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“When you suspect
B-lactamase-resistant
.- bronchitis and
- pneumonia*
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Augmentin:
8 years of

efficacy

A

Active against
important pathogens—
H. influenzae,

M. catarrhalis and

S. pneumoniae’

A

Actively destroys
B-lactamase resistance*”
A

Clinical response rate
of 98% in bronchitis
and pneumonia'

undiminished
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F ol * For susceptible strains of indicated organisms.
74 + In vitro activity does not necessarily imply in vivo efficacy.
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contraindications, warnings, precautions and adverse
reactions on the next page.
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beta-lactamases. Am J Med 1985:79 (suppl 5B):2-12.

© SmithKline Beecham, 1992

SmithKiine Beecham
Pharmaceuticals

Philadelphia, PA 19101

Please see brief summary of prescribing information for

lactamases Lo bacterial resistance and mechanisms to inhibit
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Augmentin® :
amoxicillin/clavulanate potassium

See lete prescribing mation in SmithKline Beecham Ph

cals literature or PDA. The foillowing is a brief summary.

Indications and US'?ge:Augmmmis indicated in the trealment of infections caused by
USCH in the condil

Lower Respiratory Tract infections caused by B-lactamase-producing strains of Hemophi-

lus influenzae m’gMnraxeﬂa (Branhamelta) c.! (arthals. ;

QOlitis Media caused by B-lact strains of Hemop influenzae and
sl (B }

anhamella) Calarrhalls :
Sinusilis caused trég lactamase:producing slrains of Hemophilus influenzae and Morax-
ella (Branfiamella) calanals. /
Skin and Skin Strueture Infections caused by B-laclamase-producing straing of Staphylo
caccus aureus, E. coli,and Kiebsrelia spp. ¥ & .
Uninary Tract Infechions caused by B-lactamase producing strains of £. colf, Kiebsielia spp.
and Enlerobacter spp.
While Augmenin is indicated only for the conditions listed above, infections caused by
ampicillin-susceplible ur?amsm_s are also amenable 1o Augmentin frealment due to ils
amoxicillin content. Therelore, mixed infections caused by ampicillin susceptible organ-
isms and B-lactamase-producing orga 10 Aug: should nol reguire
the addition of another antibiotic.
Bacleriological studies, lo delermine the causalive organisms and their susceptibility to

il , sh per| together with any indicated g

Therapy may be inshituted ‘Jliw 10 obtaining Ihe resulls from bacleriological and suscepti-
bility sfudies to delermine Ihe causalive organisms and their suscentibility to Augmentin
‘when there is reason to believe the infection may involve any of the ﬂ-ractamasz#mduung
organisms listed above. Once the results are known, (herapy should be adjusted,
appropriate
Contraindications: A history of allergic reactions to any penicillin is a coniraindication.
WARNINGS: SERIOUS AND OCCASIONALLY FATAL HYPERSENSITIVITY (ANAPHYLAC:
TOID) REACTIONS HAVE BEEN REPORTED IN PATIENTS QN PENICILLIN THERAPY.
AT} i UGH ANAPHYLAXJSTIS MORE FREQUENT FOLLOWING PARENTERAL THERAPY,

AUGMENTII
INSTITUTED. SERIOUS ANAPHYLACTOID REACTIONS REQUIRE IMMEDIATE
EMERGENCY TREATMENT WITH EPINEPHRINE. OXYGEN, INTRAVENOUS STE-
ROIDS, AND AIRWAY MANAGEMENT, INCLUDING INTUBATION, SHOULD ALSO
BE ADMINISTERED AS INDICATED.

Pseudomembranous colitis has been reported with nearly all antibacterial
agents, including Augmentin, and has ranged in severity from mild ta life-
threatening. Therefore, it is important to consider this diagnosis in patients
who "&mm with diarrhea subsequent to the administration of antibacterial
agents.

Trealmenl wilh anlibaclerial agents allers [he normal flora of the colon and mw)ermﬂ
overgrowth of closlridia. Sludies indicate that a toxin produced by Clostridium difficile is.
one primary cause of “antibiotic associaled colitis”
Mild cases of pseudomembranous colilis usually respond lo drug disconlinuation alone.
In moderale to severe cases, consideration should be given lo management with fluids
and electolytes, ﬁ:mlem supplementalion and treatment with an oral antibiolic drug effec-
live against C. difficie.
Precautions: General: While Augmentin possesses the characteristic low loxicily of the
penicilin group of antibiotics, periodic assessment of organ system funclions, including
fenal, hepalic and lunction, is advisable during prolonged therapy:
A high percentage of palients with monanucleosis who receive ampicillin nwe[nﬁl a skin
rasi}‘ Thus, ampicillin class antibiotics should not be adminisiered to patients with mono-
nuCleosis
Ihedpcssimlily of superinfections with mycatic or bacterial pathogens should be kept in
mind during lheragy It superinfections occur (usually involving Pseudomonas or
Candida), the drug should be discontinued andlor appropriale therapy insituled.
Drug Interactions: Probenecid decreases the renal lubular secretion of amoxicillin.
Cuncprlr‘enluse with Augmentin may result in increased and prolonged blood levels of
amaxicillin.
The concurrent administration of allopurinol and ampicillin increases substantially the
incidence of rashes in palients receiving both drq%s as compared to palienls receiving
ampicillin alone. It s not known whether [his polentiation of ampicillin rashes is due to allo-
purinol or the hyperuricemia present in hese palients. There are no data with Augmentin
and allopurinol adminislered concurrently.
Augmentin should nol be co-admi with Antabuse® (d
is, M is, | of Fertility: Long lerm sludies in ani
mals have nol been performed lo evaluale carcinagenic or mutagenic polential
Pregnancy (Cat un{ B): Reproduction studies have been performed in mice and rals
al doses up 10 len (10) limes the human dose and have revealed no evidence of impaired
fertilty or narm to the felus due to Augmeniin. There are, however, no adeguale and well
controlled studies in pregnant women. Because animal reproduction sfudies are not
aMaE predictive of human response, this drug should be used during pregnancy anly if
clearly needed
Labor and Delivery: Oral ampicillin class anlibiotics are generally poorly absorbed dur-
ing labor. Studies in guinea pigs have shown thal intravenaus administration of ampicillin
decreased [he ulerine lone, irequency of contractions, height of contractions and duration
of contraclions. However, it is not known whether the use of Augmentin in humans during
labor or delivery has immediate or delayed agverse effects onthe fetus, prolongs the dura
tion of labor or increases Whe likelihood thal forceps delivery or other obstelrical inferven-
lion or resuscilation of the newborn will be necessary.
Nursing Mothers: Ampicillin class antibiolics are excreted in the milk; therefore, caution
should be exercised when Augmentin i loa 0 1.
Adverse Reactions: Augmentin is generally well loleraled. The mai‘mily of side effects
observed in clinical Irials were of a mild and fransient nalure and less than 3% of palients.
discontinued therapy because of drug related side efiects. The mos! frequently reported
adverse eflecls were diarthealloose stools (99%), nausea (3%), skin rashes and urlicaria
(3%), vomiting (1%6) and vaginilis (1%).
The overall incidence of side effects, and in parlicular diarthea, increased with the higher
recommended dose. Other less Irequently reported reactions nclude: abdominal discom
fort, flatulence and headache.
The lollowing adverse reactions have been reported for ampicillin class antibiotics:
Gaslrointestinal: Diarrhea, nausea, vm\ling, indigestion, gaslritis, stomalitis, glossitis,
C] alr\' ongue, enlerocolis and pseudomembranous colitis. Onset of omem-
branous colitis symptoms may occur during or after anfibiotic irealment (see WARNINGS)
Hypersensitivity reactions: Skin rashes, urlicaria, angioedema, serum sickness.like reac-
ions {uricania or skin rash accompanied h} arthribisfarthralgia, myalgia, and frequently
lever), erythema muliforme (rarely Stevens-Johnson Syndrome), and an occasional case
olialive dermatitis have been reported. These reactions may be conliolled with anti
nistamines and, if necessary, systemic corlicosleroids. Whenever such reaclions oceur,
the drug should be discontinued, unless the opinion of the physician dictales otherwise.
Setious and occasional falal hypersensilivity (anaphylaclic) reactions can accur with oral
penicillin (See WARNINGS).
Liver: A moderale rise in AST (SGOTLﬁndfur ALT (SGPT) has been noted in patients
Trealed with ampicillin class anibiotics but the significance of these findings is unknown.
Hepalic dyslunction, mc[ud\ngnlgcmas&s in serum lransaminases (AST and/or ALT), se
rum bilirubin andlor alkaline phosphalase, has been infrequently reported ww|h;1;lngmm!-n‘
hislologic findings on liver biopsy h: led of  cholestatic, hepa-
tocellular or mixed cholestatic-hepalocellular changes. The onsel of Sl?mlsyrnptoms of
hmﬂc dysfunction may occur during or after therapy. Complefe resolufion has occurred
with lime.

Hemic and Lm%ﬁc Syslems: Anemia, thrombocytopenia, thrombocylopenic purpura,
eosinophilia, [eukopenia and agranulocylosis have been repufleddunng]mawwﬂh en-
icillins. These reaclions are usually reversible on discontinuation of therapy and are
believed lo be hy rsmsmm!gphenumena. Aslight thrombocytosis was noted in less than
1% of the patients lreated with Augmentin,
Cenral Nervous Syslem: Reversible hyperaclivity, agitation, anxiety, insomnia, confusion,
Dehavioral changes, andfor dizziness have been reporled rarely.
Dosage and Administration: The Augmentin 250 IHP tablet and the 250 mg
chewable tablet do nof contain the same amount of clavulanic acid (as the po-
tassium salt). The Augmentin 250 mg tablet contains 125 mg of clavulanic
acid, whereas the 250 mg chewable tablet contains 62.5 mg of clavulanic acid.
Therefore, the Augmentin 250 mg tablet and the 250 mg chewable tablet
shauld nof be subsfituted for each er, as they are not interchangeable.
Since both the Augmentin 250 mg and 500 mg tablets contain the same amount
of clavulanic acid (125 mg, as the potassium salt), two Augmentin 250 mq tai
lets are nol equivalent to one Augmentin 500 mg tablet. Therefore, two
Augimmmzwmg tablets should nof be s 500 mg
1ablet for treatment of more severe infections.
Dosage: Adults: The usual adult dose is one Augmentin 250 mg lablel every eight
hours. For more severe infections and infections of the respiralory tract, the dose should
‘e one Augmentin 500 myg tablet every eight hours.
Children: The usual dose is 20 mgt:g‘day, based on amoxicilin component, in divided
doses every eight hours. For olilis media, sinusitis and lower respiratory Iract infections,
the dose should be 40 mglkgiday, based on the amoxicilin cnm%nnenl. in divided doses
every eighl hours. Severe infections should be trealed with the higher recommended dose.
Cnil?jrelp weighing 40 kg and more should be dosed according lo the adull recom-
ndalions.
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