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Precaulions and Side Etfects: Untoward reactions in man are
infrequent; however, they have been reported with both
short-term and prolonged administration of the drug. Among
the reactions reported are blood dyscrasias as mentioned in
the warning. When, during the course of therapy, blood
counts show unusuat which may be to
the drug such as. b
cylopenia. therapy with chloramphemcol should be discon-
tinued. Also reported are certain gastrointestinal reactions
resutling in glossitis and stomatitis, which are indications to
stop the drug. On rare occasions. superimposed inlection by
Candida aibicans may produce widespread oral lesions of the
thrush type. Diarrhea and irritation of perianal tissues have
been reported. Pseudomembranous enterocolitis has been
reporied in a few palients. Hypersensitivity reactions
manifested by angioneurolic edema and vesicular and
maculopapular types of dermatitis have been reported in
chloramphenicol-sensitive patients. Urticaria and vesicular
lesions have been observed. They are usually mild in characler
and ordinarily subside promptly upon cessation of treatment.

Febrile reactions have been reported.

A reaclion of the Jarisch-Herxheimer type has been reported
following therapy in syphilis, bruceilosis, and typhoid fever.
Typhold fever patients have exhibited a “shock-type reaction”

COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

may be indicated
in certain severe
respiratory infections

Because of its wide antibacterial spectrum and its ability to diffuse
into intective loci, CHLOROMYCETIN may be of value in the treat-
ment of selected severe respiralosy tract infechions due to suscep-
tible microorganisms. However, as with any antibacterial agent, the
administration of CHLOROMYCETIN must be adjunctive to the over
all therapeutic approach to this family of diseases. Appropriately
treated, good resulls can be expec(ed in baclenal pneumoma and

. in bacterial of and
bronchitis: all of which are severe disorders often chronic and
diflicult to eradicate.

The decision to choose CHLOROMYCETIN from among a group of
antibiotics suggested by in vitro studies to be potentially effective
against a specific respiratory tract pathogen(s) should be guided by
severity of infection, relative susceptibility of the pathogen(s) 10 the
various antibacterial drugs, relative efficacy of the various drugs in

this family of intections, and the important additi con- ized by ci ¥ collapse atlributed to sudden
tained in the “warning box.” release of ing optic
and peri it mild dep . “dazed
Patients with respiratory tract infections usually become atebrile in feelings.” internal ia. mental ion, and
1810 72 hours on doses; clearing delirium have been reported. Symptoms of peripheral neufitis
may be slower. or decreased visual acuity call for prompt withdrawal of the
fungal, and disease as a cause of persist- antibiotic and the possible use of large doses of oral or

ing respiratory disease shoutd be ruled out by appropriate means. parenteral vitamin 8 complex. When protonged high dosage
is necessary. toxnc s;de e"ec!s may occur which call lor
dosage or of

therapy: Adults and children with impaired liver or kidney
function, or both. may retain excessive amounis of the drug.
insuch . dosages should be adjusied accordingly.

Toxic reactions, the signs and symptoms of which have been
referred to as the “gray syndrome.” with some latalities,
have resulted from high concentrations of the drug in the
premature and newborn age groups. One case of “gray
syndrome™ has been reporied in an infant born to a mother
having received chioramphenico! during labor. The following
izes the clinical and ry studies that have
been made on these patients: (1) In most cases therapy with
had been i within the first 48 hours.
of life. (2) Symptoms first appeared after 3 to 4 days of
conlmued treatment with hugh doses of chloramphenicol.

Chloromycetin

Detailed information, including indications and dosage, appears in
the package inserts of CHLOROMYCETIN products for systemic use.
Consultihe appropriate package insert.

after both
short-term and prolonged therapy with this drug. Bearing in
mind the possibility that such reactions may occur, chlor-
amphenicol should be used only lor serious intections caused

Chloramphenicol should not be used when other less poten-
tialty dangerous agents will be effective. It must not be used
in the treatment of trivial infections such as colds, influenza,
or infeclions of the throat; or as a prophylactic agent to pre-
vent bacterial infections.

Precautions: It is essential that adequate blood studies be
made during treatment with the drug. While blood sludles may

by isms which are ible to its antil tal effects.

(3) The in the order: {a) abdom-
Warning: Serious and even fata! blood dyscrasias (aplastic inal dlstenhon with or w:lhoul emesis; (b} progressive pallid
anemia. anemia, coliapse,
topenia) are known to occur after the admlmsuahon of

by uregular respiration: and (d) dea\h w-!hm afew hours of
onset of these symp ot

from onset to exitus was accelera(ed wilh higher dose
schedules. (5) Frehmmary blood serum level sludles revealed

ig! of
repeated doses. (6) Termvnailon of therapy upon early
of the

reversed the process with complete recovery. N
Precautions: See “warning box" for precautions.
The use of this anlrb:ohc as wuh other anhbuoucs may result

g
Iungn Constant obsevvanon of lhe patient i is essemlal It new

detect early peripheral blood changes such as or
granulocylopenia, before they become irreversible, such
studies cannot be relied on to detect bone marrow depression
prior to development of aplastic anemia.

CHLOROMYCETIN, an anhb-ouc havmg lherapeuuc activity against
with the

a wide variety of ust, in

caused by pear
during therapy, the drug shoutd be discontinued and appro-
priate measures should be taken.

Monitoring of liver and kidney function should be accom-

plished during therapy in patients with existing liver or
kidney disease.

inthe "warning box" above, be usedonlyin cenaun
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with a history of previous sensitivity reaction to it.

1t must not be used in the treatment of trivial infections such as colds,

influenza, or infections of the throat: or as a prophylactic agent to
prevent bacterial infections.

CHLOROMYCETIN is available in a variely of forms
01250 mg. soar
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