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Sandimmun® Neoral® 25mg, 50mg, 100mg Capsules 271X 12" T10 N1TaN
Sandimmun® Neoral® 100mg/mL Oral Solution
[066-67-28138, 066-77-28139, 066-78-28140, 066-79-28141]
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Prophylaxis of organ rejection in kidney, liver, heart allogeneic transplants in conjunction with corticosteroids.
May also be used in the treatment of chronic rejection in patients previously treated with other
immunosuppressive agents.

Bone marrow transplantation

Endogenous uveitis

Nephritic syndrome type MCD (minimal change disease) in cases where conventional therapy has failed.
Rheumatoid arthritis: Severe cases in which standard treatments are ineffective or inappropriate

Severe psoriasis above age 16 that did not respond to other treatment.

Atopic dermatitis in adults only up to 8 weeks, for severe cases in which conventional therapy is ineffective or
inappropriate.
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2 QUALITATIVE AND QUANTITATIVE COMPOSITION

SANDIMMUN NEORAL 25mg Capsules

Each capsule contains 25 mg ciclosporin.

Excipients with known effect:

Ethanol: Sandimmun Neoral Capsules 25mg contain 11.8% v/v ethanol (9.4% m/v).
Propylene glycol:-25 46.42 mg/capsule.

Macrogolglycerol hydroxystearate/Polyoxyl 40 hydrogenated castor oil: 101.25 mg/capsule.

SANDIMMUN NEORAL 50mg Capsules

Each capsule contains 50 mg ciclosporin.

Excipients with known effect:

Ethanol: Sandimmun Neoral Capsules 50mg contain 11.8% v/v ethanol (9.4% m/v).
Propylene glycol: 56 90.36 mg/capsule.

Macrogolglycerol hydroxystearate/Polyoxyl 40 hydrogenated castor oil: 202.5 mg/capsule.

SANDIMMUN NEORAL 100mg Capsules

Each capsule contains 100 mg ciclosporin.

Excipients with known effect:

Ethanol: Sandimmun Neoral Capsules 100mg contain 11.8% v/v ethanol (9.4% m/v).
Propylene glycol: 148.31106 mg/capsule.

Macrogolglycerol hydroxystearate/Polyoxyl 40 hydrogenated castor oil: 405.0 mg/capsule.

4.4  Special warnings and precautions for use

Special excipients: Ethanol

Sandimmun Neoral contains 25, 50, 100 mg of alcohol (ethanol) in each 25, 50, 100 mg Sandimmun
Neoral capsule respectively, which is equivalent to 11.8 % v/v. A 500 mg dose of Neoral contains 500 mg
ethanol, equivalent to nearly 13 ml beer or 5 ml wine. The small amount of alcohol in this medicine will
not have any noticeable effects.

Sandimmun Neoral 100mg/mL Oral Solution contains 94.70 mg of alcohol (ethanol) in each ml which is
equivalent to 12 % v/v. A 500 mg dose of Neoral contains 500 mg ethanol, equivalent to nearly 13 ml
beer or 5 ml wine. The small amount of alcohol in this medicine will not have any noticeable effects.

Special excipients: Sodium
This medicine contains less than 1 mmol Sodium (23 mg) in each 25, 50, 100 mg capsules i.e. to say
essentially ‘sodium free’.

6.4 Special precautions for storage

Sandimmun Neoral oral solution should be stored between 15 and 30°C. Do not store at the refrigerator.
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