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BIAXIN

Filmtab® Tablets

BRIEF SUMMARY

(CONSULT PACKAGE INSERT FOR FULL PRESCRIBING INFORMATION
INDICATIONS AND USAGE

BIAXIN (Clarithromycin) is indicated for the treatment of mild to moderate infections caused by
susceptible strains of the designated microorganisms in the conditions listed below:
Tract Infections:
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Respiratory Tract Infections.
Acute bacterial exacerbation of chronic bronchitis due to Haemophilus influenzae,
Moraxella catarrhalis or Streptococcus pneumoniae

Pneumonia due to
smmm&mwmummmms-musms
pyogenes. Abscesses usually require surgical drainage.
CCONTRAINDICATIONS

Clarithromycin is wnummud in patients with a known hypersensitivity to clarithromycin,
wlluwm or any of the macrolide antibioics.

NOT BE USED IN PREGNANT WOMEN EXCEPT IN CLINICAL CIR-
TERNATIVE THERAPY IS APPROPRIATE. IF PREGNANCY
WHILE TAKING THIS DRUG, THE PATIENT SHOULD BE APPRISED OF THE
POTENTIAL FETUS. CLARITHROMYCIN HAS DEMONSTRATED ADVERSE

EFFECTS ON PREGNANCY OUTCOME AND/OR EMBRYO-FETAL DEVELOPMENT IN msvs.
mﬁ.mmmnmmrmwwmnszmnmnﬁ
SERUM LEVELS ACHIEVED IN HUMANS TREATED AT THE MAXIMUM RECOMMENDED HUMAN
DOSES. (SEE PREGNANCY.)
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antibacterial agents.
Treatment with anibacterial agents alters the normal flora of the colon and may permit overgrowth of
mmmmammqwmummnm

Ater the dagnoss s shauld

In moderate o severe cases, mmuwnmmmmm

General: Clarithvomycin is principally excreted via the iver and kidney. Clanithromycin may be adminis-
tered without dosage adjustment o patients with hepatic impairment and normal renal function. However,
in the presence of severe renal impairment with ot withoul coexisting hepatic impairment, decreased
&wmvahnwyhsm ? €

mmmumammwnmm
mwmwmmmn theophyliine was administered with clarithromycin (a theo-
phyline sustained released fomulation was dosed at either 6.5 mg/kg or 12 mg/kg together with 250 mg
or 500 mg q 12 h claritvomycin), the steady-state levels of Cmax, Cmin, and the area under the serum
‘concentration time curve (AUC) increased about 20%.
administration of claritromycin has been shown to result in increased concentrations of

wmmammvanmmwnmmmmm however,
mmwmm a'yhruwmmds
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There have been reports of increased anticoagulant effects when erythromycin and oral anticoagu-
lants were used concomitantly.
wmmdumuwmmuwnuﬁwwwxmmbnu\aumﬂnm
wmwwnmnmdmwmmmu
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system may be associated wih elevations in serum levels of these other drugs. There have been

rqmsdmdaw-m carbamazepine, cyclosporine, hexobarbital, and pheny-
mummmmmmwmmmwmmmm
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Al tests had negative results except the In Vitro Chromosome Abberation Test which was weakly
positive in one test and negative in another.
In addition, a Bacteral Reverse-Mutation Test (Ames Test) has been perlormed on larithromycin
‘metabolites with negative results.
memmmmmmwmmmwwﬂaynmw
female rats caused no adverse effects on the estrous cycle, feriity, parturition, or number and viabiity of
levels.

offspring.

n he 150 mgykyday morkey studies, plasma levels were 3 Gimes the human serum levels, When
given orally after 150imggday, clarithromycin was shown o produce embryonic loss in monkeys. This
the drug at this high dose.
hmnmummammmdnmmmszsus

g/sq m.
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doses and one wih intravenous doses up 1o 160 mg/kg/day administered during the period of major
Wass)wmnmmwmwnmwkwmymmamnosesmw
1o 18) faled from clar-

ithromycin. Tmmﬂwmnammmammmmm
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ng/kg/day during
Nnm“‘?mhwwm nm.mwmdnwmmm

fei

WARNINGS).
mmnsmmmmsmnmmmmm

woman. nsmmmsmnumummwmmmn
this class are excreted in human mik

Pedatric Use: y dclarithromycin
‘established.

12 years of age have not been

Fewer than 3% of

The st requenty repred evens, whe mwummm(mmm)

mmmammmnm Of the repored adversa evens, wy!%m
described at

hmdwmmmwmmm Wmawm
there were fewer adverse events involving the digestive system in claritromycin-realed patients
pmnmmwm—nmm(l:%vsm pe<0.01). Twwwmdumuwuw

‘The following adverse events have been reported with erythromycin products but not in clinical tials
dlarithromyoin.
Rarely, venincular anthythmias, incuding ventnoutar tachycar-
da QT intervals.
(Changes in Laboratory Values: Changes in labocatory values with possble clinical significance were as
follows:
- Elevated SGPT (ALT) < 1%, SGOT (AST) < 1%, GGT < 1%, alkaline phosphate <1%, LDH

Hepatic
< 1%, and total blirubin < 1%.
- Decreased WBC < 1%, 1%. Renal - 4%,

of
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By the time adolescents
reach 18 years of age, they
have developed their sexual
identity. This identity be-
comes stronger with sexual ex-
perience, according to research-
ers at the Adolescent Health
Program, University of Min-
nesota Hospital and Clinics,
Minneapolis.

Using a voluntary, anony-
mous, confidential survey,
researchers examined the sex-
ual orientation of 34,706 stu-
dents in grades 7 to 12 (49.8%
male; 50.2% female). The stu-
dents represented various
ethnic, geographic, and socio-
economicbackgrounds. Respon-
dents were asked questions
regarding their sexual orienta-
tion, fantasies, and behavior.

Overall, 10.7% of the sur-
veyed students were unsure of
their sexual orientation;
88.2% said they were totally
or predominantly heterosex-
ual, with 1.1% describing them-
selves as bisexual or predomi-
nantly homosexual. Particu-
larly among boys, religious
beliefs were correlated with
dimensions of homosexuality:
59% of the homosexual boys
and 23% of the bisexual boys
identified themselves as “not
at all religious.”

With age, students become
more sure of their sexual pref-
erence: 25.9% of those 12-year-
olds surveyed considered them-
selves unsure about their sex-
ual preference, compared with
5% of the 18-year-old stu-
dents.
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Complete results are pub-
lished in the April issue of Pe-
diatrics.

Cigarette advertising should
be banned throughout the
world, recommended officials
attending a United Nations—
sponsored health conference
in early April.

Although smoking in West-
ern countries has declined in
recent years, particularly
among men, more persons in
developing countries are light-
ing up.

“The tobacco industry sees
that it is losing clients in the
developed countries, so it is try-
ing to get more clients in the
developing countries,” said
Jorge Pilheu, chairman of the
8th World Conference on To-
bacco OR Health. “It is doing
that through advertising,”
said Pilheu.

The World Health Organi-
zation estimates that ciga-
rette smoking in Third World
countries is increasing by
more than 2% annually. In
these nations, 40% to 60% of
the men and 2% to 10% of the
women smoke.

Although conference atten-
dees noted that tobacco adver-
tisers are targeting their mes-
sage to women in developing
countries, US Surgeon Gen-
eral Antonia Novello, MD,
criticized the companies’ tar-
geting of children. In particu-

lar, R. J. Reynold’s cartoon
(continued on page 722)
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Antihistamines
can have an
overwhelming
effect
on sinusitis.

GUAIFED® Capsules

(pseudoephedrine HCI 120 mg
and guaifenesin 250 mg)

GUAIFED-PD® Capsules

(pseudoephedrine HCI 60 mg
and guaifenesin 300 mg)

Brief Summary

CONTRAINDICATIONS: This product is contraindicated in
patients with a known hypersensitivity to any of its ingre-
dients. Also contraindicated in patients with severe hyper-
tension, severe coronary artery disease and patients on
MAQ inhibitor therapy. Should not be used during preg-
nancy or in nursing mothers.

Considerable caution should be exercised in patients with
hypertension, diabetes mellitus, ischemic heart disease,
hyperthyroidism, increased intraocular pressure and pros-
tatic hypertrophy. The elderly (60 years or older) are more
likely to exhibit adverse reactions. At dosages higher than
the recommended dose, nervousness, dizziness or sleep-
lessness may occur.

PRECAUTIONS: General: Caution should be exercised in
patients with high blood pressure, heart disease, diabetes
or thyroid disease and in patients who exhibit difficulty in
urination due to enlargement of the prostate gland. Check
with a physician if symptoms do notimprove within 7 days or
if accompanied by high fever, rash or persistent headache.
Drug Interactions: Do not take this product if you are pres-
ently taking a prescription drug for high blood pressure or
depression, without first consulting a physician. MAQ inhibi-
tors and beta adrenergic blockers may increase the effect of
sympathomimetics. Sympathomimetics may reduce the
antihypertensive effects of methgldopa, mecamylamine,
reserpine and veratrum alkaloids. Pseudoephedrine hydro-
chloride may increase the possibility of cardiac arrhythmias
in patients presently taking digitalis glycosides.
Pregnancy: Pregnancy Category B. It has been shown that
pseudoephedrine hydrochloride can cause reduced aver-
age weight, length, and rate of skeletal ossification in the
animal fetus.

Nursing Mothers: Pseudoephedrine is excreted in breast
milk; use by nursing mother is not recommended because
of the higher than usual risk of side effects from sympatho-
mimetic amines for infants, especially newborn and prema-
ture infants.

Geriatrics: Pseudoephedrine should be used with caution
in the elderly because they may be more sensitive to the
effects of the sympathomimetics.

WARNINGS: Do not take this product for persistent or
chronic cough such as occurs with smokir:?, asthma, or
emphysema, or where cough is accompanied by excessive
secretions except under the advice and supervision of a
physician. This medication should be taken a few hours
prior to bedtime to minimize the possibility of sleepless-
ness. Take this medication with a glass of water after each
dose, to help loosen mucus in the lungs.

ADVERSE REACTIONS: Adverse reactions include nau-
sea, cardiac palpitations, increased irritability or excite-
ment, headache, dizziness, tachycardia, diarrhea,
drowsiness, stomach pain, seizures, slowed heart rate,
shortness of breath and/or troubled breathing.

DOSAGE AND ADMINISTRATION: GUAIFED" CAP-
SULES Adults and children over 12 years of age: 1 cap-
sule every 12 hours.

GUAIFED-PD* CAPSULES Adults and children over 12
years of a?e: 1 or 2 capsules every 12 hours. Children 6 to
12 years of age: 1 capsule every 12 hours.

CAUTION: FEDERAL (U.S.A.) LAW PROHIBITS DIS-
PENSING WITHOUT A PRESCRIPTION.

Distributed by

Pharmaceutical, Inc.
Tewksbury, MA 01876-9987

© Muro Pharmaceutical, Inc. — 1991
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character “Old Joe Camel”
came under fire. Always with
a cigarette in his mouth, this
character is depicted living
life in the fast lane.

In addressing this confer-
ence, Dr Novello reiterated
comments she had made at a
March 9 news conference in
Washington, DC. At the lat-
ter conference, Dr Novello
had called on retailers to re-
move any promotional mate-
rial with the “Old Joe” char-
acter.

“Calling for the voluntary
withdrawal of a successful ad-
vertising campaign is not a tra-
ditional role of organized medi-
cine,” commented Dr Novello
at the Washington, DC, con-
ference. “Yet, it is the only re-
sponsible position that physi-
cians must take regarding
these advertisements.”

Acellular pertussis vaccine
can be administered for the
fourth and fifth doses of the
diphtheria-tetanus-pertussis
vaccination, recommends the
American Academy of Pediat-
rics (AAP).

The AAP’s statement,
which appears in the April is-
sue of AAP News, recom-
mends that all infants con-
tinue to be immunized with
the whole-cell vaccine for the
initial three shots of pertussis
vaccine.

Although the Academy
statement noted that either
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acellular or whole-cell vac-
cines may be used for the
fourth and fifth doses, fewer
side effects have been re-
ported with the use of the acel-
lular vaccine.

The vaccination schedule re-
mains the same, regardless of
which vaccine is used. How-
ever, the whole-cell pertussis
vaccine is the only vaccine
that should be administered
for the first three doses in chil-
dren at 2, 4, and 6 months of
age, as well as in children who
are only partially immunized
by age 15 months or older.

To date, Acel-Immune® (Le-
derle Laboratories, Wayne,
NJ) is the only licensed vac-
cine approved by the Food and
Drug Administration for this
use.

Commercial weight loss
products and programs
don’t work for most consum-
ers, according to a national
panel of health experts.

The 13-member panel,
headed by Annals of Internal
Medicine editor Suzanne W.
Fletcher, MD, found that 90%
to 95% of dieters regain all or
most of their shed pounds
within 5 years. Panel mem-
bers also reviewed evidence in-
dicating a relationship exists
between weight loss and in-
creased death rates.

They also found disconcert-
ing the large numbers of nor-

mal-weight persons, particu-
(continued on page 804)
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larly women, who are trying
to lose weight.

Only voluntary means of
weight loss, including appe-
tite suppressants and medi-
cally supervised liquid diets,
were examined. The panel did
not consider dietary changes
such as reducing fat intake
and red meat consumption, re-
ports the April 2 issue of the
Chicago Tribune.

Fetal alcohol syndrome
(FAS) affects an estimated
1in 99 Native American chil-
dren born in the United
States, reports the March 23/
30 issue of American Medical
News. In the general popula-
tion, FAS affects 1 in 600 to
1 in 700 children.

Because of the high inci-
dence among Native Ameri-
cans, Rep Ben Nighthorse
Campbell (D, Colo) has spon-
sored a bill intended to pre-
vent and treat FAS among Na-
tive Americans. If passed, the
Comprehensive Indian Fetal
Alcohol Syndrome Prevention
and Treatment Act would
grant federal money ($10 mil-
lion for fiscal years 1993
through 1995, with $15 mil-
lion for 5 years thereafter) to
Indian tribes. This money
would be used to develop and
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provide community FAS train-
ing, education, and preven-
tion programs.

According to the National
Council on Alcoholism and
Drug Dependence, FAS is the
leading cause of mental retar-
dation in the United States.

“Once the child is born ...
the damage is there for good,”
said Robin LaDue, PhD, in ad-
dressing the House Committe
on Interior and Insular Af-
fairs. A clinical psychologist,
Dr LaDue is on staff at the fe-
tal alcohol and drug unit at
the University of Washington.

Patients with questions re-
garding breast implants
may seek information from an
educational and referral pro-
gram established by the Amer-
ican Society of Plastic and
Reconstructive Surgeons
(ASPRS).

In addition, those patients
who may be unwilling or un-
able to speak with their phy-
sician or who may be unable
to pay for services, can also
use this program. Primary
care physicians and other non-
plastic surgery specialists
may use the program as well.

“We have been approached
around the country by physi-
cians who are asking us for

help with their patients,” says

ASPRS President Norman

Cole, MD.

The program features the
following services:

A videotape ($40) and tran-
script ($20) of a teleconfer-
ence featuring a panel of ex-
perts—plastic surgeons, on-
cologists, radiologists—is
available from the society
by calling (800) 766-4955.

* A free pamphlet addressing
common questions patients
have concerning their im-
plants can be ordered by leav-
ing a message at (800) 945-
6380. Physicians may also or-
der a technically oriented
brochure detailing recom-
mendations made by the
Food and Drug Administra-
tion by calling the same toll-
free number.

+ Patients who are unwilling
or unable to speak with
their surgeon may contact a
referral network ([800] 635-
0635). Although callers will
receive a consultation by tele-
phone, if the physician on
the other end of the line
deems this consultation in-
sufficient, the practitioner
will see the caller in person
at no charge.

“Each individual is going to
be evaluated individually,
and no one will be turned
away who is in need of treat-
ment,” says Dr Cole.
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