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/1 12 :MNNK M9A M2V MY 123 Patients with multiple myeloma are PRESCRIBING
prone to develop infections including (none) INFORMATION
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36.0 "AK ARG + "D 0 2 AN pneumonia. Cases of viral reactivation
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lenalidomide, including serious cases of
herpes zoster or hepatitis B virus (HBV) PRECAUTIONS-
MO NMAY N2 191A:281VN reactivation,
no,‘priz:canx
5. WARNINGS
5.3 Hematologic Toxicity AND
none
: ( ) PRECAUTIONS
nonyay ;112 nomaawivn || Cases of viral reactivation have been WARNINGS AND
OV TV MWD )OMOR ) ranorted in patients receiving PRECAUTIONS

lenalidomide, including serious cases of
herpes zoster or hepatitis B virus (HBV)
reactivation.

Some of the cases of viral reactivation

had a fatal outcome.

Some of the cases of herpes zoster

reactivation resulted in disseminated
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herpes zoster, meningitis herpes zoster or
ophthalmic herpes zoster requiring a
temporary hold or permanent
discontinuation of the treatment with
lenalidomide and adequate antiviral
treatment.

reported rarely in patients receiving

lenalidomide who have previously been
infected with the hepatitis B virus (HBV).
Some of these cases have progressed to

acute hepatic failure resulting in

discontinuation of lenalidomide and

adequate antiviral treatment. Hepatitis B
virus status should be established before

initiating treatment with lenalidomide.

For patients who test positive for HBV

infection, consultation with a physician

with expertise in the treatment of
hepatitis B is recommended. Caution

should be exercised when lenalidomide

is used in patients previously infected

with HBV, including patients who are

anti-HBc positive but HBsAg negative.

These patients should be closely

monitored for signs and symptoms of

active HBV infection throughout therapy.
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[ no:avIvn ]

6.3 Clinical Trials Experience in
Mantle Cell Lymphoma

adverse reactions

In addition to the above adverse reactions
identified from the pivotal clinical trials,
the following table is derived from data
gathered from post-marketing data.

See table 5 below

(none)

6 ADVERSE
REACTIONS

Table 5: ADRs reported in post-marketing use in patients treated with lenalidomide

[ no:avyvn }

System Organ All ADRs/Frequency
Class

/ Preferred Term

Grade 3-4 ADRs/Frequency

[ no:avIvn ]

Infections and Not known

—

Not known
Viral infections, including

Infestations Viral infections, including herpes zoster
and hepatitis B virus reactivation

herpes zoster and hepatitis

B virus reactivation

[ no:avIvn ]

'Neoplasms
Benign, Malignant
and Unspecified
(incl cysts and

olyps

Rare

Tumour lysis syndrome

[ no:avyvn ]

‘Blood and Not known

Lymphatic System | Acquired haemophilia

Disorders

[ ND:avIvN ]

Endocrine Common

—
Disorders
Hyperthyroidism




no:avvn ] ‘System Organ All ADRs/Frequency Grade 3-4 ADRs/Frequency
Class
/ Preferred Term
no:axivn ] _Respiratory, Not Known
Thoracic and
Mediastinal Interstitial pneumonitis
Disorders
noavvn | Gastrointestinal Not Known
Disorders
Pancreatitis,
Gastrointestinal perforation
(including diverticular,
intestinal and large intestine
perforations) £
no:%vn ] _Hepatobiliary Not Known Not Known
Disorders R . ) R
Acute hepatic failure2, Hepatitis toxic2, | Acute hepatic failure?,
Cytolytic hepatitis?, Cholestatic Hepatitis toxic?
hepatitis?, Mixed cytolytic/cholestatic
hepatitis?®
no:avIvN ] Skin and Uncommon
Subcutaneous )
R . g
Tissue Disorders Angioedema
Rare
Stevens-Johnson
Syndrome2, Toxic epidermal
necrolysis2
Not Known
Leukocytoclastic vasculitis
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