther and fetus, but i idduring preg 2

It is not known whether amlodipine is excreted in human milk. However, amlodipine safety in infants has not been established.
Advise not to be given tonursing mothers.

DRUG INTERACTIONS
Antibacterials
The ofthe

L il Y P450 i CYP3A4 and may inhibit the metabalism of calcium-
channel blockerslike amlodipine.

Antiepileptics
The effects of dihy idine calcium-channel blockers (e.. i y be reduced by enzyme-induci i such
as ir il and i

Antifungals
Azole antifungals inhibit cytochrome P450 enzyme system and may therefore interfere with metabolism of calcium-channel
blockers (e.g. amiodipine).

Antivirals
The HIV-protease inhibitors are known to inhibit the cylochrome P450 isoenzyme CYP3A4 and may therefore interfere with the
fcalcium-channel lag .

Digoxin

The of i g calcium-channel blockers and digaxin is not completely undersibod but appears b be
related to renal and of digoxin. The phamacodynamic effects of digaxin and calcium-channel
blockers(e.g. amlodipine) may also be additive.




Grapefruit

Grapefruit juice inhibits the P450 i CYP3A4, parti in the i wall, and has shown to increase
X ility of ini alci s.
Thei jon may be less significantwi ipine that have a higher bioavailabiiity.
Immunosuppressants
QMmmmhmbnnmomioimnsemmmmah d with ipi Use of ine with
the probk gingi i
Beta-adrenergic blockers
Beta additive effects d b pr ¥ pr
Amlhypnmhmm
such a8 " idinahae addive alfacs and how sfiacie
Non-de fo red:
Actionmaybeincreased
Cimetidine
D the effects
ADVERSEEFFECTS
Abdominal pain, nausea, palpitation, flushing, edema, iz sleepdi fatigue
Less intesti dry mouth, taste di i chest pain, dyspnea, rhinifis,
mood remor, ia, urinary di i weight myalgia, visual
disturbances, finnitus, pruritus, rashes, alopecia, purpura, and skin discoloration.
Very rarely: Gastritss is, hepatitis, j & is, gingival i Ty i ion, ar
vasculitis, cougt i i L andurticaria.
OVERDOSE AND TREATMENT
Symptoms: Primary cardiac symptoms of overdosage include markad and ion and bradycardia, both of which
may result i cardiac output. nfusion, stupor, nausea, vomiting, metabolic acidosis, and
hyperglycemia.
Treatment: If the patient is seen shortly after oral i ion, employ lavage, acti and catharfics. Tmeloihsrsgns end
i is i ior E d y function; elevate the
ighly protein bound; herefore dialysis is notlikelyto be of benefit.
CAUTION
Foods, Drugs, Devices, and C ics A L]
ADRREPORTING STATEMENT
For suspected adverse drugreaction, reportto the FDA: www.fda.gov.ph
Seek advice fr pr i first sign of any drug
KEEP ALL MEDICINES OUT OF REACHOF CHILDREN
STORAGE CONDITION
Store 30°C.
AVAILAELI‘I’Y
ipine as besilate (Cardr 5mg Tablet: Alumi Fail Strip x10's (Bax of 100's)
Amiodipine as besilate (Cardivasc)10 mg Tablet: Aluminum Foil Strip x 10's (Box of 100's)

Marketing Authorization Holder
THE CATHAY YSS DISTRIBUTORS CO.,
2/F Vernida | Condominium, 120 Amorsolo St, Legaspi \ﬂqa, Makati City

Manufacturer
EL LABORATORIES, INC.
109 North Main Ave., Laguna Technopark, Bifian, Laguna

REGISTRATION NO. DATE OF FIRST AUTHORIZATION
Cardivasc 5 mg Tablet DR-XY36005 June 19, 2009
Cardivasc 10 mg Tablet DR-XY36449 August 11,2009
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