הודעה על החמרה  ( מידע בטיחות)  

תאריך:
March 29, 2012
שם תכשיר באנגלית:PACLITAXEL TEVA Concentrate for Sol. for Infusion
מספר רישום:
136 41 31278 00, 136 41 31278 01
שם בעל הרישום: Salomon, Levin & Elstein Ltd., P.O.Box 3696, Petach Tikva 49133
השינויים בעלון מסומנים על רקע צהוב
בעלון לרופא
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Warnings
	
	Given the possibility of extravasation, it is advisable to closely monitor the infusion site for possible infiltration during drug administration.

	Fertility, Pregnancy and Lactation
	
	Fertility

Male patients should seek advice regarding cryoconservation of sperm prior to treatment with paclitaxel because of the possibility of infertility.

	Contraindications
	
	

	Adverse events
	
	In some cases, the onset of the injection site reaction either occurred during a prolonged infusion or was delayed by a week to 10 days. 

Infections and infestations:
Very common: infection (mainly urinary tract and upper respiratory tract infections including herpes simplex, oral candidiasis, pharyngitis, rhinitis), with reported cases of fatal outcome

Common: flu syndrome

Uncommon: severe infection, septic shock

Rare*: sepsis, pneumonia, peritonitis

Blood and the lymphatic system disorders:

Very common: myelosuppression, severe neutropenia, anaemia, thrombocytopenia, severe leucopenia, bleeding

Common: neutropenic fever

Uncommon: severe anaemia

Rare*: febrile neutropenia

Very rare*: acute myeloid leukaemia, myelodysplastic syndrome

Immune system disorders:

Very common: minor hypersensitivity reactions (mainly flushing and rash)

Uncommon: (delayed) hypersensitivity, significant hypersensitivity reactions requiring therapy (e.g., hypotension, angioneurotic oedema, respiratory distress, generalised urticaria, chills, back pain, chest pain, tachycardia, abdominal pain, pain in extremities, diaphoresis and hypertension)

Rare*: anaphylactic reactions

Very rare*: anaphylactic shock (including fatal hypersensitivity)

Metabolism and nutrition disorders:

Very common: anorexia

Uncommon: dehydration, weight gain, weight loss

Not known*: tumor lysis syndrome
Psychiatric disorders:

Very rare*: confusional state

Nervous system disorders:

Very common: neurotoxicity (mainly: peripheral neuropathy), paraesthesia, somnolence

Common: depression, severe neuropathy (mainly peripheral), dizziness, nervousness, insomnia, abnormal thinking, hypokinesia, abnormal gait, hypoaesthesia, taste perversion. headache

Rare*: motor neuropathy (with resultant minor distal weakness)

Very rare*: autonomic neuropathy (resulting in paralytic ileus and orthostatic hypotension), grand mal seizures, convulsions, acute encephalopathy, dizziness, ataxia, headache. 

Eye disorders:

Uncommon: dry eyes, amblyopia, visual field defect

Very rare*: optic nerve and/or visual disturbances (scintillating scotomata), particularly in patients who have received higher doses than recommended

Not known*: macular oedema, photopsia, vitreous floaters
Ear and labyrinth disorders:

Common: tinnitus
Very rare*: ototoxicity, sensorineuronal hearing loss, tinnitus, vertigo 

Cardiac disorders:

Common: bradycardia, tachycardia, palpitation, syncope

Uncommon: congestive heart failure, myocardial infarction, AV block and syncope,, cardiomyopathy, asymptomatic ventricular tachycardia, tachycardia with bigeminy, AV block and syncope, myocardial infarction
Rare: cardiac failure
Vary rare*: atrial fibrillation, supraventicular tachycardia.
Vascular disorders:

Very common: hypotension

Common: vasodilatation (flushing)

Uncommon: thrombosis, hypertension, thrombosis, thrombophlebitis

Very rare*: shock

Not known: phlebitis
Respiratory, thoracic and mediastinal disorders:

Common: dyspnoea, epistaxis

Rare*: pleural effusion, interstitial pneumonia, lung fibrosis, respiratory failure, pulmonary embolism, respiratory failure  lung fibrosis,interstitial pneumonia, dyspnoea, pleural effusion.

Very rare*: cough, pulmonary hypertension
Gastrointestinal disorders:

Very common: nausea, diarrhoea, vomiting, nausea, diarrhoea, mucosal inflammation, constipation, stomatitis, abdominal pain

Common: dry mouth, mouth ulceration, melaena, dyspepsia

Rare*: bowel obstruction, bowel perforation, ischemic colitis, acute pancreatitis
Very rare*: bowel obstruction, bowel perforation, ischemic colitis, mesenteric thrombosis, pseudomembranous colitis, neutropenic colitis,  necrotising enterocolitis, , ascites, oesophagitis, constipation acute pancreatitis
Hepato-biliary disorders:

Very rare*: hepatic necrosis, hepatic encephalopathy (both with reported cases of fatal outcome)

Skin and subcutaneous tissue disorders:

Very common: alopecia

Common: transient and mild nail and skin change, dry skin, exfoliative dermatitis, pruritus, rash acne. and mild nail changes.

Uncommon: changes in nail pigmentation or discoloration of nail bed

Rare*: pruritus, rash, erythema

Very rare*: Stevens-Johnson syndrome, exfoliative dermatitis, epidermal necrolysis, erythema multiforme, urticaria, onycholysis (patients on therapy should wear sun protection on hands and feet), folliculitis, 

Not known: scleroderma

Musculoskeletal, connective tissue and bone disorders:

Very common: arthralgia, myalgia

Common: bone pain, leg cramps, myasthenia, back pain

Not known: systemic lupus erythematosis
Renal and urinary disorders 

Common: dysuria 

General disorders and administration site conditions:

Very common: asthenia, pain, oedema including peripheral and face

Common: mild injection site reaction (including localised oedema, pain, erythema, induration, tenderness, skin discoloration or swelling, pain, on occasion extravasation, can result in cellulitis and skin fibrosis and skin necrosis ulceration) , malaise, chest pain, chills, pyrexia
Rare*: pyrexia, dehydration, asthenia, oedema, malaise
Investigations:

Common: severe elevation in transaminases AST (SGOT), severe elevation in alkaline phosphatase

Uncommon: severe elevation in bilirubin

Rare*: increase in blood creatinine



	Drug Interactions
	
	

	Dosage and Administration 
	
	


