Aceclofar

Anti-inflammatory, Analgesic
Tablets

Composilion
Each tablet contains

Active ingredient: Aceclofenac 100mg

Excipients; Lactose, starch, povidone, croscarmeliose,
magnasium slearate, hypromellosa, titanium
divxide, tale, and polyathylene glycal,

Properties

Aceclofar is a non-steroidal anti-inflammatory drug (NSAID) of
phenylacetic acid lype that iz structurally related to diclolenac,
Aceclolenac has potent analgesic, anti-inflammatary, and
antipyretic effects. Its mechanism of action 15 based largety
on the inhibition of the enzyme cyclo-oxygenase, which 1s
invalved in the production of prostaglandins processes
Aceclofenac is absorbed rapidly as unchanged drug when laken
arally, and ils analgesic effect can begin within 30 minutes
of ingestion, It reaches peak plasma concentration 1 1o 3 hours
alter ingestion. A dose of 100mg is 100% bioavailable, Cea, T
and AUC increase in a daose-proportional {50-150mg) mannar.
The mean plasma elimination half-life is approximataly 4 haurs.
and the pareni compound and its metabaltes are sliminated
primarily in the urine and, to a lesser extent, in the faces.
Aceclofenac 1s metabolized into a large number of compounds.
The mast important metabolite 1s H-aceclofenac
(4-hydroxyaceclofenac), diclofenac accounts for <1% of Ihe
activity and for 4-7% of drug recovered from the urine. These
metabolites are excreted by the kidneys in their conjugated
forms.

Aceclotenac has been detected in synovial fiuid within 1 hour after
dosage. at levels corresponding ta 57% of the lavels detected in
plasma.

When aceclotenac was given in repeated doses, no accumulation
was abserved in humans. Plasma pratain binding of aceclofenac
is approximately 99%.

When aceclolenac was admimstered 1o lasting and fed haaltrny
volunteers, anly the rate and not the extent of aceclolenac
absorption was affeclted by the presence ot food in the
gastromiestinal tracl.

Indications

Aceclotar is indicated tor the acute and chronic treatment of 1he
signs and symptom of rheumatoid arthntis, osteoarthritis.
ankylosing spondylitis and scapulchumeral penarthntis. It is also
indicated far pain of vanous etologies such as musculoskeletal
pain {a.g. low back pain), demal pain. ar postsurgical pain

(e.g., pest-apisiotemy, post-tooth extraction).

Dosage

The usual dase is 100mg avery 12 hours. The dosage regimen

should be individualized according to the indication and other

clinical variables,

Elderly Patients: Limited pharmacokinetc data, as well as

clinical experience, suggest that the dose far the aldarly should

be the same as thal in younger patients, '

Hepatic Insufficlency: Patients with mild hepatic impairment

should receive an initial daily dose of 50mg every 12 haurs.

If you miss a dose

- Take the missed dose as soon as possible.

- It itis almost time for your naxt dose, wait untl then to take
the medicing and skip the missed dose,

- Do nct take two doses at one time.

Contraindications

It 15 contraindicated in patients with known hypersensitivily 1o

aceclafenac or to any of the inactive ingredients, Aceclofenas

should not be administered to patients wha are hypersansitive (o

diclofenac,

Severe and sometimas fatal anaphylachc-like reactions have

been reported in patients on NSAIDs.

As with other NSAIDs, aceclofenac is contraindicated in patients

who have experienced bronchospasm, urticaria or acute rinitis

while taking acetylsalicylic acid ar ather NASAIDs, because of

the nsk of severe allergic-ype reactions.

Aceclolenac should not be used in patients with porphyria or

active peptic ulcar, ;

This product is contraindicated during pregnancy and lactation, f

Frecautions

Gastrofntestinal Effects: As with other NSAIDs, aceclofenac

can produce gastroiniestinal irritation, i.e., gastritis, duodemis, |

or peptic ulcer. Theretore, i is recommended that aceclnienac

should not be given to patients who aclively demonstrata_{

gastrointeslinal pathology of an irritative nature, NSAIDs

have caused gastrointastinal blgeding that has resulted in |

hospitalization or even death, sometimes without previous

warning symptoms. Therefore, patiants should be malntained’

on the lowest dose of aceclofenac consistent with achlswng

a satisfactary therapeutic response,

Fluid Retention and Edema: Fluid retentian and edema have.

bean reported in some patients taking aceclolenac and othar.

WSAIDs. Therefore, o should be used with caution in patiants

with a history of cardiac decompensation, severe hyperension,

or othet conditions  predisposing to fluid retention

Rendt impairment: As with other NSAIDs. 1t is advised to

use the lowest effective dose for patients suffering fram mild

renal impairment and renal function shauld be monitared. In

case of maderate to sevaere impairment, it is batter to avoid

the use of NSAIDs unlass the benetits outweight the possible

risks.

Hepatic Insufficlency: Caution is advised for patients with
hepatic insufliciency as NSAIDs may increase the risk of
gastrointestinal bleeding and may cause fluid rentention. It is
better lo avoid the use of NSAIDs in patients suffering from
savara hepatic impairmant.

Children: Safety and effectiveness in children under 12 years
old have not be established,

Efderly: As with other NSAIDs, caution shauld be exercised in
the trearmeant of elderdy patients.

Patients suffenng from dizziness, vertign or athar CNS disordars
should refrain from taking NSAIDs while driving or operaling
dangercus equipment untit it is known how a particular drug
afiects tham,

This madication should be taken only as directed by a physician.
Side Effects

The majority of adverse ebects observed in patients taking
acaclotenac have been raversible and of a mild nature
Tha following adverse events were reported frequently in some
palients: dyspepsia, abdominal pain, nausea and diarthea,
flatulence, dizziness, headache, pruritus, rash, anemia.
thrambocytopenia, and increased BUN and hepatic enzymes.
Overdosage

Since there is no specific antidote, treatmen! of aceclotenac
overdose should be symptomatic.

Absorption should be minimized by gastric lavage and
treatmant with activated charcoal. Forced diuresis, dialysis or
hamoperfusion are probably not useful in eliminating NSAIDs
because of the high rate of protein binding and extensive
metabolism

Drug Interaclions

M3AIDs may enhance the activily of lithium and digoxin by
reducing plasma clearance, This property may be of clinical
importance in palients with compromised cardiac function or
hypertension. Blood pressure contral in patients taking beta-
blockers, ACE-inhibitors and dilretics should be carefully
manitored in patients taking NSAIDs concurrently.
Concomitant trealment with polassium-sparing diurstics may
be associatad with increased serum polassium levels,
Administration of NSAIDs with anlicoagulamts requires close
monttaring and may require dose adjusimeni of Ihe
anticoagulant agent, which can be displaced from plasma
proteins by NSAIDs,

Administratien of NSAIDs with aspinn is nol recommended
because concomitant therapy may increase the frequency of
sida ellects, possibly because of decreased binding sites for
the NSA|Ds.

Clinical studies have shown a structurally similar NSAID.
diclofanac. which can be given logether with oral diabatic
agents without influencing the clinical effect. however, there
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have been isolated reporls of hyperglycemia and
hypoglycemia in patients taking aceclolenac. Therefora,
consideration should be given te adjusting the dosage of
hypoglycemic agents.

Caution should be exercised if NSAIDs and methotrexate are
administered within 24 hours of each ather, since NSAIDs may
teduce the renal excration of metholrexate levels, resulting in
increased loxcity. NSAIDs may also increase the potential
toxicity of cyelasparine.

Presentation

Aceclofar 1ablets: Pack of 10 tablets.

* Store at a temperature of 15-25°C.

THIS IS A MEDICAMENT

Modicamenl |& & product which nll'acll your health, and its
cohirary to for you.
Follnw siriclly the doclor's pfucrlptbun. the method ol use and
ol the whe sold the med

Thu doctor and the pharmacist are experts in medicines their
benedlis and rlsks,

- Do not by yoursell Interrupl the perlod of reatmant prescribod
lor you.

- Do not repent the same prescription without consulting yeur
doctor,
Kesp all medicaments oul of reach ol the children
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