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Multiple myeloma :

1. For the treatment of multiple myeloma after failure of standars therapies.

2. Thalidomide Celgene 50 mg hard capsules in combination with dexamethasone is indicated
for the treatment of patients with newly diagnosed multiple myeloma.

3. Thalidomide Celgene in combination with melphalan and prednisone is indicated for the
treatment of patients with untreated multiple myeloma > or = 65 years or ineligible for high dose
chemotherapy.

Erythema Nodosum Leprosum:

4. For the acute treatment of the cutaneous manifestations of moderate to severe erythema
nodosum leprosum (ENL). Thalidomide is not indicated as monotherapy for such ENL treatment
in the presence of moderate to severe neuritis. It is also indicated as maintenance therapy for
prevention and suppression of the cutaneous manifestations of ENL recurrence.
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vii) PRECAUTIONS

(...)

18. Allergic Reactions and Serious Skin Bermatelogical reactions

Angioedema, anaphylaxis and serious dermatological reactions including Stevens-Johnson syndrome
(SJS), toxic epidermal necrolysis (TEN), and drug reaction with eosinophilia and systemic symptoms
(DRESS) have been reported. DRESS may present with a cutaneous reaction (such as rash or exfoliative
dermatitis), eosinophilia, fever, and/or lymphadenopathy with systemic complications such as hepatitis,
nephritis, pneumonitis, myocarditis, and/or pericarditis. which-may These events can be fatal, have-been
reported. Thalidomide interruption or discontinuation should be considered for Grade 2-3 skin rash. |
Thalidomide sheuld must be discontinued for angioedema, anaphylaxis, Grade 4 rash, exfoliative or
bullous rash, or if SJS, TEN or DRESS IS suspected and should not be resumed followmq dlscontlnuatlon
for these reactions.— Ay
Rechallenge in some treatment populatlons eg HIV patlents has produced a severe and |mmed|ate
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reactlon assomated Wlth fever, tachycardla hypotensmn and rash. Jrf—a—ras-h—asseela{ed—wﬁh—thahelemde—rs

19. Progressive Multifocal Leukoencephalopathy

Cases of progressive multifocal leukoencephalopathy (PML), including fatal cases, have been reported
with Thalomid in combination with immunosuppressive therapy including dexamethasone. PML was
reported several months to several years after starting the treatment with thalidomide. Physicians should
consider PML in the differential diagnosis in patients with new or worsening neurological, cognitive or
behavioural signs or symptoms and appropriate diagnostic measures for PML are recommended. If PML
is suspected, further thalidomide dosing must be suspended until PML has been excluded. If PML is
confirmed, thalidomide must be permanently discontinued.

(...)

Post-marketing Data
Additional adverse events related to post-marketing experience with thalidomide and not seen in either

plvotal and supportlve studles lnclude %*%emde#ma#neerelg#srs#wpe%hyrmdsm—mte&ﬂn&kebst&mﬂ%

Blood and Lymphatlc System Dlsorders Febrile neutropenia, pancytopenla

Cardiac Disorders: Myocardial infarction

Endocrine Disorders: Hypothyroidism

Gastrointestinal Disorders: Intestinal obstruction, gastrointestinal perforation, gastrointestinal hemorrhage
Hepatobiliary Disorders: Hepatic disorders (mainly abnormal liver function tests)

Immune System Disorders: Allergic reactions (hypersensitivity, angioedema, anaphylaxis , urticaria)

Infections and Infestations: Severe infections (fatal sepsis including septic shock) viral infections (including
herpes zoster and hepatitis B virus reactivation), progressive multifocal leukoencephalopathy (PML) (see section
vii). [Precautions])

Neoplasms benign, malignant and unspecified (incl cysts and polyps): Tumor lysis syndrome

Nervous System Disorders: Convulsions

Reproductive System and Breast Disorders: Sexual dysfunction, menstrual disorders including amenorrhea
Respiratory, Thoracic and Mediastinal Disorders: Pulmonary hypertension

Skin and Subcutaneous Tissue Disorders: Toxic epidermal necrolysis (TEN), drug reaction with eosinophilia and
systemic symptoms (DRESS).

X) DOSAGE AND ADMINISTRATION

(...)
Discontinuation of Thalidomide
Thalidomide interruption or discontinuation should be considered for Grade 2-3 skin rash.

Thalidomide must be discontinued for angioedema, anaphylaxis ,Grade 4 rash, exfoliative or bullous rash,
or if Stevens-Johnson syndrome (SJS), toxic epidermal necrolysis (TEN) or drug reaction with
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eosinophilia and systemic symptoms (DRESS) is suspected, and should not be resumed following
discontinuation for these reactions
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