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| I_|_I_|_I_I | I_|_I_|_I_I therapeutic problem as there is no reason to use this combination for the treatment of pharyngitis.
- Contraindicated in patients with a previous history of Amoxicillin/ clavulanate potassium-associated cholestatic
jaundice/hepatic dysfunction.
For the use only of a Registered Medical Practitioner or a Hospital or a Laboratory. WARNING:
Before initiating therapy with Amoxicillin/clavulanic acid, careful inquiry should be made concerning previous
M CIav 625 hypersensitivity reactions to penicillins, cephalosporins, or other allergens. If an allergic reaction occurs, Amoxicillin
should be discontinued and appropriate therapy instituted. Serious anaphylactic reactions require immediate emergency

IS Amoxicillin and Clavulanate Potassium Tablets USP treatment with epinephrine. Oxygen, intravenous steriods, and airway management, including intubation, should also be

€ administered asindicated.

o COMPOSITION: ) Pseudomembranous colitis may occur with Amoxicillin/clavulanic acid, and may range in severity from mild to life-
Each film coated tablet contains: threatening. Therefore, it is important to consider this diagnosis in patients who present with diarrhea subsequent to the
Amoxicillin Trihydrate administration of Amoxicillin/clavulanic acid.
equivalentto Amoxicillin.......... 500mg Treatment with Amoxicillin/clavulanic acid alters the normal flora of the colon and may permit overgrowth of clostridia.
Clavulanate potassium Studiesindicate thatatoxin produced by Clostridium difficile is a primary cause of “antibiotic-associated colitis.”
equivalentto Clavulanicacid....125mg After the diagnosis of pseudomembranous colitis has been established, appropriate therapeutic measures should be
DESCRIPTION OF PRODUCT: initiated. Mild cases of pseudomembranous colitis usually respond to drug discontinuation alone. In moderate to severe
Myclav - 625: White, film-coated, oval shaped, plain biconvex tablets with thickness-6.5 mm to 7.0 mm, Length- cases, consideration should be given to management with fluids and electrolytes, protein supplementation, and treatment
19.50 mmto 19.7mm. width-9.5 mm 0 9.7 mm. ’ ’ with an antibacterial drug clinically effective against Clostridium difficile colitis.

CLINICAL PHARMAbOLOGY: Amoxicillin/clavulanate potassium should be used with caution in patients with evidence of hepatic dysfunction. Hepatic
PHARMACODYNAMICS: toxicity associated with the use of Amoxicillin/clavulanate potassium is usually reversible. On rare occasions, deaths have
h NI . . - . been reported (less than one death reported per estimated 4 million prescriptions worldwide). These have generally been
Resistance to many antibiotics is caused by bacterial enzymes which destroy the antibiotic before it can act on the f f - ; f f N
pathogen. The clavulanate in Myclav anticipates this defence mechanism by blocking the B-lactamase enzymes, thus g?géiﬁ.?%aﬁ%q with serious underlying diseases or concomitant medications.
rendering the organisms sensitive to amoxicillin's rapid bactericidal effect at concentrations readily attainable in the body. - S . - - - -
Clavulanate by itself has little antibacterial activity; however, in association with amoxicillin as Myclav, it produces an While Amoxicillin; clavulanate potassium possesses the characteristic low toxicity of the penicillin group of antibiotics,
antibioticagentofbroadspectrumwithwideapplicat’ioninhosf)italandgeneralpractice. ’ periodic assessment of organ system functions, including renal, hepatic and hematopoietic function, is advisable during
Myclavis bactericidal to a wide range of organismsincluding: prolonged_therapy. . . . . - .
Gram-positive - Ahigh percentage of patients with mononucleosis who receive ampicillin develop an erythematous skin rash. Thus,
AerobZS' Enterococcus faecalis*, Enterococcus faecium®*, Streptococcus pneumoniae, Streptococcus pyogenes, Amoxicillin/clavulanicacid should notbe administered to patients with mononucleosis.
Streptococcus viridans, Staphylococcus aureus®, Coagulase negative staphylococci* (including Staphylococcus - The possibility of super infections with mycotic or bacterial pathogens should be keptin mind during therapy. If super
epidermidis*) Coryneba;cterium species Bacillus anthracis* Listeria monocytogenes infections occur (usually involving Pseudomonas or Candida), Amoxicillin/clavulanic acid should be discontinued
Anaerobes: Clostridium species, Peptococcus species, Peptostreptococcus. . and/orappropnatetherapymsmuted.. . . . . .
Gram-negative Serious and occasionally fatal hypersensitivity reactions (including anaphylactoid and severe cutaneous adverse
Aerobes: Haemophilus influenzae*, Moraxella catarrhalis* (Branhamella catarrhalis), Escherichia coli*, Proteus reactions) have been reported in patients receiving therapy with beta-lactams. Before initiating therapy with Myclav 625,
mirabilis*, Proteus vulgaris*, Klebsiella species*, Salmonella species*, Shigella species*, Bordetella pertussis, Brucella careful inquiry should be made concerning previous hypersensitivity reactions to penicillins, cephalosporins, carbapenems
species, Neisseriagonorrhoeae*, Neisseria meningitidis*, Vibrio cholerae, Pasteurella multocida. or other beta-lactam agents. If an allergic reaction occurs, Myclav 625 must be discontinued immediately and appropriate
Anaerobes: Bacteroides species*including B. fragilis. alternative therapy instituted.
*Some members ofthese species of bacteria produce beta-lactamase, rendering them insensitive to amoxicillin alone.
PHARMACOKINETICS: INTERACTIONWITHOTHERMEDICAMENTS:
The pharmacokinetics of the two components of Myclav are closely matched. Peak serum levels of both occur about one - Probenecid decreases the renal tubular secretion of Amoxicillin. Concurrent use with Amoxicillin; clavulanate
hour after oral administration. Absorption of Myclav is optimised at the start of a meal. Both clavulanate and amoxicillin potassium may result in increased and prolonged blood levels of Amoxicillin. Co-administration of probenecid
have low levels of serum binding; about 70% remains free in the serum. cannotberecommended.
Doubling the dosage of Myclav approximately doubles the serum levels achieved. - Thereis no data available on the concurrentadministration of Amoxicillin/clavulanate potassium and allopurinol.
INDICATIONS: - Incommon with other broad-spectrum antibiotics, Amoxicillin/clavulanate potassium may reduce the efficacy of oral
Amoxicillin/clavulanate potassium is indicated in the treatment of infections caused by susceptible strains of the contraceptives.
designated organismsin the conditions listed below: PREGNANCYAND LACTATION:
Upperrespiratory tractinfections (including ENT) e.g. Tonsillitis, sinusitis, otitis media. Caution should be exercised when amoxicillin; clavulanate potassium is administered to pregnant women and nursing
Lowerrespiratory tractinfections e.g. Acute exacerbation of chronic bronchitis, lobarand bronchopneumonia. mothers.
Genito-urinary tractinfections e.g. Cystitis, urethritis, pyelonephritis. SIDEEFFECTS:
Skinand softtissue infections, e.g. boils, abscesses, cellulitis, wound infections. The adverse drug reactions with Amoxicillin/clavulanic acid are diarrhea/loose stools, nausea, skin rashes and urticaria,
Bone and jointinfections e.g. Osteomyelitis. vomiting and vaginitis. The overall incidence of side effects, and in particular diarrhea, increased with the higher
Dentalinfections e.g. dento alveolarabscess. recommended dose.
géhgroian'\encéisgsE%%(s)espéi.c abortion, puerperal sepsis, intra-abdominal sepsis. Skin and subcutaneous tissue disorders:
Usual dosages for the treatment of infection: Frequency 'very rare': Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS).
SYMPTOMS AND TREATMENT OF OVERDOSE:
Adults and children over 12 years One Myclav 625 mg Tablet two times daily; Overdosage may include asymptomatic symptoms such as gastrointestinal symptoms including stomach and abdominal
Severe infections : One Myclav 625 mg Tablet three times daily. pain, vomiting, and diarrhea. Rash, hyperactivity, or drowsiness may also be observed.
In case of overdosage, discontinue medication, treat symptomatically, and institute supportive measures as required. If the
X . overdosage is very recent and there is no contraindication, an attempt at emesis or other means of removal of the drug from the
Not recor_nmende_d in c_hlldren .of 12yearsandunder. stomach may be performed.
Dosagt.e inrenalimpairment: Interstitial nephritis resulting in oliguric renal failure may occur after overdosage with Amoxicillin. Renal impairment appears to be
Adults: reversible with cessation of drug administration. High blood levels may occur more readily in patients with impaired renal function
Mild impairment Moderate impairment Severe impairment because of decreased renal clearance of both Amoxicillin and clavulanic acid. Both Amoxicillin and clavulanic acid may be
(Creatinine clearance>30 ml/min) (Creatinine clearance 10-30 ml/min) (Creatinine clearance<10 ml/min) removed from circulation by hemodialysis.
STORAGE:
_ Store below 30°C.
No change in dosage One 625 mg tablet 12 hourly. Not recommended. Keep medicines out of reach of children.
SHELFLIFE:
Dosage in hepaticimpairment: 24 Months.
Dose with caution; monitor hepatic function atregularintervals. PRESENTATION:
ADMINISTRATION: Each pack contains: 10 Strips of 10 Tablets each.
Oral Tablets: To minimise potential gastrointestinal intolerance, administer at the start of a meal. The absorption of Myclav 2 Strips of 7 Tablets each. H'E':\?gf:g:;@'f&ﬁ?};‘grs";ginz'
is optimised when taken at the startof ameal. (Reg.No 298278-@
Duration of therapy should be appropriate to the indication and should notexceed 14 days withoutreview. ' , 74-3, Jalan Wangsa Delima 6,
CONTRAINDICATIONS: Manufactured in India by : KLSC Wangsa Maju,
- Patients with penicillin allergy should not be given Amoxicillin/clavulanic acid, as the Amoxicillin component s likely 53300 Kuala Lumpur, Malaysia
to precipitate a hypersensitivity reaction. UNICHEM 13016596
- Patients with suspected glandular fever, or pharyngitis who may be suffering from this condition, should not be given LABORATORIES LTD.
Amoxicillin/clavulanic acid, as the Amoxicillin component is likely to cause a maculopapular rash. This should not prove a Village Bnatauli Kalan, Baddi, Dist. Solan (H.) - 173 205. MAL No. MAL09111726AZ Date of Publication of Insert : October, 2025
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