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Imnovid 1 mg Hard capsules NN'YR Noind a"n 1 Tann'x
Imnovid 2 mg Hard capsules NN'YR NoINd a'"n 2 Tann'x
Imnovid 3 mg Hard capsules NN'YR Nond a"n 3 Tann'x
Imnovid 4 mg Hard capsules NN'YR NoINd a'"n 4 Tann'x
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Each hard capsule of Imnovid 1 mg contains: 1 mg of pomalidomide.
Each hard capsule of Imnovid 2 mg contains: 2 mg of pomalidomide.
Each hard capsule of Imnovid 3 mg contains: 3 mg of pomalidomide.
Each hard capsule of Imnovid 4 mg contains: 4 mg of pomalidomide.
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Imnovid in combination with dexamethasone is indicated in the treatment of adult patients with
relapsed and refractory multiple myeloma who have received at least two prior treatment
regimens, including both lenalidomide and bortezomib, and have demonstrated disease
progression on the last therapy.
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4.2 Posology and method of administration

Pomalidomide interruption or discontinuation should be considered for Grade 2-3 skin rash.
Pomalidomide must be discontinued for angioedema, Grade 4 rash, exfoliative or bullous rash, or if
Stevens-Johnson syndrome (SJS), Toxic Epidermal Necrolysis (TEN) or Drug Reaction with
Eosinophilia and Systemic Symptoms (DRESS) is suspected, and should not be resumed following
discontinuation fer-from these reactions.

4.4 Special warnings and precautions for use

Allergic reactions and severe skin reactions

Angioedema and severe dermatologic reactions including SJS, TEN and DRESS have been reported
with the use of pomalidomide (see section 4.8). Patients should be advised of the signs and symptoms of
these reactions by their prescribers and should be told to seek medical attention immediately if they
develop these symptoms. Pomalidomide must be discontinued for exfoliative or bullous rash, or if SJS,
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TEN or DRESS s suspected, and should not be resumed following discontinuation for these reactions.
Patients with a prior history of serious allergic reactions associated with thalidomide or lenalidomide
were excluded from clinical studies. Such patients may be at higher risk of hypersensitivity reactions
and should not receive pomalidomide. Pomalidomide interruption or discontinuation should be
considered for Grade 2-3 skin rash. Pomalidomide must be discontinued permanently for angioedema;

4.8 Undesirable effects

System Organ Grade 3—4 ADRsAdverse

Class/ Preferred All ADRsAdverse-Reactions |  Reactions

Term /Frequency [Frequency

Skin and Common Common

subcutaneous Rash, Rash

tissue disorders Pruritus
Not Known Not Known
Drug Reaction with Drug Reaction with
Eosinophilia and Systemic Eosinophilia and Systemic
Symptoms*, Symptoms*,
Toxic Epidermal Necrolysis*, Toxic Epidermal Necrolysis*,
Stevens-Johnson Syndrome* Stevens-Johnson Syndrome*

Allergic reactions and severe skin reactions

Angioedema and severe cutaneous reactions including SJS, TEN and DRESS has been reported with the
use of pomalidomide. Patients with a history of severe rash associated with lenalidomide or thalidomide
should not receive pomalidomide (see section 4.4).
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