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Alprostadil

Indicated for:
Caverject is indicated for the treatment of erectile dysfunction due to neurogenic, vasculogenic, psychogenic
or mixed etiology. Useful adjunct to other diagnostic tests in the diagnosis of erectile dysfunction.
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Excipient with known effect:
Each 1ml of reconstituted solution contains 8.4 mg of benzyl alcohol, equivalent to 8.4 mg/ml.

4.4 Special warnings and precautions for use

Alprostadil should be used with caution in patients with cardiovascular and cerebrovascular risk
factors.Alprostadil should be used with caution in patients who have experienced transient
ischaemic attacks or those with unstable cardiovascular disorders.

Sexual stimulation and intercourse can lead to cardiac and pulmonary events in patients with
coronary heart disease, congestive heart failure or pulmonary disease. These patients when using
alprostadil should engage in sexual activity with caution.

Alprostadil is not intended for co-administration with any other agent for the treatment of erectile
dysfunction (see also 4.5).

The potential for abuse of alprostadil should be considered in patients with a history of psychiatric
disorder or addiction.

Caverject uses a superfine needle for administration. As with all superfine needles, the possibility
of needle breakage exists.

Needle breakage, with a portion of the needle remaining in the penis, has been reported and, in
some cases, required hospitalisation and surgical removal.

Careful patient instruction in proper handling and injection techniques may minimise the potential
for needle breakage.

The patient should be instructed that, if the needle is bent, it must not be used; they should also not
attempt to straighten a bent needle. They should remove the needle from the syringe, discard it, and
attach a new, unused sterile needle to the syringe.



Reconstituted solutions of alprostadil are intended for single use only, they should be used
immediately and not stored. The syringe and any remaining solution should be properly discarded.

Excipient information

Benzyl alcohol

Caverject contains benzyl alcohol, which may cause hypersensitivity reactions.

The combined daily metabolic load of benzyl alcohol from all sources should be considered,
especially in patients with liver or kidney impairment because of the risk of accumulation and
toxicity (metabolic acidosis).

This medicine is only indicated for intracavernosal injection. Intravenous administration of the
preservative benzyl alcohol has been associated with serious adverse events, and death in paediatric
patients including neonates (“gasping syndrome”). The minimum amount of benzyl alcohol at
which toxicity may occur is not known.

Premature and low-birth weight infants may be more likely to develop toxicity. Caverject is not
indicated for paediatric use.

Sodium

This medicinal product contains less than 1 mmol sodium (23 mg) per dose, that is to say essentially
‘sodium free’.

4.5 Interaction with other medicinal products and other forms of interaction

Sympathomimetics may reduce the effect of alprostadil. Alprostadil may enhance the effects of
antihypertensives, vasodilative agents, anticoagulants and platelet aggregation inhibitors.

4.8 Undesirable effects

Adverse drug reactions reported during clinical trials and post marketing experience are
presented in the table below, frequencies are very common (>1/10); common (>1/100 to
<1/10); uncommon (>1/1,000 to <1/100); not known (cannot be estimated from the available
data). The adverse drug reactions are listed in order of decreasing medical seriousness
within each frequency category and system organ class.



System Organ Class | Frequency Undesirable effects

Infections and Uncommon | Fungal infection, Common cold

Infestations

Nervous System Uncommon | Presyncope, Hypoaesthesia, Hyperaesthesia

Disorders Not known | Cerebrovascular accident

Eye Disorders Uncommon | Mydriasis

Cardiac Disorders Uncommon | Supraventricular extrasystoles

Not known | Myocardial ischaemia

Vascular Disorders Uncommon | Venous haemorrhage, Hypotension, VVasodilatation,
Peripheral vascular disorder, Vein disorder

Gastrointestinal Uncommon | Nausea, Dry mouth

Disorders

Skin and Uncommon | Erythema, Rash, Hyperhidrosis, Pruritus

Subcutaneous Tissue

Disorders

Musculoskeletal and | Common Muscle spasms

Connective Tissue

Disorders

Renal and Urinary Uncommon | Urethral haemorrhage, Haematuria, Dysuria,

Disorders Pollakiuria, Micturition urgency,

Reproductive System | Very Penile pain

and Breast Disorders | common

Common Peyronie’s disease, Penis disorder, Erection increased

Uncommon | Priapism, Pelvic pain, Testicular mass,
Spermatocele, Testicular swelling, Testicular
oedema, Testicular disorder, Scrotal pain, Scrotal
erythema, Scrotal oedema, Testicular pain, Scrotal
disorder, Painful erection, Balanitis, Phimosis,
Erectile dysfunction, Ejaculation disorder

General Disorders Common Injection site haematoma, Haematoma, Ecchymosis

and Administration Uncommon | Haemorrhage, Injection site haemorrhage,

Site Conditions Inflammation, Injection site inflammation, Injection
site warmth, Injection site oedema, Injection site
swelling, Injection site pain, Injection site irritation,
Asthenia, Injection site anaesthesia, Oedema,
Oedema peripheral, Injection site pruritus

Investigations Uncommon | Blood creatinine increased, Blood pressure decreased,

Heart rate increased
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	רופא/ה, רוקח/ת נכבד/ה,
	Caverject is indicated for the treatment of erectile dysfunction due to neurogenic, vasculogenic, psychogenic or mixed etiology. Useful adjunct to other diagnostic tests in the diagnosis of erectile dysfunction.
	להלן העדכונים העיקריים בעלון לרופא:
	…
	4.4   Special warnings and precautions for use
	…
	…
	4.8   Undesirable effects
	…
	…
	להלן העדכונים העיקריים בעלון לצרכן:
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