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Presentation T
Fixocard® 50 tablet: Each tablet contains Amlodipine Besilate BP equivalent to Amlodipine 5 mg and TS * o BTRTAD: afefs BTt arae aisTefel ezt [ o ey amreEfefm ¢ frar. a3 amsmEeEe [ co
Atenolol BP 50 mg. firar, |
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Descrlptlon T
Fixocard® s a fixed-dose combination of Amlodipine and Atenolol. Amlodipine is a dihydropyridine calcium Fergrae TR e . B R e T wrEEETETEfafeR ST
antagonist that inhibits the transmembrane influx of calcium ions into vascular smooth muscle and cardiac a7fs « :% ¢« T ceter L4 @ AR Bol T
muscle; it has a greater effect on vascular smooth muscle than on cardiac muscle. Amlodipine is a ATBIATES | 2 TEA (P @ FACEA T G S AT T 07 | 3 ZATPA Qo TSIIATe ¢ il
peripheral vasodilator that acts directly on vascular smooth muscle to cause a reduction in peripheral S AACE | QST G (AfFareT CEeEEn a T FE I Al —Wﬁe @fEsB™ 8 qEHIA T |
vascular resistance and reduction in blood pressure. Amlodipine reduces tone, decreases coronary QIS WO (TS FACE MO (G, FEAE erifaenbiet g ftas fone w1 amsmee « 3
vasoreactivity and lowers cardiac demand by reducing after load. Atenolol is a cardio selective wGaSiatie (6 o/ | ag FOSTATERRD Tap ks, 37y ST WE5, 2irem @ @ framasr-ag Srremelbes sresu
beta-i_:)locker. _The cardio-selectiyity is dose-relatec_L Ate_nglol causes a red_uction in blood pressure by TN TG TGH T | GBI A SCAGIE aqR AGE (TG e ST ey 7 SifErewe sirzar
lowering cardiac output, decreasing the plasma renin activity and sympathetic outflow from CNS. Atenolol T |
also causes a reduction in myocardial oxygen demand by virtue of its negative inotropic and negative
chronotropic effects.
Indications gg%:ﬂmvﬁm:mwmﬁw
« Patients with essential hypertension 12 @ i N o
« Patients with angina pectoris & hypertension as co-existing diseases ° Rl P
. In post MI patients o TS A Rt O @ RS @ T e RS |
- In patients with refractory angina pectoris where nitrate therapy has failed. Rt e &R
Dosage and Administration frrfére st 2eeTt frrgere ® ¢o et Rreiare ® ¢ By e S | evarem 2o Wt qifera eafeie 2ff B 4l ve #iea
The recommended dosage is Fixocard® 50 or Fixocard® 25 one tablet daily. If necessary, the dosage may et fofeesTres st st frcifre | afe @i cwaag s star s 41 S |
be increased to two tablets daily or as advised by the physicians. The dosage however should be e
individualized. ST ¢ ST T2
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Use in pregnancy & lactation ) ) ) ) GIACE: G @2 ST G2 1 Tfo® 77 | Al G2 41 S T ST G (A0 s 1 Efow |
Pregnancy: The combination should be used during pregnancy only if the expected benefit outweighs the
potential fetal risk. b
Nursing Mother: The combination should not be used by nursing mothers. If its use is considered JuErAeT
necessary, breast-feeding should be stopped. PSLE T[4 CR a? R R oo MY < w4 8w |
Precautions BTeTEd
Bronchospasm: The combination should be used with caution in patients with airway obstruction. EbTLET W‘ﬂﬁ AT R 4% T TR I QU A | A R G oo B/, @F v o
Renal impairment: The combination can be used in patients with renal impairment. However, caution may cFa RO STeFel (T Bf6® R QIBTA «F e @F A FO A |
be necessary if the creatinine clearance is less than 30 ml/min because of possible reduction in the ST AT
excretion of unchanged Atenolol. THAGE TFCoT STTFO G2 FHCT ROeIT ToFora A I3 41 Bfb® TR QIRTATEHa «F S @0 I |
Hepatic impairment: Caution may be necessary in the use of the combination in patients with severe liver G B3R
damage because of prolongation of the elimination half-life of Amlodipine. ROZE @ T FTowiE TerE S 25 fefee ApTs A oAl 2R I GFH NG IF T4 T5T T | 64 AGA % TS
Drug withdrawal: Since coronary heart disease may exist without being recognized, patients should be PRGN %%W&Rﬁ - me T : ) : : ) :
warned against stopping the drug suddenly. Any discontinuation should be gradual and under observation. = A O : !
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Side-effects

The combination of Amlodipine and Atenolol is well tolerated. Overall side-effects include fatigue, QTSI @ QBT St spreary | i, Ardefefem sz zw Fife, Tt 3w, 2few, o oft o, fafq, Sfarrer o

headache, edema, nausea drowsiness, anxiety and depression. el |

Contraindications & . .
Hypersensitivity to either component, sinus bradycardia, second and higher degrees of heart block, BIRGes @7 (1 SeimieTa effo of '\\ e, ARAPT Jfewen, s ¢ Swuan zhEEd v, e @i =,
cardiogenic shock, hypotension, congestive heart failure, poor left ventricular function. RS, ST BT (@FRTEs, AN e SR e |

Drug Interactions gt TR

Disopyramide: Atenolol reduces the clearance of disopyramide by 20%. Additive negative inotropic effects ferranzs : IBTATETE TGP IEATIRTes e e Yo S SR (7 T4 T FHA ToF ASRE dra SEHAT 35
on the heart may be produced. Ampicillin: at doses of 1 gm and above may reduce Atenolol levels. Oral TS A | @I RS A GR OF @ V@ AR A QIGEE QF ARSI T AT | G7T WITCRALE 97
antidiabetics and insulin: Beta-blockers may decrease tissue sensitivity to insulin and inhibit insulin Fafer: o1 B afe T AcavaeTer S o @3 oA SIFBTRIEGE o3¢ AeqE o[ Ty FaEe
secretion e.g. in response to oral antidiabetics. Atenolol has less potential for these actions. T T, BT @8 TSI A |

Overdosage Treffeet

Though not documented, hypotension and less frequently congestive cardiac failure may occur in cases of .

overdosage. Unabsorbed drugs may be removed by gastric lavage or administration of activated charcoal. e ARG @ 995 (12 S e g ibe fCre @i 0o A | WAReEe ox¢ e wiee s
Symptomatic treatment is suggested. IRBTSBE BRI fta ga T @re 2 | rwefefes e mar @re A )

Storage FFF

Do not store above 30°C. Keep away from light and out of the reach of children. 00° T, & T AT I TS S A | ST (T 7T @ o IAicera 20 A0 |

Commercial pack iﬁﬁ?}?’/ﬂw

Fixocard? 50 tablet: Each box contains 5 blister strips of 10 tablets. RECHIS® o BirawEs: @ffe M a0 So B By’ ff o5 Gt |

Fixocard® 25 tablet: Each box contains 5 blister strips of 10 tablets. Rrrarers ® 3¢ Biawes: @ffs Ay e So B GawesT ¢ff f&e5m Giet |
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Existing

Fixocard"’

Amlodipine plus Atenolol tablet

Presentation

Fixocard tablet: Each tablet contains Amlodipine Besilate BP equivalent to Amlodipine 5
mg and Atenolol BP 50 mg.

Fixocard 25 tablet: Each tablet contains Amlodipine Besilate BP equivalent to Amlodipine
5 mg and Atenolol BP 25 mg.

Description

Fixocard is a fixed-dose combination of Amlodipine and Atenolol. Amlodipine is a
dihydropyridine calcium antagonist that inhibits the transmembrane influx of calcium ions
into vascular smooth muscle and cardiac muscle; it has a greater effect on vascular
smooth muscle than on cardiac muscle. Amlodipine is a peripheral vasodilator that acts
directly on vascular smooth muscle to cause a reduction in peripheral vascular resistance
and reduction in blood pressure. Amlodipine reduces tone, decreases coronary
vasoreactivity and lowers cardiac demand by reducing after load. Atenolol is a cardio
selective beta-blocker. The cardio-selectivity is dose-related. Atenolol causes a reduction
in blood pressure by lowering cardiac output, decreasing the plasma renin activity and
sympathetic outflow from CNS. Atenolol also causes a reduction in myocardial oxygen
demand by virtue of its negative inotropic and negative chronotropic effects.

Indications

® Patients with essential hypertension ® Patients with angina pectoris & hypertension as
co-existing diseases ®In post Ml patients ®In patients with refractory angina pectoris
where nitrate therapy has failed.

Dosage and Administration

The recommended dosage is Fixocard or Fixocard 25 one tablet daily. If necessary, the
dosage may be increased to two tablets daily or as advised by the physicians. The
dosage however should be individualized.

Side-effects
The combination of Amlodipine and Atenolol is well tolerated. Overall side-effects include
fatigue, headache, edema, nausea, drowsiness, anxiety and depression.

Contraindications

Hypersensitivity to either component, sinus bradycardia, second and higher degrees of
heart block, cardiogenic shock, hypotension, congestive heart failure, poor left ventricular
function.

Use in pregnancy & lactation

Pregnancy: The combination should be used during pregnancy only if the expected
benefit outweighs the potential fetal risk.

Nursing Mother: The combination should not be used by nursing mothers. If its use is
considered necessary, breast-feeding should be stopped.

Precaution

Bronchospasm: The combination should be used with caution in patients with airway
obstruction.

Renal impairment: The combination can be used in patients with renal impairment.
However, caution may be necessary if the creatinine clearance is less than 30 ml/min
because of possible reduction in the excretion of unchanged Atenolol.

Hepatic impairment: Caution may be necessary in the use of the combination in patients
with severe liver damage because of prolongation of the elimination half-life of
Amlodipine.

Drug withdrawal: Since coronary heart disease may exist without being recognized,
patients should be warned against stopping the drug suddenly. Any discontinuation should
be gradual and under observation.

Drug Interactions

Disopyramide: Atenolol reduces the clearance of disopyramide by 20%. Additive negative
inotropic effects on the heart may be produced. Ampicillin: at doses of 1 gm and above
may reduce Atenolol levels. Oral antidiabetics and insulin: Beta-blockers may decrease
tissue sensitivity to insulin and inhibit insulin secretion e.g. in response to oral
antidiabetics. Atenolol has less potential for these actions.

Overdosage

Though not documented, hypotension and less frequently congestive cardiac failure may
occur in cases of overdosage. Unabsorbed drugs may be removed by gastric lavage or
administration of activated charcoal. Symptomatic treatment is suggested.

Commergial pack

Fixocard, 50 tablet: Each box contains 5 blister strips of 10 tablets.

Fixocard 25 tablet: Each box contains 5 blister strips of 10 tablets.
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