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	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון

	טקסט נוכחי
	טקסט חדש



	Foscavir is not recommended for treatment of CMV infections other than retinitis or HSV or for use in non-AIDS or non-immunocompromised patients.


	Interaction with other Medicinal Products and other Forms of Interaction


	Since Foscavir can impair renal function, additive toxicity may occur when used in combination with other nephrotoxic drugs such as aminoglycoside antibiotics, amphotericin B and cyclosporin A. Moreover, since Foscavir can reduce serum levels of ionised calcium, extreme caution is advised when used concurrently with other drugs known to influence serum calcium levels, like i.v. pentamidine. Renal impairment and symptomatic hypocalcaemia (Trousseau's and Chvostek's signs) have been observed during concurrent treatment with Foscavir and i.v. pentamidine. Abnormal renal function has been reported in connection with the use of foscarnet in combination with protease inhibitors associated with impaired renal function e.g. ritonavir and saquinavir.

The elimination of Foscavir may be impaired by drugs which inhibit renal tubular secretion.

There is no evidence of an increased myelotoxicity when foscarnet is used in combination with zidovudine (AZT). Neither is there any pharmacokinetic interaction between the two drugs.

	Since Foscavir can impair renal function, additive toxicity may occur when used in combination with other nephrotoxic drugs such as aminoglycoside antibiotics, amphotericin B and cyclosporin A. Moreover, since Foscavir can reduce serum levels of ionised calcium, extreme caution is advised when used concurrently with other drugs known to influence serum calcium levels, like i.v. pentamidine. Renal impairment and symptomatic hypocalcaemia (Trousseau's and Chvostek's signs) have been observed during concurrent treatment with Foscavir and i.v. pentamidine. Abnormal renal function has been reported in connection with the use of foscarnet in combination with protease inhibitors associated with impaired renal function e.g. ritonavir and saquinavir.

The elimination of Foscavir may be impaired by drugs which inhibit renal tubular secretion.

There is no evidence of an increased myelotoxicity when foscarnet is used in combination with zidovudine (AZT). Neither is there any pharmacokinetic interaction between the two drugs.
There is no pharmacokinetic interaction with ganciclovir, didanosine (ddI) or zalcitabine (ddC).



	Post-marketing and other experience

Reporting rates for events detected in studies other than those in the primary clinical trial database and/or from spontaneous post-marketing reports are shown in Table 3.

Table 3
Reporting rates for events detected in other clinical studies or from spontaneous post-marketing reports

SOC

Frequency

Event

Renal and urinary disorders

Common (≥1% and <10%)

Renal paina
Blood and lymphatic system disorders

Unknown

Neutropenia
Endocrine disorders

Unknown

Diabetes insipidus

Gastrointestinal disorders

Unknown

Pancreatitis

Skin and subcutaneous disorders

Unknown

Pruritus
Musculoskeletal disorders

Unknown
Myalgia
Investigations

Unknown

Blood amylase increased
Cardiac disorders

Unknown

Electrocardiogram QT prolongedb, Ventricular arrhythmia

Musculoskeletal disorders

Unknown

Muscular weakness, Myopathy, Myositis, Rhabdomyolysis
Investigations

Unknown

Blood creatine phosphokinase increased
a This reporting rate is based on 7 reports of renal pain from two prospective clinical trials involving 107 patients (trials 90FP48 and 91FP49). There were no reports in the primary clinical trial database; the post-marketing reporting rate is ‘Very rare’.  

b This reporting rate is based on 3 spontaneous reports of QT prolongation from 80000 patients.

	Overdose 

	Overdose symptoms, emergency procedures, antidotes 
Overdose has been reported during the use of Foscavir, the highest dose

being some 20 times the recommended dose. Some of the cases were relative

overdoses, in that the dose of drug used had not been promptly adjusted for

a patient experiencing reduced renal function.

There are cases where it has been reported that no clinical sequelae were

consequent on the overdose.

The pattern of adverse events reported in association with an overdose of

Foscavir is in accordance with the known adverse event profile of the drug.

Haemodialysis increases Foscavir elimination and may be of benefit in

relevant cases.


	Overdose symptoms, emergency procedures, antidotes 
Overdose has been reported during the use of Foscavir in 33 patients, the highest dose being some 20 about 10 times the recommended prescribed dose. Some of the cases were relative overdoses, in that the dose of drug used had not been promptly adjusted for a patient experiencing reduced renal function. There are cases where it has been reported that no clinical sequelae were consequent on the overdose. 28 of the patients experienced adverse events and 5 patients suffered no ill effects in connection with foscarnet overdosing. 4 patients died, one from respiratory/cardiac arrest 3 days after stopping foscarnet, one from progressive AIDS and renal failure approximately 2 months after the last foscarnet dose, one from end stage AIDS and bacteraemia 2 weeks after overdosing and one from multi-organ failure 11 days after stop of foscarnet. The pattern of adverse events reported in association connection with an overdose of Foscavir was is in accordance correspondence with the known adverse event profile of the drug symptoms previously observed during foscarnet therapy.

	Incompatibilities
	Foscarnet is not compatible with dextrose 30% solution, amphotericin B, acyclovir sodium, ganciclovir, pentamidine isethionate, trimethoprim-sulfamtoxazole and vancomycin hydrochloride. Neither is foscarnet compatible with solutions containing calcium. It is recommended that other drugs should not be infused concomitantly in the same line, until further experience is gained.


	Foscarnet is not compatible with dextrose 30% solution, amphotericin B, acyclovir sodium, ganciclovir, pentamidine isethionate, trimethoprim-sulfamtoxazole and vancomycin hydrochloride. Neither is foscarnet compatible with solutions containing calcium. It is recommended that other drugs should not be infused concomitantly in the same line. until further experience is gained.



הערות:
1 the section "Undesirable Effects" was rewritten in the manufacturer's format 

העלון, שבו מסומנים השינויים מודפסים באדום הועבר בדואר אלקטרוני בתאריך..__________...

 FORMCHECKBOX 
 קיים עלון לרופא והוא מעודכן בהתאם.
 FORMCHECKBOX 
 אסמכתא לבקשה: דרישת היצרן
 FORMCHECKBOX 
 השינוי הנ"ל אושר על ידי רשויות הבריאות ב: בריטניה
 FORMCHECKBOX 
 אני, הרוקח הממונה של חברת טק-או-פארם-ליברה מצהיר בזה כי אין שינויים נוספים בעלון.
                                                                                  _____________________________

                                                                  חתימת הרוקח הממונה
















