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TWO-WAY LIPID REGULATOR

[OPID 4 Balanced Approacl
(gemfibrozil capsules,USP) 300m,

dicated for adult patients with high serum 2 Lowers elevated serum levels of

Elycerides (type IV hyperlipidemia) who present triglyceride-rich very-low-density lipoproteins
isk of pancreatitis and who do not respond (VLDL) and, to a lesser extent, cholesterol-ric
equately to diet. low-density lipoproteins (LLDL)

linical trials show that LOpld 2 Favorably raises serum levels of high-densi

orably regulates the balance of  'Poproteins (HDL)

ertain lipoproteins responsible 2 Has a side effects profile similar to
)0 ccts profile similar to_
I transport of serum llpl ds. placebo and no significant abnormalities in

clinical/laboratory evaluations

— Plus BID convenience
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For active arthritics
who want to stay active

Potent In a class by itself

MECLOMEN helps relieve the painand  MECLOMEN is the only fenamat
inflammation that can prevent arthritics  indicated for relieving arthritis pai
from being active. The efficacy of and inflammation.

MECLOMEN is unsurpassed by aspirin

or indomethacin.’

50-mg and 00-mg capsu/es I
B s




Dosage flexibility
MECLOMEN reaches peak plasma
levels in as little as 30 minutes and has
a single-dose half-life of just two hours,
permitting rapid dosage adjustment.
Although improvement may be seen
in a few days, two to three weeks of
treatment may be necessary to obtain
optimum therapeutic benefit.

Tolerability

MECLOMEN has demonstrated a

low potential for upper Gl ulceration.

At 200 to 300 mg per day, MECLOMEN
has a side effect profile that promotes
compliance and successful therapy.
Prescribe MECLOMEN as a therapeutic
regimen for patients who are not
responding adequately to current
therapy.

Reference

?‘\\ 1. Data on file, Medicai Affairs Dept, Parke-Davis.




Meclomen® (meclofenamate sodium capsules, USP)
Before prescribing, please see full p ibing inf A Brief y follows.

INDICATIONS AND USAGE: Meclomen is indicated for relief of the signs and symptoms of
acute and chronic rheumatoid arthritis and osteoarthritis. Meclomen is not recommended
as the initial drug for treatment because of gastrointestinal side effects, including diarrhea
which is sometimes severe. Selection of Meclomen requires a careful assessment of the
benefit/risk ratio. (See Precautions, Warnings and Adverse Reactions sections.)

The safety and effectiveness of Meclomen have not been established in those patients
with rheumatoid arthritis who are designated by the American Rheumatism Association as
Functional Class IV (incapacitated, largely or wholly bedridden, or confined to a wheel-
chair, little or no seii-care).

Meclomen is not recommended in children because adequate studies to demonstrate
safety and efficacy have not been carried out.

CONTRAINDICATIONS: Meclomen should not be used in patients who have previously
exhibited h rsensmvny toit.

Because the potential exists for cross-sensitivity to aspirin or other nonsteroidal
antiinflammatory drugs Meclomen should not be given to patients in whom these drugs
induce symptoms of bronchospasm, allergic rhinitis, or urticaria.

WARNINGS: In patients with a history of updpe astrointestinal tract disease, Meclomen
should be given under close supervision an ong after consulting the Adverse Reactions
section. Peptn: ulceration and gastrointestinal bleeding, sometimes severe, including one
fatality, have been in patie

, gastrointestinal i and ab pain may be with
Meclomen therapy Dosage reduction or temporarily stodpgl g the drug have generally
oogtt.rollet} these symptoms. (See Adverse Reactions and Dosage and Administration
sections.

PRECAUTIONS: G atien fl agents, such as
Meclomen, should be mluated penodmlﬁ 1o insure that me dmo is snl’ | necessary and
well toimted (See other Precautions, Warnings and Adverse Reactions.)
lobin and/or h levels have occurred in approximately 1 of

6 patlents bm rarely requwod discontinuation of Meclomen therapy. The clinical data
chronic blood loss, bone marrow suppression, or
nemolysls to account mr the decreases in hcmoflobm or hematocrit levels. Patients who
are receiving long-term Meclomen therapy should have hemoglobin and hematocrit values
determined if anemia is suspmd on clinical mﬂds

If a patient develops visual symptoms (see rse Reactions) during Meclomen
therapy, the drug should be discontinued and the patient should have a complete
othalmoloq:c exammanon

n M s used in ion with steroid therapy, any reduction in steroid
dosaé]e should be gradual to avoid the possible complications of sudden steroid

Adverse eﬂ ects are seen more commonly in the elderly, therefore a lower starting dose
and careful follow-up are advised.

Meclomen® (meclofenamate sodium capsules, USP)

affected by aspirin, indicating no change in Meclomen absorption. Meclomen does not
affect serum salvcmle levels. Greater fecal blood loss results from concomitant
admumstranon of both drugs than from either drug alone.

me: The concurrent administration of propoxyphene hydrochloride does not
aﬁect the oavallablllty of Meclomen (meclofenamate sodium capsules, USP).
AOchem Concomitant adrmn."strahon of aluminum and magnesium hydroxndes does
n
carcllnonm An 18-month study in rats 10 evi of
Usage in Pregnancy: Meclomen like aspirin and other nonsteroidal anmnﬁammatovy
drugs causes fetotoxicity, minor skeletal malformations, eg, supernumerary ribs, ant
delayed ossification in rodent reproduction trials, but no major teratogenicity. SII'ﬂllal'y it
gml)ongs gestation and interferes with parturition and with normal development of rw

re weaning. Meclomen is not recommended for use during pregnancy, particufarly in

the 1t and 3rd trimesters based on these animal findings. There are, however, no
adaquate and well-controlled studies in pregnant women.

n Nursing Mothers: It is not known whether Meclomen is excreted in human
milk. use of the effects on suckling rodents and the fact that many drugs are excreted
in human milk, Meclomen is not recommended for nursing women.

P;fla:l: Use: Safety and effectiveness in children below the age of 14 have not been
establishe

ADVERSE REACTIONS
Incidence Greater than 1%.

The following adverse reactions were observed in clinical trials and included
observations from more than 2,700 patients, 594 of whom were treated for one year and
248 for at least two #n

Gastrointestinal: most frequently reported adverse reactions associated with
Meclomen involve the gastrointestinal system. In controlled studies of up to six months'
duration, these disturbances occurred in the following decreasing order of frequency with
the approximate incidences in parentheses: diarrhea 10%-33%), nausea with or without
vomiting (11%), other gastrointestinal disorders
(10%), and abdominal pain.* In long-term uncontrolled studies of up to four years'
ﬂ.uar;%on o?he third of the patients had at least one episode of diarrhea some time during

n

In appmxuml:\l% 4% of the ramms in controlled studies, diarrhea was severe enough
to require discontinuation of Meclomen. The occurrence of ‘diarrhea is dose related,
generally subsrdes wnh dose reduction, and clears with termination of therapy. The

incidence of Krahems with osteoarthritis is generally lower than that reported in

Other reactions less frequently

rted were pyrosis,* flatulence,* anorexia, consti-
pation, stomatitis and peptic uicer. majority of the patients with ulcer had
either a history of ulcer disease or were receiving eoneommm antiinflammatory drugs,
including corticosteroids which are known to produce peptic ulceration

Meclomen® (meclofenamate sodium capsules, USP)

As with other nonsteroidal antiinflammatory drugs, borderline elevations of one or more
liver tests may occur in some patients. These abnormalities may progress, may remain
essentially unchanged, or may be transient with continued therapy. SGPT ALT) test is

robably the most sensitive indicator of liver dysfunction. Meaningful (3 times the upper

imit of normal) elevations of SGPT or SGOT (AST) occurred in controlied clinical trials in
less than 1% of patients. A patient with symptoms and/or signs suggesting liver
dysfunction, or in whom an abnormal liver test has occurred, should be evaluated for
evidence of the development of more severe hepatic reaction ‘while on therapy with
Meclomen. s«an heg:uc reactions, including jaundice and cases of fatal hepatitis, have
been antii drugs. Although such reactions
are rare, if ahnormal liver tests persist or worsen, if d‘mcal signs and symptoms
consistent with liver disease develop, or if systemic manifestations occur (eg,
eosinophilia, rash), M should be
Information for Patients: Patients should be advised that nausea, vomiting, diarrhea and
abdominal pain have been assocmed with the use of Moclomen ‘The patient should be
made aware of a bl ly should consider discontinuing
the drug and contactin |s or her physnclan |t any of these conditions are severe.

Meclomen may be taken with meals or milk to control gastrointestinal complaints. Con-
comitant administration of an antacid (s| (orcmcany aluminum and magnesium hydroxides)
does not interfere with the absorption "

lonh? Tests: Patients receiving m“:do-tarm leclomen therapy should have hemo-
globm an hematocnt values determined if sngns or symptoms of anemia occur.

cell counts were rarely observed in clinical trials. These low counts
were translent and usually returned to normal whule me patient continued on Meclomen
merapY leukopenia, g p further
clinical evaluation and may requlre dlswnnnuatmn of the druu

When abnormal blood chemistry values are obtained, follow-up studies are indicated.

Elevations of serum transaminase levels and of alkaline rhosphatase levels occurred in
a{rroxim?teiy 4% of patients. An occasional patient had elevations of serum creatinine or
evels.

Bmlmnﬁlm

rfarin: Meclomen enhances the effect of warfarin. Therefore when Meclomen is
given to a patient receiving warfarin, the dosage of warfarin should be reduced to prevent
excessive p of the prothrombin time.

2. Aspirin: Concurrent administration of aspirin may lower Meclomen plasma levels,
possibly by competing for protein-binding sites. The urinary excretion of Meclomen is un-

Meclomen® (meclofenamate sodium capsules, USP)

r. edema
Ilummllolle rash,* urticaria, pruritus
Central Nervous Sydm headache,* dizziness*
| Senses: tinnitus

*Incidence between 3% and 9%. Those reactions occurring in 1% to 3% of patients are not

marked with an asterisk.
Incidence Less than 1%.
Causally Related A

The following adverse were d less fi ly than 1% during controlled
clinical trials and through voluntary npons since markehng The probability of a causal
relationship exists between the drug and these adverse reactions.
Gastrointestinal: Bleeding and/or pertotanon with or without obvious ulcer formation
Renal: Ren'a‘l failure A

hemolytic anemia, eosmophma decrease in hemoulobm and/or hemaioc
ic: Emhema multiforme, Stevens-Johnson syndrome, exfoliative dermatitis
eration of liver function tests
Allor|le Lupus and serum sickness-like symptoms
Lml Less than 1%.
usal

Other reactions have been reported but under conditions where a causal relationship
could not be esnhllshadmﬂomer in these rarely reported events, that possibility cannot

are listed to alert physncuns
Cardiovascular: paipitations
Central Nervous m: malaise, fatigue, rgaa esia, insomnia, depression
| Senses: blurred vision, taste disturbances, decreased visual acuity, tem rary
loss of vision, reverslble loss of color vision, retinal changes including macular fibrosis,
macular and perimacular edema, conjunctivitis, iritis

Renal: no':tunaI ralytic ileus

I)cmobn,olr A a nodosum hair loss

Storage: Store at a room temperature below 30°C (86°F). Protect from moisture and light.
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THE SPECIAL
DELIVERY
ERYTHROMYCI

WAS 442% MORE
BIOAVAILABLE
THAN E.E.S.400

- ERYC® offers a system of unique
erythro-pellets that delivers
erythromycin at full potency.

The result—as evidenced in a
bioavailability study:

ERYC 250 mg delivered more
than five times the active
erythromycin base obtained
with E.E.S. 400.




