TROVEX®
Ketoprofen
Capsules / Suppositories

DESCRIPTION : Trovex® {Ketoprofen) is a nonsteroidal anti-
inflammatory drug (NSAID).

COMPOSITION :

Each capsule contains

- Active Ingredient : Ketoprofen 100.00 mg

- Excipients : Lactose, Magnesium stearate.

Each suppository contains -

- Active Ingnedients : Ketopeofin 100,00 myg ; Lidocaine HCL20.00 mg.
= Excipients : Hard Fat

CLINICAL PHARMACOLOGY : Ketoprofen is a non-
sterosdal anti-inflammatory drug with analgesic and antipyretic
propertics, shown to have inhibitory effects on prostaglandin
and leukotricne synthesis, to have antibradykinin activity, as
well as 1o have lysosomal membrane-stabilizing action.
The efficacy of ketoprofen has been demonstrated in rheuma-
toid arthritis lﬂd wmurﬂmns, cnmpamb[e o nplml, ibupro-
fen, nap .

leCAﬂDNS  Trovex™ is indicated for signs and sympioms of

id arthritis and itis, and for short-term treatment

of inflammatory and painful attacks of tendinitis, anthrosis and of
lumbago.

CONTRAINDICATIONS : Ketoprofen s contraindicated in
patients who have shwnhypmnumvny wit. Kelnmufmslwld
not be given to patients in or other iddal anti-
inflammatory tiup induce asthma, urticaria, or other allergic-
type reactions, because severe, rarely fatal, anaphylactic reactions
1o ketoprofen have been reported in such patienes,

WARNINGS : Risk of GI Ulceration, Bleeding and

not recommended.
7. Methotrevate © Ketoprofen, like other NSAIDs, may cause
changes in the elimination of methotrexate leading to elevated
serum levels of the drug and increased 1oxicity.
8. Lithium : NSAID apents have been reported 1o imcrease sieady-
smephm- lithium levels. It is r\xummcmied that lithsum levels
f when k is i with lithium,
ww on Blood Coagulation : Ketoprofen can polong bleed-
ing time by approximately 3 to 4 minutes from bascline values.
Teratogenic Effects - Pregnancy Cnugvry B : There are no
adequate and well-controlled studies in pres.mull women.
Because animal studics are not ive of
the human response, ketoprofen shoald be used durlng prege
naney only if the potential benefit justifies the risk. In addition,
effects of ketoprofen on labor and delivery in pregnant women
are unknown. B f the effects of p
drugs on the fetal cardiovascular syu:m{ulosuro of ductus arte-
riosus), use of ketoprofen during late pregnancy should be
avoided,
Nursing Mothers : Data on secretion in milk do not sxist, so keto-
profen is not recommended for use in nursing mathers.
Pediatric Use : Ketoprofen is not recommended for use in
pediatric patients.
ADVERSE REACTIONS : Mmor pastrointestinal effects pre-
i upper ArC MOre Common
than lower ones, Peptic uleer or Gl hl:edmg occur in controlled
elinical trials in less than 1%. The incidence of pepic ulceration
in patients on NSAIDs is dependent on many risk factors
including age, sex, smoking. alcohol use, diet, stress, concomi-
tant drugs such as aspirin and corticosteroids, a3 well us the
dose and duration of treatment with NSAIDs .
Central nervous system side effects follow in frequency, such as
headache, dizziness, or drowsiness. Special senses effects (tin-
mitus, visunl disturbance), skin and appendages {rash), urogeni-
tal {impai of renul fanction, edema, increased BUN, signs

Perforation with NSAID Therapy : Early dyspepsia is com-
mon, but symptomatic upper-Gl ulcers, gross bleeding, or per-
foration may occur in |% of patients treated for 3 10 6 months,
and in aboat 2-4% of paticnts treated for one year.

Patients with a prior history of senous Gl events and risk faciors
known 1o b associated with peptic ulcer discase, such as aloo-
holism, smoking, ete.. elderly or debilitated patients seem o to-
lerate ulceration or bleeding less then others. Sufficient benefit
should offset the potential increased risk of GI toxiciry with re-
latively large doses (within the recommended dosage range).

GENERAL PRECAUTIONS : Rarc cases of mterstitial
nephritis or nephrotic syndrome have been reported in humans,
A second form of renal toxicity has been seen in patients with
conditions leading to a reduction in renal blood flow or blood
volume. Patients ot greatest risk of this are those with impaired
renal function, heart failure, liver dysfunction, those taking
diuretics, and the elderly. Discontinuation of NSAID drug the-
rapy is typically followed by recovery 10 the pretreatment state.
Borderline elevations of one or more liver function wests may
occur i up to 15% of patients. These abnormalities may
progress, remain essentially unchanged, or disappear with con-
tinued therapy. Meaningful (3-folds) elevations of ALT or AST
occur in bess than 1% of patients,
Anemia is commonly observed in theumatoid arthritis and is
sometimes aggravated by NSAIDs, which may produce uid
menmm or gastrointestinal blood loss in some patients.

ederma has been observed in approximately 2% of patients
takirg & fien. 1t should be wsed with in patients with fluid
nedention, hypertension, or heart fadlune,
Laboratory Tests : Physicians should follow chronically treated
patients for the signs and symptoms of uleeration and bleeding
and should inform them of the imporance of this follow-up.
Drug fons : The foll g drug i i wm-smd

or symploms of urinary-tract irritation) can be found. The inci-
denee of some adverse reactions appears 1o be dose-related.

OVERDOSAGE : Signs and symptoms following scute NSALD
averdose are usually himited to lethangy, drowsiness, sausea, vomi-
ﬂmﬂwmmmhmmﬂymﬁcwlmW
coma, or lsions have

e Bt

portive care.

occurred following large k e
bleeding, hypotension, hyperiension, or scule renal failune may
oceur, but an: mre,

Patients should be managed by symptomatic and supportive
care following an NSAID overdose. There are no specifie anti-
dotes. Gut decontamination may be indicated in patients with
symploms seen within 4 hours (longer for sustzined-release
products) or following a large overdose (5 1o 10 times the wsunl
dose). This should be accomplished via emesis andior activated
charcoal (60 to 100 g in adulss, | 10 2 g/kg in children) with a
saline cathartic or sorbitol added 1o the first dose. Forced diure-
sis, alkalinization of the urine, hemodialysis or hemoperfusion
would not be useful due to ketoprofen's high proten binding,

DOSAGE AND ADMINISTRATION : The recommended
starting daily dose of Trovex™ in otherwise healthy patients is
300 my divided in three doses while the maintenanee treatment
is 100 to 200 mg given once or twice daily.

In severe renal impairment, the moximum daly dose of
Trovex™ should not exceed 100 mg.

In elderly paticnts, the initisl dosage of Trovex® should be
reduced for patients over 75 years of age.

For patients with impaired liver function and serum albumin
concentration less than 3.5 gidl, the maximum initial total daily
dose of Trovex™® should be 100 mg.

To aternpt 1o minimize gastrointestingl side effects, physicins may
wish to prescribe that Trovex® be taken with antacids, fxod, or milk.

ied with ketoprofen dusuul’ 200 mg/day. I i

may take place when Ketoprofen doses greater than 50 mg asa

single dose or 200 mg of ketoprofen per day are used concomi-

tandly with highly bmlnd dmgs_

1. Antacids : Ce of and alu-

mmwmmmmmmaumﬂdﬁ
istered as Trovex™®.

The ded daily dose of Ketoprofen is 300 mg.
Rectal route : The daily dose is usually 2 suppositories, one in the
moming and one in the cvening. When given as a complementary
treatment to the oral presentation, the dosage is wsually ane sup-
pository administered in the evening on retiring.

Presentation :

Capsules 100 mg - Blister pack of 30's

2. Aspirin: Cnnmnl use of aspirin
tein binding and plasma
Concurrent use nl’ aspirin und ketoprofin is not recommended.
3. Diuretics : Hyd ide, given itantly with
ketoprofen, produces a reduction in urinary potassium and
chloride excretion compared to hydrochlorothinzide alone.
Patients taking diuretics are at greater risk of developing renal
failure secondary to a decrease in renal blood flow caused by
pmalngland.ln inhibition.

: Retoprofen docs not alier the serum levels of digaxin.
5. Warfarin : Ketoprofen does not imerfere with the effect of war-
farin on prothrombin time. Bleeding from a mamber of sites may
be a complication of warfarin treatment and GI bleeding a com-
plication of ketoprofen treatment. Concurrent therapy requires
close monitorin
6, Probenecid : Probenecid increases both free and bound keto-
profen by reducing its plasma clearance to about nne-:hlrd. and

pro-

100 mg - Pack of 10's

Storage conditions :

Store in-a dry place at temperatures not exceeding 25°C,
Do not use after expiry date.

This is a medicament
Med:clm:nl isa pmdunl whlch affects your health, and its
comtrary fo is for you.

- Follow the dectors preseription, the method of use and the
instructions of the pharmacist who sold the medicament,
= The doctor and the pharmacist are experts in medicine, its
benefils and risks.
- Do not by yoursel§ interrupt the period of treatment prescribed.
= Do not repeat the same prescriptaon without consulting your doctor,
Keep medicament out of children's reach.
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decreasing s protein binding. Therefore, this L is
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