הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
(מעודכן 05.2013) 
תאריך 01/2014
שם תכשיר באנגלית ומס' רשיון:   -Augmentin 1 g Injection026-30-25090  , -Augmentin 500 mg Injection 026-29-25089
שם בעל הרישום GlaxoSmithKline (ISRAEL) Ltd   : 
טופס זה מיועד לפרוט ההחמרות בלבד !
בעלון לרופא
	ההחמרות המבוקשות

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	Contra-indications
	in patients with a history of hypersensitivity to beta-lactams, e.g. penicillins and cephalosporins
	 Hypersensitivity to the active substances, 
 to any of the penicillins or to any of the excipients.

	Special Warnings and Precautions for Use

	Erythematous rashes have been associated with glandular fever in patients receiving amoxicillin
	The occurrence at the treatment initiation of a feverish generalised erythema associated with pustula may be a symptom of acute generalised exanthemous pustulosis (AGEP) (see Section 4.8). This reaction requires Augmentin discontinuation and contra-indicates any subsequent administration of amoxicillin.

	
	Gastrointestinal disorders
Very rare  Antibiotic-          
associated colitis (including
pseudomembranous colitis and        haemorrhagic colitis) ar less likely to        occur after parenteral administration      
	Antibiotic-associated colitis has been reported with nearly all antibacterial agents including amoxicillin and may range in severity from mild to life threatening (see section 4.8).  Therefore, it is important to consider this diagnosis in patients who present with diarrhoea during or subsequent to the administration of any antibiotics.Should antibiotic-associated colitis occur, Augmentin should immediately be discontinued, a physician be consulted and an appropriate therapy initiated. Anti-peristaltic drugs are contra-indicated in this situation.

	Interaction with Other Medicinal Products and Other Forms of Interaction
	---------------
	    Methotrexate
Penicillins may reduce the excretion of methotrexate causing a potential increase in toxicity.

	
	---------------
	Mycophenolate mofetil
In patients receiving mycophenolate mofetil, reduction in pre-dose concentration of the active metabolite mycophenolic acid (MPA) of approximately 50% has been reported following commencement of oral amoxicillin plus clavulanic acid. The change in pre-dose level may not accurately represent changes in overall MPA exposure. Therefore, a change in the dose of mycophenolate mofetil should not normally be necessary in the absence of clinical evidence of graft dysfunction. However, close clinical monitoring should be performed during the combination and shortly after antibiotic treatment.

	Pregnancy and Lactation
	Lactation: Amoxicillin-clavulanate may be administered during the period of lactation.  With the exception of the risk of sensitization, associated with the excretion of trace quantities in breast milk, there are no known detrimental effects for the breast-fed infant.

	Lactation: Both substances are excreted into breast milk (nothing is known of the effects of clavulanic acid on the breast-fed infant).  Consequently, diarrhoea and fungus infection of the mucous membranes are possible in the breast-fed infant, so that breast-feeding might have to be discontinued.  Amoxicillin/clavulanic acid should only be used during breast-feeding after benefit/risk assessment by the physician in charge.

	Undesirable Effects
	-----------
	Nervous system disorders
Aseptic meningitis – frequency: Not known



מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב. שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע ירוק. 
 
