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been reporled with nearty al antbacterial agents, including Amoclan, and

® Pseudomembranous colitis
AMOCLAN has ranged in severity from mild to Me—thrnmmg, therefore, it i |mporlﬂm to consider this diagnosis in
(Amoxicillin and Clavulanic acid) patients who present with di agents.
ACTION Treatment with antibacterial alters the normsl flora of the cobn and may permit overgrowth
Amoxicilin is a semisynthetic antibiotic with a broad spectrum of activity of clostrdia. Studies indicate that a toxin produced by Clostrilum diffcileis one primary cause of
gram-positive and gram-negative microorganisms. Amoxicilln is, however, to by i colit the diagnosis of pseudomembranous coliis has been established,
B-lactamases, and therefore, the spectrum of activity does not include organisms which pr these appropriate therapeutic should be initiated. Mild cases of pseudomembranous colitis usually
enzymes. Clavulanic acid is a B-lactam, structurally related to the penicilins, which possessd the ability to respond to drug discontinu: 3 S
inactivate a wide range of B-lactamase enzymes commonly found in microorganisms resistdit o penicillins In moderate to severe cases, should be given foteny with iy
and cephalosporins. In particular, it has good activity against the clinically important plasmi ed protein with an rug umw:uy effective against C. difci
frequently for drug resistance. The formulation of and colitis. Amoclan shouid be usellwith caution in patients with evidence of hepatic . Hepatic
ciavulamc acid in Amoclan protects amoxicillin from degradation by B-lactamase snzswymr eﬂactweavryu toxicity associated with the use of Amocian is usually reversible.
xtends of amoxicillin to include many bacteria normally resi PRECAUTIONS
:msr mmmﬁmﬁ"ﬂ. ‘Amoclan possesses the properties of a broad-spectrum anf Fbﬂc anda General: While Amocian the characteristic low hxmy of the penicillin group of antibiotics,
B-lactamase inhibitor. | periodic assessment of organ functions, hepatic, and function, is
prossinss i i i i o is who receiv illin develop an erythematous skin
Amoxicillin/clavulanic acid has been shown to be active against most strains of the following Ahigh of patients y receive ampicilin
microorganisms, both in vitro and in clinical infections: rash. Thus, ampicillin-class anfibiotics shouid not be to patients with
Gram-Positive Aerobes. | The possibility nl with mycotic or bacterial pathogens should be kept in mind during
aureus (B and non B-k duci i whicll ae resistant therapy. If (usually involving as or Candid), the drug should be
[ must be resistant to ic acid. and/or instituted. lan in the absence of a proven or
;mﬂagam Aerobes: stvongl‘y suspected bacterial infection or a pmphyiwx: indication = unllkely to provide benefit to the patient
Enterobacter species (Afthough most strains of Enterobacter spwe;d Bn;yresns(am in vitro, dlinical efficacy mlcrsams the risk of the of drug-resistant bacte
demonstrate Amoclan in urinary tract infections caut these organisms interactions:
Eacherion coli (B-k :d e and non B-k “ary ilus influenzae and Proseneck decre the rengl tubular secretion of amoxicillin. Concurrent use'wim Amocian m:):" e
species (All known sireins are B result in lmased and rolonged blood levels of amoxicillin. Coadministration of probenecid cans
P T K e Beiiration ofshoputino and el ncreasos subcantaly e~
The following in vitro data are available, bt ther cinical significance is unknown. incidence of mmg in both drugs as compared to patients receiving ampicillin alone. It is
Amoxicillin/clavulanic acid exhibits in vitro minimal inhibitory concentrations (MICs) of 2 not known whether this of ampicillin rashes is due to allopurinol or the hyperuricemia present
lassagalnslmst(zso%)mnsa'sueplmus pneumoniae; MICs of 0.06 meg/mi or inst in these patients. There '.IM WWWM Incommon NN
most (290%) strains of Neisseria MICs of 4 meg/mi or less against most 'S with other broad-spectrum he efficacy of ——
of staphylococei and anaerobic bacteria; and MICs of 8 meg/mi or less against most (290 SIDE EFFECTS : ="
of other listed organisms. However, with the exception of organisms shown to respond to a Amoclan is generally well . Tha majer«y of side effects observed in clinical trials were of a Mild  T—
alone, the safety and effectiveness of amoxicillin/clavulanic acid in treating clinical infe eto and ransient nature and less! 5% Bl lacortinued SHarpy Biecaues of dritkralated Aia. T
these microorganisms have not been established in adequate and well-controlled clinical tri@ilé. Because effects. The most frequentiy m S O stools (99%), nausea (3%), skin IS
amoxicillin has greater in vitro activity against S. pneumoniae than does ampicillin or peniciil, the majority rashes and urticaria (3%), ng (1%) and vaginitis (1%). The overall incidence of side effects, and in  s—
of S. strains with i to ampicilin or penicilln are fully ble to sl arrien ) he higher by frem—
amoxicillin. Other less frequently £ ol woocindt discomfort, flatulence, and headache. [ —
Gram-Positive Aerobes: The following adverse reactionis have been reported for ampicillin-class antibiotics:
faecalis, idis (B-1 and non B-1 Gastrointestinal: diarthea, nauisea, vammng m;gm.m gastritis, stomatits, glossits, black tongue,
icus (B-lact and non B-lact producing), i colitis. Onset of
Streptococcus pyogenes, viridans group Streptococcus pseudomembranous colitis symptoms may occur during or after antibiotic freatment.
Gram-Negative Aerobes: B . itivity Reactions: 'es, pruri 'serum sickness like reactions
Eikenella corodens (B-lactamase and non B-lactamase Neisseria (urticaria or skin rash by anhrma anma]gla. myalgia, and frequently mev). erythema
and non B-lactamase producing), el gt o (B-lactamase and non B-lactamase multforme (arely Stevens-Jofinson Diatthosts, st on
Anmaiacc Baclea: occasional case of exfoli s (including toxic epidermal necrolysis) have been reported. These
Bacteroides spsms Im:!udlng Bal.‘termdes fraqlhs (B-tactamase and non B-lactamase prod il i o 7 o s o e
reactions occur, the dmg lbe discontinued, unless the opinion of the physician otherwise.

Serious and

reactions
trsaﬁngoanaindinicalirﬂeaimsduewmsgorganlm& Liver: mousmensemAST andlor ALT (SGPT) has been noted in patients treated with
These are non B-lactamase producing organisms, and therefore, are le to ampicilin-class antibiotics butithe significance of these findings is unknown. Hepatic dysfunction, including
Amocian is indicated in the treatment of infections caused by strains of the increases in serum (AST and/or ALT), serum bilirubin, and/or alkaline phosphatase, has
organisms in the conditions listed below: ¢ 3 been infrequently reported . It has been reported more commonly in the elderly, in males, or
Lower. Tract. by B-& producing strains of H. M. in patients on prolonged The histologic findings on liver biopsy have consisted of predomlnarmy
catarrhalis. : ; 2 i i ! changes. The onset of si
Otitis Media caused by B-lactamase producing sirains of H. influenzae and M. catarrhalis. hepatic dysfunction may ring or several weeks after therapy has been discontinued. The hspanc
Sinusitis caused by B-lactamase producing strains of H. influenzae and M. catarrhalis. 1 dysfunction, which may be seyere, is usually reversible.
Skin and Skin Structure Infections caused by B-lactamase producing strains of S. aureus, B\ €0i, and Renal-ntersitial nephriis maturia have been reported rarely. Crystalluria has also been reported
Kiebsiella spp. Hemic and Lymphatic Syste anemla including hemolytic anemia, thrombocytopenia, thrombocytopenic:
Urinary Tract Infections caused by B-lactamase producing strains of E. coli, Kiebsiella spp., ahd purpura, eosinophil have been reported during therapy with penicillins.
Enterobacter spp. These reactions are usually ré mmble on discontinuation of therapy and are believed to be hypersensitivity
g'wf:nﬂnzsommm'smsgmn e A i s SR k. phenomena. A slight thrombogytosis was noted in less than 1% of the patients treated with Amoclan. There
ince. mg mg lan e same amount of clavul have been reports of incre: proth i receiving Amocl antioo
(125 mg, as the potassium salt), two 250 mg tabiets.of Amocian are not equivalent to.one tablet prothrombin fime in patients receiving Amoclan and anticoagulant therapy -
of Amoclan; therefore, two 250 mg tablets of Amocian should not be for one g tablet of Central Nervous System: anxiety, behavioral changes, confusion, convulsions, dizziness,
NMWZ" | insomnia, and reversible have been rarely.
:  tooth discoloraion (brown, yellow, or gray staining) has been rarely reported.
Adults: The usual adult dose is one 500 mg tablet of Amocian every 12 hours or one 250 mg tablet of Most reports occurred in pedialfic patients. Discoloration was reduced brushing
Amoclan every 8 hours. For more severe infections and infections of the respiratory tract, tHe dose cleaning in most cases. a 4 it i el e
should be one 875 mg tablet of Amoclan every 12 hours or one 500 mg tablet of Amocian e¥ery 8 hours. OVERDOSAGE |
Patients with impaired renal function do not generally require a reduction in dose unless Following | 3 Jud
is severe. Severely impaired patients with a glomerular filtration rate of <30 mUmin. should 2 symptoms including stomach
the 875 mg tablet. Patients with a glomerular fitration rate of 10 to 30 mi/min. should mg or e e ey i diathen gt ""“’"""""y or drowsiness have also been observed
250 mg every 12 hours, depending on the severity of the infection. Patients with a less i {7116 Gaso of o f
glomeruiar filration rate should recaive 500 mg or 250 mg every 24 hours, depending on salrty of the e i and institute supportive measures
infection. Hemodialysis patients shouid receive 500 mg or 250 mg every 24 hours, depend e drug o .,':zum v tea o o andcun an *’d“y’",“" B s o oMt
of the infection. They should receive an additional dose both during and at the end of di e A prospective study of 51 pediatric patients
impaired patients shoud be dosed with caution and hepatic function monitored at regular i :;'sg"' e clmfcl‘alggsym“m -y m oo than 250 mg/kg of amoxilin are not associated
Pediatric Patients: require gastric emptying.
= e Interstitial nephritis resulting in ricmnmmnnehasbeenmnaamamlnum'ocpmmsany
T e overdosage with amoxicillin. Cf munmmmmwm has also been reported
s {—AmocanBiD(a12h) | after amoxicilin In case of . adequate fluid intake
200 mg/smior and diuresis should be nmmmmmmmnu
400 mg/5ml oral suspension nt appears to B reversible with cessation of drug administration. High blood levels may
Ot media, Sinusis, occur more readily in patients With impaired renal function because of decreased renal clearance of
lower naspiralarh act infections 225 mghkg qi2h both amoxicilin and clavulanate. Both amoxicillin and clavulanate are removed from the circulation by
more severe infections j el
Less severe infections: STORAGE
strep throat, uncomplicated UTI 12.5 mg/kg q12h 67 8h Tablets: Store in a dry place, b n 15-25°C.
‘skin & soft tissue infections the powdet haayplaubmwssni.’rzs"c After reconstitution, keep in refrigerator
T o = and use within seven days.
patients weighing 40 kg or more should be dosed according to the adult PRESEUTOE NS
Administration:
- : Tablets
Amoclan may be taken without regard to meals; however, absorption of potassidim) is enhanced X 4 - s
when Amoclan is administered at the start of a meal. To minimize the potential for gastroi Amocian BID(1g); . Amoxicillin (as trihydrate) USP 875 mg and Clavulanic acid
intolerance, Amoclan should be taken at the start of a meal J - (ee potesskim) USE 425 mg 5
—_— SN il Amoclan FORTE (625mg): | Amoxicillin (as trihydrate)USP 500 mg and Clavulanic acid
NTRAI | (as potassium) USP 125 mg
Amocian is contraindicated in patients with a history of allefglc reactions to any penicilin. It also 3 Amocian (375 mg): 4 Amoxicillin (as trihydrate) USP 250 mg and Clavulanic acid
contraindicated in patients with a previous history of (as potassium) USP 125 mg
with Amocian. i Suspension |
WARNINGS ) Amocian BID (400 3 Amoxicilln (as P i
o (S ] " ] mg/5 mi). (5 (as )uugy:-m‘)r\rj: 400 mg and Clavulanic acid
penicilin therapy. Amocian BID (200 mg/5mi): | Amoxicilin (as trihydrate) USP 200 Clavul
These reactions are more likely to occur in individuals with a History of penicillin - (Esmjm)uspzaslw mg and lanic acid
or a history of sensitivity to multiple allergens. There have been reports of individuals with of Amoclan FORTE (312 mg/5mi) Amoxicillin (as trihydrate) USP 250 mg and Clavulanic acid
penicillin hypersensitivity who have experienced severe reactions when treated with cepl 3 | (as potassium) USP 62.5 mg*
Before initiating therapy with Amoclan, careful inquiry should be made conceming previous Amocian (156 mg/smi): | Amoxicillin (as trihydrate) USP 125 mg and Clavulanic acid
reamons 1o penicilins, oeph:lospofins or other allergens. If an allergic reaction occurs, should | (as potassium) USP 31.25 mg"
andthe o therapy instituted. Seriou ic reactions requl iate *per 5 m (after reconstitution)) |
treatment with Oxygen, steroids, and airway man including 1
intubation, should also be administered as indicated.
; |
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‘without consulting your doctor.

Keep medicament out of the reach of children
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