:m wmodnpme Besylate and Alorvamlm Calcium) is_a combmation
Calciut (Calcmm ion antagonist slow-

( ¥ i agent) and a HMG-
inhibitor lowering agent). The Amiedipine
ent of IDNTEER’J§ inhibits the transmeémbrane influx of Calcium ions
cular smooth muscle and cardiac muscle. The i

als or patients with hepatic insufficiency may be started on | 2.5 mg once day and
this dose may be used when adding to other therapy.
Dosage should be adjusted according to each patient's need. In general, titration
ghould proceed over 7 to 14 days so that the physician can fully assess the pa-
glent’s_ response o each dose level. Titration may proceed more rapidly. however,
if clinically warranted, provided the patient is assessed frequently

The recommended dose of Amiodipine for chronic stable or vasospastic angina is
5-10 mg, with the lower dose suggested in the elderly and in patients with hepatic
msufﬁaency Most patients will require 10 mg for adequate effect.

ing enzyme that converis 3-hyd Y At

of TNT!!IQ is a selective, competitive inhibitor of HMG-CoA reducnase, the
e
ate a precursor of sterols including cholﬁeml

mn

Fi ving oral administration of MONTEER®, peak plasma concent

Al & 8 Atarvasiatin are seen at 810 12 fiours and 110 2 ho'ure

ctively. The rale and extent of

dose range of for patients with coronary artery
(:gease is 5-10 mg once daily. In clinical studies the majority of patients required
- Children: The effeclive ive oral dose of lipine in pediatric pa-
tients ages 8-17 years is 2.5 mg to 5 mg once daily. Doses in excess of 5 mg daily
have not been studied in pediatric patients.
Atorvastatin (Hyperlipidemnia)”
The patient should be placed on a standard cholesteral-lowering diet before re-
ceiving Atorvastatin and should continue on this diet during treatment with Ator-

and Atorvastatin from MONTEER® are not significantly different hom the bio- vastatin
avi of Amiodipine and Atorvastatin admi separately. (+ g Familial and Nonfamilial) and Mixed Dyslip-
Th vailability of Amiodipine from MO was not affected by food, ideﬂia (Fredrickson Types lia and Iib): g
atti food decreases the rate and extent of absorption of Alorvastatin from The st dose of in 1s 10 or 20mg once daily. Patients
L ER® by 32% and 11%, , as it does with Atorv=  who require a large reduction in LDL-C (more than 45%) may be started at 40 mg
a when given “alone. LDL-C reduction is simiar whether Atorvastatin is given once daily. The dosage range of Atorvastatin is 10 to 80 mg once daily. Atorvastatin
it m_moul food. can be administered as a single dose at any time of the day. with or \vnhoul food
Di ion: The starting dose and main of in should be i
drug is bound to plasma proteins in hyperiensive patients. Steady- according to patient eharacteristics su::h as goal of therapy and response. Afier
sma levels of Amlodipine are reached after 7 to 8 days of consecutive  initiation and/or upon fitration of Alorvastatin, lipid levels should be analyzed within
dat 2 to 4 weeks and dosage adjusted accordingly.
Atofva is 98% bound to plasma proteins. hblooulplasma ratio of approxi- Since the goal of treatments is to lower LDL-C, the NCEP recommends that LDL-C
0.25 indicates poor drug penetration into red biood cel levels be used to initiate and assess treatment response. Only if LDL-C levels are
M not available, should total-C be used to monitor mamp
ine is extensively (about 90%) :!o inactive via he- Familial + Pediatric Patients (10-17 years
pi lism. of nge)
Al is extensively metabolized lo ortho- &nd pa: dose of is the rec-
and | s beta oxidation products in vitro mm of HMG-COA reductase by ommenﬂed dose is 20 mgiday (doses greater than 20mg have not been studied
of ,md para-hydroxylated metabolites are emtem 1o that of Atorvastatin. in this patient population). Doses should be individualized according to the recom-
mended goal of therapy. Adjustments should be made at intervals of 4 weeks or
Eli jon of Amiodipine from the plasma is w with a terminal elimination ~more.
of about 30 - 50 hours. 10% of the parent A and 60 Familial
of metabolites of Amlodipine are excreted in the urin: The dosage of Atorvastatin in patients with familial
Al in and its metabolites are eliminated m:iy in bile foliowing hepatic olemia is 10 to 80mg daily. Atorvastatin should be used as an adjunct 1o other
andjor extra-hepatic metabolites. Less than 2% of a dose of Atorvastatin is recow- lipid-fowering treatments (e.g. LDL apheresis) in these patients or if such treat-
el unne following oral administration ments are unavailable.
] Concomitant Lipid Lmnnnq Therapy.
ERG' is indicated in patients for whom treatment with Amlodipine and Atorvastatin may be used in combmanon with a bile acid binding resin for addi-
Al in is appropriate. tive effecl. The of HMG-CoA inhibitors and fibrates should
Al ine generally be avoided.
I i is indi for the of it may Dosage in Patients with Renal msuﬁleaem;y‘ Renal disease does not affect the
be alone or with with other agents plasma i nor LDL-C ; thus, dosage adjust-
2. nary Antery Disease (CAD) ment in patients with renal dysfunction is rmt neoessary
- nic Stable Angina: of chronic staﬂe Dosage in Patients Taking C oraC of Rito-
al . Amiodipine may be used alone of in with other navir plus i or Lipinavir plus Rlonavvr
al rtensive agents. in patients taking cyclosporine, therapy should be irm\ed to Atorvastatin 10mg
g ic Angina 's or Variant A!bi,na): Amiedipine is indicated for _ once daily. In patients taking Clarithromycin or h nts with HIV taki com-
th of or pastic angina. ipine may be  bination of ritonavir plus saquinavir or lopinavir piu mvu for dOSEs 5-
used as py Of in ion with other inal drugs. tatin 20 mg clinical 10 ensure
- D CAD: In patients with recently documented CAD  that the lowest dose necessary ofAtowastahn is employed
and without heart failure or an ejection fraction <40%, Amlodipine M R may be atients
is 1o reduce he risk of hospitalization due to angina and to reduce the may be given the equivalent dose of IONTEEm or s aoss of noun!mwnn
risk of a comnary revascularization procedure. amounts of or both for
effects, biood pressure lowering, or lipid lowering effect.
1. of Cardi Disease: MONTEER® may be used to provide additional therapy for patients already on
In adult patients without clinically evident of comary heart disease. but with mul- one of its components. As initial therapy for one indication and continuation of
tiple risk factors such as age, smoking, hypertension, low HDL-C level or a family treatment of the other, the recommended starting dose of MONTEER® shouid be
history of early coronary heart disease. Atorvastatin is indicated to: selected based on the continuation of the component being used and the recom-

leduce the risk of myocardial infarction.
leduce the risk of stroke.
- Reduce the risk for revascularization procedures and angina.
patients with type 2 diabetes, and without clinically evident of coronary heart
ease. but with multiple risk factors such as retinopathy, albuminuria, smoking or
Alorvastatin is indicated to.
leduce the risk of myocardial infarction.
Reduce the risk of stroke.

mended starting dose for the added monotherapy.

MONTEER® may be used to initiate treatment in patients with hyperlipidemia

and either hypertension or angina. The recommended s\nnmo dose of -ON-

TEER® should be based on the

for the monotherapies.

Pediatric Use: There have been no studies conducted to determine the safety or

effectiveness of MONTEER® in pediatric populations.

Genatrb Use: There have been no studies conducted to determine the safety or
of

is indi-

with clinically evident of coronary heart disease, Al

MONTEER® in geriatric populations.

3.Elevated Serum TG Levels: Atorvastatin is indicated as an adjunct {o diet for the
tréatment of patients with elevated serum TG levels (Fredrickson type V).
4, Primary Dysbetaﬁpopm(emema Alorvsstsﬂl is mdxcated for the treatment of
nts with primary (F Type lif) who do not
nd adequately to diet.
itial t ia; A in is
tatal C and LDL-C in_patients with
ljunct to other lipid-iowering treatments (Q.g LD apfmesls) or if such mal
lents are unavailable
Pediatric patients: Atorvastatin is indicated a s an adjunct to diet to reduce total
LDL C and apo B levels in boys and rachal girls, 10 to 17 years of
e, with familial ia if after in rial of
the following findings are present.
LDL- C remains 2180 mg/dL or LDL-C remains 2160 mg/dL.
There is a positive family history of prematuse cardiovascular disease or two of
e other CVD risk factors are present in the pediatric patients.
erapy wnh ||pud altering agems should be a component of mumple -risk- factor
risk fof vascular disease
e to hypercholeslemlemla Llpnd—anemo W should be used in addition to
‘only when the response to diet and

has been in

1o loduue
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ge and administratio:
age of MONTEER® musl be md«vk!ualmon lhe basis of bo(h eﬂewveness
for each i
ina and hyperiipidemia
dipine (Hypertension or angina):
< Adult: The usual initial oral dose of is 5 mg once
with a maximum dose of 10 mg once dally. Small, fragile, or elderly individu-

cated to: Use in Patients with Recent Stroke or TIA: The studies show a higher incidence of
- Reduce the risk of non-fatal myocardial infarction. hemorrhagic stroke while taking Alorvastatin.
- Reduce the risk of fatal and non-fatal stroke. Contraindications:
- Reduce the risk for revascularization procedures. - MONTEER® contains in and is in patients
- Réduce the risk of hospitalization for CHF. with active liver disease or i i of serum |

- Reduce the risk of angina. nases.

2 Familial and - MONTEER® is conlraindicaled in patients with known hypersensitivity to any
[ as an adjunct to diet to reduce elevlhd total-C, LDL-C, apo B and TG component of this medication.

levels and to increase HDL-C in patients with primary (het-

familial and ilial) and mixed i ia (] Types General
118 and Iib). - Since the vasodilation induced by the Amiodipine component of MONTEER® is

gradual in onset, acute hypotension has rarely been reported after oral administra-
tion of Amlodipine. Nonetheless, caution should be exercised when administering
MONTEER? as with any other peripheral vasodilator particularly in patients with
severe aortic stenosis.

- Before instituting tnerapy wnh HONTEERG‘ an attempt should be made to con-
trol diet, exercise, and weight reduction in
obese to treat nﬂ\er underlying medical problems

Use in Patients with Connestwe Heart Failure: in general, Calcium channel biock- .

ers should be used with caution in peﬂenls with heart failure.

Beta-Blocker The of MONTEER® is not a
beta-blocker and therefore gives no protection against the dangers of abrupt beta-
blocker withdrawal; any such withdrawal should be by gradual reduction of the
dose of beta-blocker.

Endocrine Function: HMG-CoA i such as the

component of MONTEER® interfere with cholesterol synthesis and theoreti-
cally might blunt adrenal and/or gonadal steroid production. Clinical studies have
shown that Atorvastatin does not reduce basal plasma cortisol concentration or
impair adrenal reserve. The effects of HMG-CoA reductase inhibitors on male fer-
tility have not been studied in adequate numbers of patients. The effects, ifany, on
the pituitary-gonadal axis in 'women are Caution should
be exercised if an HMG-CoA inhibitor is

with drugs that may decrense the levels or awvﬂy or em!ogenous steroid hor-
mones, such as
CNS Toxicity: No CNS lesions have been obsevved in mice afier chronic treatment
for up to 2 years at doses of Atorvastatin Calcium equivalent to up to 400 mg
Alorvastatin/kg/day or in rats at doses equivalent to up to 100 mg Atorvastatin/
kg/day. These doses were 6 to 11 times (mouse) and 8 to 16 times (rat) the hu-
man AUG (D-24) based on the maximum recommended human dose of 80mg
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Atorvastatin/day.

Patients Notes.

Patients shoukd be aware of the following information:

« Patients should notify their doctor if they have the following symptoms: unusual
fatigue or weakness: loss of appetite; upper beliy pain. dark-colored uring; or yel-
lowing of the skin or the whites of the eyes.

+ Memiory loss and confusion have been reported with statin use. These events
were generally not serious and went away once the drug was no longer being
taken.

« Increases in blood sugar levels with statin use.

Due to the risk of myopathy with drugs of ihe HMG-CoA reductase class, to which
Ihe Atorvastatin component of MONTEER® belongs, palients should be advised
to report promptly i muscie pan, ,or

ome P450 344 can lead to i

mmmm——

chi in plasma
The exient of interaction and polenlnahon of effgcts aepends on me variability ol
;; on cylcchroms P450

- ion of Atorvastatin 80mg with Clarithro-
cin (500mg tw:ae ﬂaiy) resulted in a 4.4-fold increase i in Atorvastatin AUC.

routine y tests. No cim:cany reievant changes were noted in serum potas-
sium, serum glucose, totai total HDL , uric
acid, blood urea nitrogen, or creatinine.

The following post marketing event has been reported infrequently wvm Am|o-
dipine treatment where a causal is

. jaundice and hepatic enzyme elevations (mostly consrsterl

fthy plasma m. of in-
crg lsed i 40% with of Alorvastatin and ery! - with
cifl, & known inhibitor of cytochrome P450 3A4.
- Gombination of Protease Inhibitors: Conco

in some cases severe enough to require hospitaliza-
tion have been reporled in association with use of Amiodipine.

i ion of
daily) resuiled in a 3-fold in-
of Atorvastatin 20mg with
resulted in a 5.9-fold increase

g with ritonavir plus saquinavir (400 mg
Se in Atorvastatin AUC. Concomitant admi
vir plus ritonavir (400 ma+100 mg twice

if accompanied by malaise or fever.
Increased Angina and/or Myocardial Infarction: Rarely, patients, particularly those
with severe obstructive coronary artery disease, have developed documented in-
creased frequency, duration and/or severity of angina or acute myocardial infarc-
tion on starting Calcium channel blocker therapy or at the time of dosage increase.
The mechanism of this effect has not beep elucidated
Liver Dysfunmon HMG-CoA reduclase mnlblors like some other lipid-lowering
have been ies of liver function.
Persistent e!evlﬁons (>3 limes me upper lirnit of normai (ULN) occurring on 2
of more in serum occurred in 0.7% at patients who
received Atorvastatin in clinical trials.
Monitoring Liver Enzymes: Liver enzyme tests should be performed before start-
ing statin therapy and as clinically indicated thereafter.
Liver enzyme changes generally occur in the first 3 months of treatment with Ator-
vastatin. Patients who develop increased lransaminase levels should be moni-
tored until the abnormalities resolve.
Should an increase in ALT or AST of >3 times ULN persist, reduction of dose or
withdrawal of MONTEER® is recommended
MONTEER?® should be used with caution in patients who

AUC

g ion of Algivastatin (20 to 40 mg) and fira-
@zole (200 mg) was associated with a 2.5-3.3-fold increase in Atorvastatin

em in (40 mg) with Diltiazem

g) was asscciated wﬂbmgha plasma mnumrallons of Atorvastatin.
Cimetidine plasma and LDL-C

altered by co-administration of Cimetidine, i

- Juice: Contains. one of more compol‘ms that mhm CYP 3A4 and can

i of

ingrease plasma grape-

frust juice > 1.2 liters per day)

- i in and i of the
P1B1 of the OATP1B1 (e g cyciosporhe) can increase

the ility of Atorvastatin. Ci of Atorvastatin 10mg

and| cyclosporine 5.2 mgrkg/day resulted in an 8.7-fold increase in Atorvastatin
; In cases where co-administration of Atorvastatin with is neces-

has been used safely i in patients with chronic obstructive pulmonary
disease, weli- heart failure, vascular disease.
dlabelas meliitus and abnormal lipid profiles.
The Atorvastatin Component of MONTEER®:
Atorvastatin is well-tol d. Adverse i have usually been mild
and transient. The most frequent ldvavse events thmqht to be reiated to Ator-
vastatin Calcium were and pain.
Ciinical Adverse Experiences:
Adverse experiences reporied in 22% of patients in placebo-controfled clinical
studies of Atorvastatin.
The following adverse events were reported regardiess of causality assessment.
in patients treated with Alorvastatin in clinical trials. The events in italics occurred
in 22% of patients and the events in plain type occurred in <2% of patients.
Body as a Whole: Chest pain, face edema, fever, neck rigidity. malaise. photosen-
sitivity reaction, generalized edema
Digestive System: Nausea, gastmenterms liver function tests abnormal, colitis,
vomiting, gastritis, dry mouth, rect glossitis.
mouth anorexia, i appeme , biliary pain, cheilitis,
duodenal ulcer, ﬂysphagla enterilis, melena, gum hemorrmge stomach ulcer,

safy. the dose at Atorvastatin should not exceed 10 mg
L s of P450 3A4: Ci of Atorvastatin
| inducers of cytochrome P450 3A4 (. g efavirenz, ninmpl\) can lead to vari-

quantities of alcohol and/or have a history of liver disease. Active liver disease or

are to the use
of MONTEER®.
Skeletal Muscie: Rare cases of thabdomyolysis with acute renal failure

hepalms. jaundice.
. rhinitis, a. dyspnea, asthma, epistaxis
i , amnesia, ab-

y System:
Nervous System:
normal dreams, libido
neuropathy. torticollis, facial pamtys's

labiiity,

al in plasma Dus to the dual interac-
i ism of rifampin, atin with
in is . as delayed of in after adminis-

n of rifampin has been i with a sigi in Atorvastatin

to myoglobinuria have been reported with the Atorvastatin component of HON-
TEERS and with other drugs in the HMG-CoA reductase inhibitor class.
Uncomplicated myaigia has been reporied in Atorvastatin-treated patients.
Myopmhy defined as muscle aches or muscle weakness in conjunction with
in creatine (CPK) values >10 times ULN should be
considered in any patient with diffuse myaigias. muscle

acid: When Atorvastatin and Antacid suspension were co-administered,
sma concentrations of Atorvastatin decreased approximately 35%. However,
reduction was not altered.
ipyrine: Because Alorvastatin does not affect the pharmacokinetics of antipy-

Musculoskeletal System: Arthritis, leg cramps, bursitis. tenosynovitis, myasthenia.
tendinous contracture, myositis.

Skin and Appendages: Pruritus, contact dermatitis, alopecia, dry skin, sweating,
acne. urlicaria, eczema, seborrhea, skin ulcer.

Urogenital System: Urinary tract infection, hematuria, albuminuria, urinary fre-
quency, cystitis, impotence, dysuria, kidney calculus, nocturia. epididymitis. fi-

with other drugs via the same
not €

and/or marked elevation of CPK. Pmems should be advised to report pmmpﬂy
unexplained muscle pain, it

of y 25%
and Atorvastatin were co-administered. However, LDL-C reduc-

by malaise or fever MONTEER® lherapy should be discontinued if markedly
elevated CPK levels occur or myopathy is diagnosed suspected

The risk of myopathy dumg treatment with drugs in the HMG-CoA reductase in-
hlbnor class is , fibric acid

of llonavu plus saguma—

r « B
vir ot lopinavir plus rilonavir, niacin or szo!

hmcyshc breast, vaginal east nephritis,
urinary urinary retention, urinary urgency, abnormal ejaculation,
uterine hemornage.

Special Senses: Amblyopia, tinnitus, dry eyes, refraction disorder, eye hemor-
mage deafness, glaucama parosmla tas\e loss, taste perversion.

combined therapy with MONTEER® and fibric acid llenvmves erythromycin,
clarithromycin, combination of ritonavir pius saguinavir or lopinavir plus ritona-
vir, immunosupportive drugs, azol antifungals or lipid-modifying doses of niacin
should carefully weigh the potential benefits and risks and should uremly moni

e
tia gns greater when Atorvastatin and than when tem: syncope, migraine, postural
el Rw drug was given alone hypo\ens-on phlebms armythmla angma peclcns hypertension
- 'boxm When muttiple doses of Atorvastatin and d|gmdn were itis | edema, ia, creatine
te plasma digoxin by 20%. Pa- , gout wexght gam nnd nypoglycerma
1 takmg digoxin shoukl be monitored appromnately, Hemic and L ic System: thromb:

- 1 and an oral ia, petechia

ised AUC v‘ws for norethmdmne and ethinyl estradiol Post-i Reports with in: Adverse events associated with Ator-

h by

 and 20%. These increases should be considered when sﬂeung an oral
iraceptive for a woman faking MONTEER®,
arin: Amnnslln had no chmcaly slgnlcam effect on prothrombin time

tor patients for any signs or symptoms of muscle pain,
particutarly during the initial months and during any periods ofuj
dosage titration of enher drug. Lower starting and mainienance doses of Atcwv-

astatin should be when taken with the

drugs.
Periodic creatine (CPK). i be i in
such i but there is no that such will prevent the

occurrence of severe myopathy.

in patients taking IONTEER@ therapy should be temporarily withheld or dis-

continued in any patient with an acute, serious condition suggestive of a myopathy

or having a risk factor predisposing to the development of renal failure second-

ary to rhabdomyolysis (e.g. severe acute infection, nypolenslon major surgery,

trauma, severe and and

seizures).

Use during pregnancy md lactuuon

Preqntmcy HMG-CoA during

and in nursing mothers. MONTEER®S chh includes Atorvastatin should be ad-

ministrated to women of childbearing age only when such patients are highly un-

t:rg r:; sc«;ncewe n?“dh hl::ek:::n informed of the potential hazards. If the patient

regnant while tal this drug, therapy should be di il

Eagz;\ts Zpgn?ed of the potential hazard to the fet: gl edps
abor and Delivery: No studies have been eonduued in na

efiect of MONTEER® Amiodipine or Atorvastatin on the mernémmuosnuﬂﬁ

ing labor ar delivery, or on the duration of labor or delivery. Amlodipine has been

shown to prolong the duration of labor in rats.

léaclemn }";'s not known whether the anodipne is excreted in human mitk.
ecause of the potential for adverse reactions in nursi women

MONTEER? should not breast-feed s g

Drug Interactions:

No drug interaction studies have been

drugs, although studies have been

anouueu wﬂh MONTEER® and other
and

nis chroni¢ warfarin

odipine: In 8 drg-drug interaction Study in healthy Subjects, co-administra-
0 Alorvas1alln 80 mg and Amlodipine 10 mg resulted in an 18% increase in
sure to Atorvastatin which was not dnuq ‘meaningful

g ’Laboratory Test Infractions: Not

e Effects.

vastatin therapy reported since market introduction, that are not listed above,
of causality include the lullowmg anaphylaxis, angioneu-

rotic edema. bullous rashes (inciuding erythema multiforme, Stevens-Johnson
and toxic ), olysis, fatigue and tendon

n

Pedmvk: Patients (ages 10-17 years): The safety and tolerability profile of Alorvas-

tatin 10 to 20mg daily was generally similar to that of placebo.

Information about the potential for generally non serious and reversible cognitive

side effects (memory loss, confusion. etc.).

Increased blood sugar and glycosylated hemoglobin (HbAlc) levels has been have

been reporied with statin use.

with

There is no information on overdosage with MONTEER® in humans.
Information on Amiodipine:

ipine Component of MONTEER®:
al, treatment with Amlodipine was well tolerated at doses up to 10mg daily.
adverse reactions reporied during therapy with Amlodipine were of mild or
0 v:m; The rr;\::t mﬂo n sn:‘:z:i ednmm headache and edema. The
) which occurred in a dose relate o e
B ner are as follows: edema, diz-
xNerse experiences vmuch were not auny dose related but which were
g 0% in Mcanlvolled clinical trials in-

pain and
adverse emmenees that appear be di and d elated
35 a greater incidence in women than men rug odi i)

might be cause p with
marked hypotension posslbly a reﬂex In humans, with
is limited.

|fmassive overdose should occur. active cardiac and respiratory monitoring should
be instituted. Frequent blood pressure measurements are essential. Should hypo-
tension occur, cardiovascular support including elevation of the extremities and

i
the judicio us administration of flui ds should be nmaled It hypolensson remains

(such as shouid be

with attention to crrculatm volum
and urine output. Intravenous Caicium uc . o
of Caloimatie iy Gluconate may help to reverse the effects

As Amladif
not Ilkeiy 1o be of benefit. pine Is highly protein bound, hemodialysis is

de the following: edema. fiushing,
Effects:

following events occurred in 1% but >0.1% of patients treat Al
dine n controlied clinical trials or under ':ﬂmopen tmhogrvrﬁm

ence where a ccusainlltmsmp is um they are list
ar toapossmlemlaﬁomd\ 7 815 SloCRE e

.as
Studies with Amlod(pme

In vitro data in human plasma indicate thatAmiodipine has no effect on the protein
bmding of drugs tested (dlgoxm hy i rfarin and i
with Ci

of

elidine did not alter the phar-
macokmenm of Amiodipine i

Antacid: Co-administration of the antacic with a single dose of Amiodipine had no
on the pharmacokinetics of Amlodipine.

3 tach and atrial fibrilla-
ia, chest pain, %I ischemia, syncope. tachy-
a, postural dizziness, postural hypotens litis % 1
and Peripheral Nervous System: H iesia. neuropathy periph
hesia, lremor, vertigo. N e i
Anorexia, i

=nee, pancreatms vomiting. gingival hyperplasia.
e uerunc reaction, asthenia, back pain, hot flushes, malalse pain, figors,

. diarthea, flatu-

significant effect weight decrease

Sildenafil: A single 100 mg dose of Sildenafil in subjeus with ess hypert System: . arthrosis, muscle cramps, myalgna

Zl‘:?“:a:nzose“z:.‘la%? \:':;}e el agenl l\dependemly xo—d iatric. sexual dysfunction (male and female), insomnia, nervousness, de-
exertet ion, d

b b reams. anxiety. depersonalization.

Digoxin: Co-administration ofAmiod&pme with digoxin did not change serum di-
goxin levels or digoxin renal clearance in normal volunteers.

Ethanol (alcohol): Single and muttiple 10 mg doses of Amlodipine had no signifi-
cant effect on the pharmacokinetics of ethanol

Warfarin: Co-administration of Amlodipine with warfarin did not change the warfa-
fin prothrombin response time

In clinical tnals, Amlod;pme has been salﬂj adnmstered with thiazide diuretics,
beta-biockers. long-acting nitrates,
sublingual nitroglycerin, digoxin, waffann y drugs,

y System. Dyspnea epistaxis.
erythema
rash
Jecial Senses: Abnormal vision, conjunctivitis, diplopia, eye pain, tinnitus,

inary System: Micturition frequency, micturition disorder, nocturia.
Nervous Syslem Dry mouth, sweanq; increased.
thirsf

(in and

. pruritus, rash, rash

ic and
b L

purpura
following events occurred in < 0.1 % of pﬂnems treated with Amiodipine in

antibiolics and oral hypoglycemic drugs

Studies with Atorvastatin:

The nsk of myopathy during treatment with HMG-CoA reductase nmbnms is m—
creased with of fibric acid

doses of niacin or cytochrome P450 3A4 inhibitors (e.g cyclospome erythromy-
cin, Clar# ycin and azole
Inhibitors of C: P450 3A4:

clinical trials or under conditions of open trials or marketing experience

failure, puise i skin lior, urticana, skin

. alopecia, dermatitis, muscle weakness, twitching, ataxia, hypertonia,

, cold and clammy skin, apathy. agitation, amnesia, gastritis, increased

loose stools, coughing, mlmhs dysunl potyuna parosmia, tasie perver-
visual

:ll’ reactions occurred sporadically am! cannot be dlsimgulsned from medica-

i ired by
P450 3A4. Concomitant adminisiration of Atorvastatin with inhibitors of cylo-

Ins or disease states such as myogardial infarction and angina
therapy has not been associated with clinically significant changes in

There is no spedﬁc trea!ment for Atorvasf
dose, tER R e tatin cverdosage Inthe event of an over-
instituted as required. Due to extensive d
alysls is not expected to
Storage Conditions:
Srore up to 30°C
resentation:

rug bmdmg to phsma proteins, hemodi-
significantly enhance Atorvastatin clearance.

IONT!IRG MOmg Each ﬁlm coated tablet contains Amlodlpme Besylate
Calcium

10 mg in packs of 30 blets
MONTEER® 10110mg: Each film coated
equivalent to Amiodipine 10 mg and Atorva
tatin 10 mg in packs of 30 tablets.
Hospital packs are also available.
Ex:gz;ms ‘R@
- MONTEER® 6/10mg: Calcium Carbonate croscsm\euose sodmm H -
propyl Cellulose, Microcrystaliine Celiulos starch 5 g
Colloidal silicon dioxide. Magnesium Slearaie & Opadry white

- MONTEER® 10/10mg: Caicium Cnrbonate Cmscarmellose sodnum Hydroxy-
propyl Cellulose, Mi ellulose, Py

Cel
Colloidal silicon dioxide, Magnesmm Stearate, Opadry white & Blue 2 Indi -
mine lake biue. i 2 e

tablel contains Amlodipine Besylate
statin Calcium equivaient to Atorvas-

Tiis is & medicament

* Medicamant i 3 product which affects your healin, and s ConsuMPHon Corrary 1o INERIETCNS is dangerous
foryou

* Fokow strictiy the doctor's prescrigtion, the metnod of use and the instrustions of the Fnarmacist who salc the
medicamen:

* The ooctor and the sharmacsst are experts in mesbcine, s banefits and frsks

= D0 1k by yoursell infernip! the perod of Fealment presonbe 5 yer

* 06 ot repeat the same prescription wi eiSng your doctor

* Keap meacament out of the reach of o
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