AMLODIPINE
SITIlvax

10 mg Tablet
Calcium Channel Blocker

FORMULATION:
Each tablet contains: A (asBesilate) BP ...... 10mg

PRODUCT DESCRIPTION: White, cireular, flat, scored, un-coated tablets,

INDICATION: Itis used in th ofhyp and prophylaxis of angina pectors.
PHARMACOKINETICS: Amlodipine is well absorbed after oral doses with peak blood concentrations
oceurring after 6 to 12 hours, The bioavailability varies butis usually about 60% - 65% Amlodipine is reported to
be about 97.5% bound to plasma proteins, it has a prolonged terminal elimination half-life of 35 to 50 hours and
steady-state plasma concentrations are not achieved until after 7 to 8 days of use. Amlodipine is extensively

in the liver are mostly d in urine together with less than 10% of a dose as

unchar;ged drug. Amlodipine is notremoved by dialysis.
PHARMACODYNAMICS: H Following of the doses to patients with
hyp p d g in a of supine and standing blood
p hese d in blood p are not panied by a change in heart rate or
plasma catecholamine levels with chronic dosing. Although the acute intravenous administration of
p d arterial blood p and i heart rate in hemodynamic studies of patients
with chronic stable angina, chronic oral administration of amlodipine - in clinical trials did not lead to glinically

h in heart rate or blood i ns patients with angina.
bivs i

With chronic once daily oral admi itihyp C] is for at least 24 hours.
Plasma concentrations correlate with effect in both young and elderly patients. The magnitude of reduction in
blood with amlodip is also with the height of pi l ; thus, indi

with h (di p 105-114 mmHg) had about a 50% greater response than
patients with mild hypertension (diastolic pressure 90-104 mmHg). N bj P no
clinically significant change in blood pressures (+1/-2mmHg).

In hypertensive patients with normal renal function, therapeutic doses of- amlodipine resulted in a decrease in
renal vascular resi andan i in gl ular filtration rate and effective renal plasma flow without
change in filtration fraction or proteinuria. As with other calcium channel blockers, hemodynamic

function treated with AMLODIPINE have ly d a small i in cardiac index without

significant influence on dP/dt or on left end diastolic p or volume. In hemodynamic studies,

amlodipine has not been with a neg i pic effect when administered in the therapeutic

dose range to intact animals and man, even when with beta-bl to man. Similar findings,

however, have been observed in normal or well-compensated patients with heart failure with agents
i i effects

Ek y gic Effects: Ami : does not change sinoatrial nodal function or atrioventricular
conduction in intact animals or man. In patients with chronic stable angina, intravenous administration of 10
mg did not significantly alter A-H and H-V conduction and sinus node recovery time after pacing. Similar results
were g bef

btail in patients ivil p and ta-bl In clinical studies in which
p was in b with beta-bl to patients with either hypertension or
angina, no adverse effects on el were observed. In clinical trials with angina

patients alone, amlodipine therapy did not alter electrocardiographic intervals or produce higher degrees of
AV blocks.
ADULT DOSAGE AND ADMINISTRATION: In hypertension the usual initial dose is 5 mg once daily
increased, if necessary, to 10 mg once daily. Similar doses are given in the treatment of stable angina and
prinzmetal angina. Lower initial doses may be used in elderly patients and those with hepatic impairment. Or
as prescribed by the physician.
CONTRAINDICATIONS: Ami| pine i ip
WARNINGS AND PRECAUTIONS: H Sy is B y in
patients with severe aortic stenosis, Because of the gradual onset of action, acute hypotension is unlikely.
Increased Angina or My Infa g angina and acute myocardial infarction can develop
after starting or i g the dose of p ly in patients with severe obstructive coronary
artery disease. Patients with Hepatic Failure B pine is extensively by the liver and
the plasma elimination half-life (t 1/2)is 56 hours in patients with impaired hepatic function, titrate slowly when
administering amlodpine t patients hepaticii
USE IN PREGNANCY AND LACTATION: Safety of Amlodipine besilate in human pregnancy or lactation has
not been established, Amlodipine besilate does not demonstrate toxicity in animal reproductive studies other
than to delay parturition and a prolong labor in rats at a dose level 50 times the maximum recommended dose
in humans. A gly, use in preg y is only when there is no safer alternative and when
the disease itself carries greater risk for the mother and fetus.
DRUG INTERACTIONS: Amlodipine besilate has been safety ad with thiazide di block
beta bl g enzyme inh , long-acting " nitrates, sublingual nitroglycerin,
NSAID, anti and oral h drugs. Studies have indicated that the co-administration of
amlodipine besilate with digoxin did not change serum digoxin levels or digoxin renal cl arance in normal
I and that of ci did not alter the pharmacokinetics af amlodipine. In vitro
data from studies with human indicate that amlodipine besilate has no effect of protein- binding of the drugs
tested digoxin, phenytoin, warfarin or ind In healthy male volunteers, the co-administration of
ipine does not signifi ly alter the effect of warfarin on prothombin response time. Pharmacokinetic
studies with cycl have d thatami does not signifi ly alter the ph
of cyclosporine.
ADVERSE EFFECTS: The most common adverse effects of Amlodipine besilate are associated with its
vasodilator action and often diminish on continued therapy; they include dizziness, flushing, headache,
h i .

i in patients with known itivity lodi
h

p d , tachycardia, and palpitations Nausea and other gastrointestinal
di i fre y Y, eye pain, visual di , and mental dep
have al LA i inischaemic chest pain may occur at the start of treatmentand in a
few patients excessive fall in blood p has led to b i blind
There have been reports of rashes (inducing erythema multiforme), fever, and abnormalities in liver function,
including ch, toh Gingival h myalgia, tremor, and impotence have

been re;onsd. Some tablets- fonnulatéd for once- daily use are covered in a membrane which is not digested
and may cause gastrointestinal obstruction, bezoars may rarely occur. Over dosage may be associated with
b h s h 1 idosis, and coma may also occur, Amlodipine

y al i
besilate has been rep tobe inanimals.




The following events occurred in <1% but >0.1% of patients in controlled clinical trials or under conditions of
open trials or marketing experlenw where a causal relationship Is uncertain; they are listed to alert the

ian toa possibl

( y includi i y and atrial ), bradycardia, chest pain,

perip! i i ycardia, vasculitis.

C landP INe Y yp i pathy perip pi tremor, vertigo.
I i dy diarrhea, flatul P titis, iting, gingival

hyperplasia.

General: allergic reaction, asthenia;1 back pain, hot flushes, malaise, pain, rigors, weight gain, weight
decrease.

M gia, arthrosis, I ps,1 myalgia.

Psychiatric: sexual dysfunction (male1 and female), i ia, ner P | dreams,
anxiety, depevsonahzatlon

1
Skin and Appondages. angloedama. erythema multiforme, pruritus,1 rash,1 rash arythematous. rash
maculopapular.

P | vision, conjunctivitis, diplopia, eye pain, tinnitus.
Urinary System: micturi micturition nocturia.
dry mouth, 9 d
M i ritional: ia, thirst.
I k purpura, bocy
These events occurred in less than 1% in placeb: lled trials, but the of these side effects was
between 1% and 2% in all multiple dose studies
REPORTING OF SUSPECTED ADVERSE REACTIONS: To allow ing of fit/risk
balanoe product the medicinal product reporting of adverse reaction is ionals
d to report any d adverse directly to the Importer/ dlstribulor and/or report To

FDA www.fda.gov.ph. Patients are advised to seek immediate medical attention at first signs of adverse

reactions.

OVERDOSE AND TREATMENT' Activated charcoal may be given orally to aduks or chlldren who present
of A

within 1 hour ap ly toxic besitate, alf ively, gastric lavage may
be considered in adults. Supportlve and Symptomatic care should be given. Hypolenslon may respond to
placing the patient in the supine position with the feet raised and the of plas
although cardiac overload should be avoided. If hypotension is not corrected, calcium gluconate or calcium
chlorlde should be given intravenously glucagon may also be used If hy persists, |

ofa such as line may also be
necessary. Bradycardla may be treated with atropme lsoprenallne, or cardlac paclng Dlalysls is not useful
as Amlodipine bestate is highly protein bound. F may be

PRECAUTIONS: Amlodipine Besilate should be used with caution in patients with hypotension, in patients

whose cardiac reserve is poor, and in those with heart failure since deterioration of heart failure has been

noted, Amlodlplne besilate should not be used in cardiogenic shock, in patients who have suffered a

in the previous 2 to 4 weeks, or in acute unstable angina. Amlodipine besilate should not

be used to treat an angina attack in chronic stable angina, in patients with severe aomc stenosis Amlodipine

besﬂale may mcrease the risk of developing Heart failure. Sudden | of ilate might be

rbation of angina. The dose may need to be reduced Inpatlams with hepatic

impairment. Amlodlplne besilate should be discontinued in patients who pain q
its administration.

CAUTION: Foods, Drugs, Devices and Ci Actp!

STORAGE CONDITION: Store at temperatures not exceeding 30°C.
AVAILABILITY: Alu/Alu Foil Strip x 10's (Box of 100's)
FDARegistration Number: DR-XY41291

Date of First Authorization: 8 July 2022

Date of Revision of Package Insert: 1 May 2023‘

Manufactured by:

ZEST PHARMA

275, Sector “F" Sanwer Road,
Indore - 452 015 (M.P.), INDIA

Manufactured for:
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LABORATORIES Athwalines, Surat - 395 007, INDIA
Imported and Distributed by:
SAHAR INTERNATIONAL TRADING INC.
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