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Moxypen Forte 500 mg Capsules
Each capsule contains: Amoxicillin (as Trihydrate) 500mg
Moxypen Forte 250 mg powder for Suspension

Each 5ml contains: Amoxicillin (as Trihydrate) 250mg
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Infections caused by amoxycillin - susceptible organisms.
Prevention of bacteremia in patients at risk of developing bacterial endocarditis.
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5. OVERDOSAGE

[...]

Amoxicillin crystalluria, in some cases leading to renal failure, has been observed (see section 7 WARNINd
AND PRECAUTIONS).
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7. WARNINGS AND PRECAUTIONS
[...]

Hypersensitivity

Serious and occasionally fatal hypersensitivity (anaphylactoid) reactions have been
reported in patients on penicillin therapy. Hypersensitivity reactions can also progress to
Kounis syndrome, a serious allergic reaction that can result in myocardial infarction (see
section 8.3 POST-MARKET ADVERSE REACTIONS). Although anaphylaxis is more frequent
following parenteral therapy, it has occurred in patients following oral dosing of
penicillins. These reactions are more likely to occur in patients with a history of
hypersensitivity to beta-lactams and individuals with a history of sensitivity to multiple
allergens. There have been well-documented reports of individuals with a history of
penicillin hypersensitivity reactions who have experienced severe hypersensitivity
reactions when treated with cephalosporins. Before initiating therapy with a penicillin,
careful inquiry should be made concerning previous hypersensitivity reactions to
penicillins, cephalosporins and other allergens. If an allergic reaction occurs,
administration of Moxypen Forte (amoxicillin) should be discontinued and appropriate
therapy instituted.

Serious anaphylactoid reactions require immediate emergency treatment with
epinephrine. Oxygen, intravenous steroids, and airway management, including
intubation, should also be administered as indicated.

Drug-induced enterocolitis syndrome (DIES)

Drug-induced enterocolitis syndrome (DIES) has been reported mainly in children
receiving amoxicillin (see section 8.3 POST-MARKET ADVERSE REACTIONS). DIES is an
allergic reaction with the leading symptom of protracted vomiting (1-4 hours after drug
intake) in the absence of allergic skin or respiratory symptoms. Further symptoms could
comprise abdominal pain, diarrhea, hypotension or leukocytosis with neutrophilia. There
have been severe cases including progression to shock.

[...]

8.2 Clinical Trial Adverse Reactions

[...]

Renal Crystalluria (including acute renal injury) (see section 7 WARNINGS AND
PRECAUTIONS and 5 OVERDOSAGE). Interstitial nephritis (oliguria, proteinuria,
hematuria, hyaline casts, pyuria) and nephropathy are infrequent and usually associated
with high doses of parenteral penicillins; however, this has occurred with all of the
penicillins. Such reactions are hypersensitivity responses and are usually associated with
fever, skin rash and eosinophilia. Elevations of creatinine or blood urea nitrogen may
occur.

8.3 Post-Marketing Adverse Reactions

Gastrointestinal: Drug-induced enterocolitis syndrome has been reported in patients
receiving amoxicillin containing drug products. (see 7 WARNINGS and PRECAUTIONS,
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Immune, Hypersensitivity).

[...]

Skin and subcutaneous tissue disorders: Linear IgA disease has also been reported in
patients receiving amoxicillin containing drug products.

[...]
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