
728 State Street   |   Madison, Wisconsin 53706   |   library.wisc.edu

Augmentin advertisement. 

[s.l.]: [s.n.], 1992

https://digital.library.wisc.edu/1711.dl/VSVTTDLTL3YPB9A

http://rightsstatements.org/vocab/InC/1.0/

The libraries provide public access to a wide range of material, including online exhibits, digitized
collections, archival finding aids, our catalog, online articles, and a growing range of materials in many
media.

When possible, we provide rights information in catalog records, finding aids, and other metadata that
accompanies collections or items. However, it is always the user's obligation to evaluate copyright and
rights issues in light of their own use.



‘S @ ©) 

When you suspect 
6§-lactamase-resistant 

> bronchitis and 
= SA pneumonia* 

y Augmentin’ x h ugmentin: 

: C adunuliied 
b 4 efficacy’ 
US A 

4 Active against 

; important pathogens— 
H. influenzae, 

=. To. bey. M. catarrhalis and 
See S. pneumoniae’ 

— ae 

y 5 

Actively destroys 

. R-lactamase resistance”? 
wig 
ie ; A 

os see 

a Clinical response rate 
of 98% in bronchitis 
and pneumonia’ 

eS 
“ee 

. 2 

ie —_ * For susceptible strains of indicated organisms. 

of + Invitro activity does not necessarily imply in vivo efficacy 

fi Please see brief summary of prescribing information for 
contraindications, warnings, precautions and adverse 

Ss reactions on the next page. 

- References: 1. Data on file, SmithKline Beecham 

Pharmaceuticals. 2. Brown R, Pinkerton R, Tuttle M: 

Respiratory infections in smokers. Am Fam Physician 

1987;36:133-140. 3. Neu HC: Contribution of beta- 

lactamases to bacterial resistance and mechanisms to inhibit 

ws beta-lactamases. Am J Med 1985;79 (suppl 5B):2-12. 

- © SmithKline Beecham, 1992 

, SmithKline Beech: 

= 
SB nena ae at 

=< 32a Philadelphia, PA 19101 on 

=



Augmentin® 
amoxicillin/clavulanate potassium 
See complete prescribing information in SmithKline Beecham Pharmaceuti- 
‘als literature or POR. The following is abrief summary. 
Ingications and Usage: Augmentin isindatedn he eae f feons cased by 
‘Susceplible strains of the designated organisms in the conditions listed below: 
Lower Respiratory Tract Infections caused by B-lactamase-producing strains of Hemophi- 
lisifuentasand Moree anfanel erfale 
Otitis Media caused by B-lactamase producing strains of Hemophilus influenzae and 

Morale rantanet cals 
‘Sinusitis caused by E factamase-producing strains of Hemophilus influenzae and Morax- 
la (ranfrele clara. 
‘Skin and Skin Structure Infections caused by B-lactamase producing strains of Staphylo- 
Coocus aureus. col and Kensela spp. 
Unnary Tract Infections caused by B-lactamase:producing strains of F. coli, Klebsiella spp. 
and Enterobacter spp. 
While Augmentin is indicated only for the conditions listed above, infections caused by 
ampicillin-susceptible arvana are also amenable to Augmentin treatment due to its 
amoxicilin content. Therelore, mixed infections caused by ampicilin susceplbe organ 
sms and B lactamase-producing organisms susceptible to Augmentin should not require 
the addition of another anibiotc 
Bacteriological sluies, to determine the causalve organisms and their susceptibility to 
Augmentin, should be pertormed together with any indicated surgical procedures. 
Therapy may be instituted [a ‘to obtaining the results from bacteriological and suscepti- 
billy studies to determin, the causative organisms and thei susceptibiy to Augmentin 
when there is teason to believe the infection may meaty ‘of the Bocas poery 
organisms listed above. Once the results are known, therapy should be adjusted, i 
appropriate 
Contraindications: A history of allergic reactions to any penicillin is a contraindication. 
WARNINGS: SERIOUS AND OCCASIONALLY FATAL HYPERSENSITIVITY (ANAPHYLAG: 

JOID) REACTIONS HAVE BEEN REPORIED IN PATIENTS ON PENICILLIN THERAEY 
ALTHOUGH ANAPHYLAXIS IS MORE FREQUENT FOLLOWING PARENTERAL THERAPY, 
TT HAS OCCURRED IN PATIENTS ON ORAL PENICILLINS. THESE REACTIONS ARE 
MORE LIKELY 10 OCCUR IN INDIVIDUALS WITH A HISTORY OF PENICILLIN HYPER. 
SENSITIVITY AND/OR A HISTORY OF SENSITIVITY TO MULTIPLE ALLERGENS, THERE 
HAVE BEEN REPORTS OF INDIVIDUALS WITH A HISTORY OF PENICILLIN HYPERSENSY 
TIVITY WHO HAVE EXPERIENCED SEVERE REACTIONS WHEN TREATED WITH CEPHA: 
LOSPORINS. BEFORE INITIATING THERAPY WITH ANY PENICILLIN, CAREFUL INQUIRY 
SHOULD BE MADE CONCERNING PREVIOUS HYPERSENSITIVITY REACTIONS 10 PEN. 
IGILLINS, CEPHALOSPORINS, OR OTHER ALLERGENS. IF AN ALLERGIC REACTION Oc: 
CCURS, AUGMENTIN SHOULD BE DISCONTINUED AND THE APPROPRIATE THERAPY 
INSTITUTED, SERIGUS 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 to life- 
threatening. Therefore, it is important to consider this diagnosis in patients 
who present with diarrhea subsequent tothe administration of antibacterial 
agents. 
‘Treatment with antibacterial agents alters the normal flora of the colon and may peril 
overgrowth of clostridia. Studies indicate that a toxin produced by Closindium difficile is 
‘one primary cause of “antibiotic associated colitis.” 
Mild cases of pseudomembranous colitis usually respond to drug discontinuation alone. 
In moderate to severe cases, consideration should be given to managepent with fluids 
and electrolytes, poten ‘Supplementation and treatment with an oral antibiotic drug effec: 
tive against C: difficile, 
Precautions: General: While Augmentin possesses the characteristic low toxicity of the 
peniilin group of antbtics, perdic assessment of organ system functions, including 
renal, hepatic and hematopoietic function, is advisable dunng prolonged therapy. 
A high percentage of patients with mononucleosis who receive ampicilin ee askin 
fat Thus, anpiiin dass anil shoud not be attr to patents wth mono 
rucleoss 

The possi ‘of superinfections with mycotic or bacterial pathogens should be kept in 
‘mind during ene It superinfections occur (usually involving Pseudomonas or 
Candida), the drug should be discontinued andor appropriate therapy instituted. 
Drug Interactions: Probenecid decreases the renal tubular secretion of amoxicillin. 
Goncurent ‘use with Augmentin may result in increased and prolonged blood levels of 
amoxeilin 
The concurrent administration of allopurinol and ampicillin increases substantially the 
incidence of rashes. pate recenan boll Le as compared to patients receiving 
ampicillin alone. It is not known whether this potentiation of ampicillin rashes is due to allo: 
‘purinol or the hyperuricemia present in these patients. There are no data with Augmentin 
and allopurinol administered concurrently. 
‘Augmentin should not be co-administered with Antabuse® (disulfram). 
Carcinogenesis, Mutagenesis, Impairment of rou: Long-term studies in ani: 
‘mals have not been performed to evaluate carcinogenic or mutagenic potential. 
Pregnant Jory B): Reproduction studies have been performed in mice and rats 

alaoses Bites ite human dose and have revealed no evidence of impaired 
fertility or harm to the fetus due to Augmentin. There are, however, no ae and well 
controled studies in pregnant women. Because animal reproduction studies are nol 
a predictive of human response, this drug should be used during pregnancy only if Cleary needed 
Labor and Delivery: Oral ampiciin cass antibiotics are genealy poorly absorbed dur 
ing labor. Studies in guinea piss, have shown that intravenous administration of ampicillin: 
‘decreased the uterine tone, frequency of contractions, height of contractions and duration 
of contractions. However, it is not known whether the use of Augmentin in humans during 
labor or delivery has immediate or on adverse effects on the es poe the dura: 
tion of labor or increases the likelihood thal forceps delivery or other obstetrical interven: 
tion or resuscitation of the newborn will be necessary. 
Nursing Mothers: Ampiciln class antibiotics are excreted in the mi; therlore, caution 
should be exercised when Augmentin sadminisered to a nursing woman, 
‘Adverse Reactions: Augmentin is generally well tolerated. The peony ot side effects 
observed in clinical trials were of a mild and transient nature and less than 34 of patients. 
discontinued therapy because of Sue ‘elated side effects. The most frequently reported 
adverse eects were carthealoose slools (9%), nausea (3%), skin rashes and urticaria 
(32%), vomiting (196) and vaginitis (19). 
‘The overall incidence of side elfects, and in particular diarthea, increased with the higher 
fecommended dose. Other less frequently reported reactions include: abdominal discom: fort, flatulence and headache. 
The following adverse reactions have been reported for ampicillin class antibiotics: 
Gastrointestinal: Diarrhea, nausea, wom: ently gastritis, stomatitis, glossitis, 
black ey longue, enterocolitis and pseudomembranous colitis. Onset of Rane 
branous colitis symptoms may occur during or after antibiotic treatment (see WARNINGS). 
Hypersensitviy reactions: Skin rashes, urticaria, angioedema, serum sickness like reac: 
Sas abe (urlicaria or skin rash accompanied by arlhritisiarthralgia, myalgia, and frequently 
tee erythema mulionme (ary Stevens Johnson Syndoe) and an Gecaiona case 
of extoliative dermatitis have been reported. These reactions may be controlled with anti 
histamines and, if necessary, systemic corticosteroids. Whenever such reactions occur, 
{he drug should be discontinued, unless the opinion of the physician dictales otherwise, 
‘Serious and occasional fatal hypersensitivity (anaphylactic) reactions can occur with oral 
peniciin (See WARNINGS). 
Liver: A moderate rise in AST eat aer ALT (SGPT) has been noted in patients 
frealed with ampicillin class antibiotics but the significance of these findings is unknown. 

Hepatic Sy SnCtOn: pouninorsss in serum transaminases (AST andlor ALT), se: 
‘um bilirubin andior alkaline phosphatase, has been infrequently reported OMe 
fhe ntlog indngs on ner bps have conse ol peony coe, hops 
tocellular or mixed cholestatic-hepatocellular changes. ‘onset of Sue Seton of 
peete cyst ‘may occur during or after therapy. Complete resolution has occurred wit ti 
Hemic and Lymphatic ‘Systems: Anemia, thrombocytopenia, thrombocytopenic purpura, 
eosinophil, leukopenia and agranulocytosis have been reported far esos a pe 
icilins. These reactions ae usually reversible on discontinuation ol therapy and ate 
believed to be! op sarsenly noe Asilight thrombocytosis was noted in less than 
1% of the patients treated with Augmentin. 
Central Nervous System: Reversible hyperactivity, agitation, anxiely, insomnia, confusion, 
Deaveal change, anor dzanesstavebeen eputt ay. 
Dosage and Administration: The Augmentin 250 me tablet and the 250 mg 
chewable tablet do nof contain the same amount of clavulanic acid (as the po- 
{asstum salt). The Augmentin 250 mg tablet contains 125 mq of elavulanic 
acid, whereas the 250 mq chewable table contains 62.5 mg of clavulanic aia 
Thefetore the Augmentin 250 mg tablet and the 250 my chewable tablei 
should nof be subsfituted for each other, as they are not interchangeable. 
Since bat he Augmentin 250 mg and 500 mg tablets contain the same amount 
of elavlane acid (12 mq. as the potassium sal) two Augmentin 250 mg tab 
lets are not equivalent to one ayuiestie 5 uA tablet. Therefore, two 
‘Augmentin 250 mg tablets should nol be substituted for one Augmentin 560 mq 
tablet for treatment of more severe infections. 
Dosage: Adults: The usual aul dose is one Augmentin 250 mg table every eight 
Hours. For more severe infections and infections of te respiratory rat, the dose should 
‘be one Augmentin 500 mg tablet every eight hours. 
Children: The usual dose is 20 malay, basa on amos component. in ded 
doses every cone hours. For otitis media, sinusitis and lower respiratory tract infections, 
the doe sou be 40 moldy based on the aici component n ded doses 
‘every eight hours. Severe infections should be treated with the higher recommended dose. 
Children weighing 40 kg and more should be dosed according to the adult recom: 
‘mendations. 
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