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h:);x;:}l, wl o 01d radial nerve injury. Intrampscu].ar mjec-
per a()u d not be mad.e into the lowex: a.nd x_md-thlrc! of the
o rm. As with all !ntrnmuscular !1\_Iect{ons: aspiration
vosar] ssary to help avoid inadvertent injection into a blood
:::ﬁgtnlondsites sl\ou]d‘bc alternated. As higher doses or more
more ed therapy ugu.h streptomycin may be iqd_icated g‘or
gitls S::ere or fulmm_at.mg infections (endocarditis, menin-
o ¢.), the physician should always take adequate
Py mms t be llmnfedmtcly aware of any toxic signs or

o t';\ mS occurring in the patient as a result of streptomy-

erapy, -

L agftERfCULOSIS: The standard regimen for the treat-
momhu drug su.scomn.b]c tuberculosis has been two
oo ms of INH, nl'umpm'and pyrazinamide followed by

itant .O?ths. of[h!l[ and rlfnmp!n (patients with concom-

. reanm ection with tubercu_loms and HIV may require
&dded"em fgr a l9nger period). When streptomycin is
drus ta this regimen because of suspected or proven

& resistance (see INDICATIONS AND USAGE sec-

:::‘s)" the recommended dosing for streptomyein is as fol-
Thrice
Chilg Daily Twice Weekly Weekly
ren 20-40 mg/kg  25-30 mg/kg  25-30 mg/kg
Adults Max 1 g Max 1.5 g Max 1.5 g
15 mg/kg 25-30 mg/kg  25-30 mg/kyr
Max1g Max15¢g Max 15 g

N .

t':lpl::cmycm'@ usually administered daily as a single in-
over 11, ular injection. A total dose of not more than 120 g
o oth: course of th~erapy should be given unless there are
Years ofr therapeutic options. In patients older than 60
due thnge' the d.rug should be used at a reduced dosage
ING) e risk of increased toxicity. (Sce BOXED WARN-

:;‘I::;l;}' With streptomycin may be terminated when toxic
feareg ms have appeared, when impending toxicity is
treatr, when organisms become resistant, or when full
atment effect has been obtained. The total period of drug
h ieat?nt of tuberculosis is a minimum of 1 year; however,
oceyr a‘t"ns for: terminating therapy with streptomycin may
2.1y any time as noted above.
daye REMIA: One to 2 g daily in divided doses for 7 to 14
3. PLA(;mm the patient is afebrile for 5 to 7 days,
videg LIE: Two grams of streptomycin daily in two di-
Min; 0ses should be administered intramuscularly. A
) ACmum of 10 days of therapy is recommended.
TERIAL EN DOCARDITIS:
p» xltreploc«.vcca! endocarditis; In penicillin-sensitive al-
cmi““;;ll non-hemolytic streptococcal endocarditis (peni-
ek :'350.1 meg/mL), streptomycin may be used for
Strepto, reatment concomitantly with penicillin. The
My nl:):cm regimen is 1 g b.i.d. for the first week, and
years if 1.d. for the second week. If the patient is over 60
enti age, the dosage should be 500 mg b.i.d. for the
Ire 2.week period.

b:ild'"re"ococca! endocarditis: Streptomyein in doses of 1 ¢
Wecks or 2 weeks and 500 mg b.i.d. for an additional 4
o 18 given in cz_)mbi‘nation with penicillin. Ototoxicity
%my ;'qure termination of the streptomyein prior to
5, 0\5’ etion of the 6-weck course of treatment.
(orr;ig(;OMITAN-T USE WITH OTHER AGENTS: For con-
ganis nt use with other agents to which the infecting or-
Be%ngi])s also sensitive: Streptomycin is considered a
cilly -line agen.t for the treatment of gram-negative ba-
sig: v bac“"‘emla, meningitis, and pneumonia; brucello-
fect i(i"l:lnuloma inguinale; chancroid, and urinary tract in-

or g
tWereduItS: 1 to 2 grams in divided doses every six to
Benerg) OUrs for moderate to severe infections. Doses should

.Y Dot exceed 2 grams per day.

or
vide;h' Ten: 20 to 40 my/kg/day (8 to 20 mg/lb/day) in di-

takey, t:ses every 6 to 12 hours. (Particular care should be
Pﬂrenberalv 0id excessive dosage in children.)

flrtiCu]a?e drug products should be ins;_:cctcd visu'al!y for
on, ! pnevmatb.&r and discoloration prior to tra-
Ho “hever solution and container permit.
s SUPPLIED

Tey )
of lé] t::: yc;“ Sulfate Injection, USP is supplied in packages
Strepgon s e (NDC 0049-0620-33). Each ampule contains
25 m, Yein sulfate equivalent to 1 g of streptomycin in

Store
Under refrigeration at 36° to 46°F (2° to 8°C).
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DESURITTION

TAO (troleandomycin) is a synthetically derived acetylated
ester of oleandomycin, an antibiotic elaborated by a species
of Streptomyces antibioticus. It is a white crystalline com-
pound, insoluble in water, but readily soluble and stable in
the presence of gastric juice. The compound has a molecular
weight of 814 and corresponds to the empirical formula
CyHgNO . .
Inert ingredients in the formulation are: hard gelatin
capsules (which may contain inert ingredients); lactose;
magnesium stearate; sodium lauryl sulfate; starch.
ACTIONS

TAO is an antibiotic shown to be active in vitro against the
following gram-positive organisms:

Streptococcus pyogenes

Diplococcus pneumoniae

Susceptibility plate testing: If the Kirby-Bauer method of
dise sensitivity is used, a 15 meg. oleandomycin disc should
give a zone of over 18 mm when tested against a troleando-
mycin sensitive bacterial strain,

INDICATIONS

Diplococcus pneumoniae

Pneumococcal prieumonia due to susceptible strains.
Streptococeus pyogenes

Group A beta-hemolytic streptococeal infections of the upper
respiratory tract.

Injectable benzathine penicillin G is considered by the
American Heart Association to be the drug of choice in the
treatment and prevention of streptococcal pharyngitis and
in Jong term prophylaxis of rheumatic fever.
Troleandomycin is generally effective in the eradication of
streptococei from the nasopbarynx. However, substantial
data establishing the efficacy of TAO in the subsequent pre-
vention of rheumatic fever are not available at present.

CONTRAINDICATIONS

Troleandomycin is contraindicated in patients with known
hypersensitivity to this antibiotic.

WARNINGS .

Usage in Pregnancy: Safety for use in pregnancy has not
been established.

The administration of troleandomycin has been associated
with an allergic type of cholestatic hepatitis. Some patients
receiving troleandomycein for more than two weeks or in re-
peated courses have shown jaundice accompanied by right
upper quadrant pain, fever, vomiting, eosinophilia
and leukocytosis. These changes have been reversible on
discontinuance of the drug. Liver function tests should be
monitored in patients on such dosage, and the drug discon-
tinued if abnormalities develop. Reports in the literature
have suggested that the concurrent use of ergotamine-con-
taining drugs and troleandomycin may induce ischemic re-
actions. Therefore, the concurrent use of ergotamine-con-
taining drugs and troleandomycin should be avoided.
Troleandomycin should be administered with caution to pa-
tients concurrently receiving estrogen containing oral con-
traceptives.

Studies in chronic asthmatic patients have sugpested that
the concurrent use of theophylline and troleandomycin may
result in elevated serum concentrations of theophylline.
Therefore, it is recommended that patients receiving such
concurrent therapy be observed for signs of theophylline
toxicity, and that therapy be appropriately modified if such
signs develop.

PRECAUTIONS

Troleandomycin is principally excreted by the liver,
Caution should be exercised in administering the antibiotic
to patients with impaired hepatic function.

ADVERSE REACTIONS

The most frequent side effects of troleandomycin prepara-
tions are gastrointestinal, such as abdominal cramping and
discomfort, and are dose related. Nausea, vomiting, and di-
arrhea occur infrequently with usual oral doses.

During prolonged or repeated therapy, there is a possibility
of overgrowth of nonsusceptible bacteria or fungi. If such in-
fections occur, the drug should be discontinued and appro-
priate therapy instituted.

Mild allergic reactions such as urticaria and other skin
rashes have occurred. Serious allergic reactions, including
anaphylaxis, have been reported.

DOSAGE AND ADMINISTRATION

Clinical judgment based on the type of infection and its se-
verity should determine dosage within the below listed
ranges. .

Adults: 250 to 500 mg 4 times a day

Children: 125 to 250 mg (3-5 mg/lb or 6.6 to 11 mg/kg) every
6 hours

When used in streptococeal infection, therapy should be con-
tinued for ten days. i

HOW SUPPLIED
TAO is supplied as:
Capsules 250 mg: Each capsule contains troleandomyein
equivalent to 250 mg of oleandomycin; bottles of 100 (NDC
0049-1590-66).

Revised July 1995

69-1800-00-8
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DESCRIPTION

Terra-Cortril suspension combines the antibiotic, oxytetra-
cycline HCI (C,,H,(N,04'HCI) and the adrenocorticoid, hy-
drocortisone acetate (Cy3Hj3,04). Each ml of Terra-Cortril
contains Terramycin {(oxytetracycline HCI) equivalent to
5 mg of oxytetracycline; and 15 mg of Cortril (hydrocorti-
sone acetate) incorporated in mineral oil with aluminum tri-
stearate.

For Ophthalmic Use Only.

CLINICAL PHARMACOLOGY

Corticostercids suppress the inflammatory response to a va-
riety of agents and they probably delay or slow healing.
Since corticoids may inhibit the body's defense mechanism
against infection, a concomitant antimicrobial drug may be
used when this inhibition is considered to be clinically sig-
nificant in a particular case.

The anti-infective component in the combination is included
to provide action against specific organisms susceptible to
it.

Terramycin is considered active against the following micro-
organisms: o
Rickettsiae (Rocky Mountain spotted fever, typhus fever
and the typhus group, Q fever, rickettsialpox and tick fe-
vers),

Mycoplasma pneumoniae (PPLO, Eaton Agent),

Agents of psittacosis and ornithosis,

Agents of Iymphogranuloma venercum and granuloma in-
guinale,

The spirochetal agent of relapsing fever (Borrelia recur-
rentis ).

The following gram-negative microorganisms:
Haemophilus ducreyi {chancroid),

Pasteurella pestis and Pasteurella tularensis,

Bartonella bacilliformis,

Bacteroides species,

Vibrio comma and Vibrio fetus,

Brucella species (in conjunction with streptomycin).
Because many strains of the following groups of microor-
ganisms have been shown to be resistant to tetracyclines,
culture and susceptibility testing are recommended.
Oxytetracycline is indicated for treatment of infections
caused by the following gram-negative microorganisms,
when bacteriologic testing indicates appropriate susceptibil-
ity to the drug:

Escherichia coli,

Enterobacter aerogenes (formerly Aerobacter aerogenes),
Shigella species, .

Mima species and Herellea species,

Haemophilus influenzae (respiratory infections),

Klebsiella species (respiratory and urinary infections).
Oxytetracycline is indicated for treatment of infections
caused by the following gram-positive microorganisms when
bacteriologic testing indicates appropriate susceptibility to
the drug:

Streptococcus species:

Up to 44 percent of strains of Streptococcus pyogenes and 74
percent of Streptococcus faecalis have been found to be re-
sistant to tetracycline drugs. Therefore, tetracyclines
should not be used for streptococcal disease unless the or-
ganism has been demonstrated to be sensitive.

For upper respiratory infections due to Group A beta-hemo-
Iytic streptococci, pencillin is the usual drug of choice, in-
cluding prophylaxis of rheumatic fever.

Diplococcus pneumoniac,

Staphylococeus aureus, skin and soft tissue infections, Oxy-
tetracycline is not the drug of choice in the treatment of any
type of staphylococeal infections.

When penicillin is contraindicated, tetracyclines are alter-
native drugs in the treatment of infections due to:
Neisseria gonorrhoeae,

Treponema pallidum and Treponema pertenue (syphilis and
yaws),

Listeria monocytogenes,

Clostridium species,

Bacillus anthracis,

Fusobacterium fusiforme (Vincent's infection),

Actinomyces species,

Tetracyclines are ind d in the treatment of trach al-
though the infectious agent is not always eliminated, as
judged by immunocfluorescence.

Inclusion conjunctivitis may be treated with oral tetracy-
clines or with a combination of oral and topical agents.
When a decision to administer both a corticoid and an anti-
microbial is made, the administration of such drugs in com-
bination has the advantage of greater patient compliance
and convenience, with the added assurance that the appro-
priate dosage of both drugs is administered, plus assured
compatibility of ingredients when both types of drug are in
the same formulation and, particularly, that the correct vol-
ume of drug is delivered and retained. -
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