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Kisqali is indicated in combination with:

- anon-steroidal aromatase inhibitor for the treatment of pre/perimenopausal or postmenopausal
women, with hormone receptor (HR)-positive, human epidermal growth factor receptor 2
(HER2)-negative locally advanced or metastatic breast cancer, as initial endocrine-based
therapy; or

- fulvestrant for the treatment of men and postmenopausal women with HR-positive, HER2-
negative advanced or metastatic breast cancer, as initial endocrine-based therapy or following
disease progression on endocrine therapy.

Howp N
Ribociclib (as succinate) 200 mg
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4.4 Special warnings and precautions for use
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Interstitial lune disease/pneumonitis

Interstitial lung disease (ILD)/pneumonitis has been reported with €DK 4/6-inhibitorsineludine
Kisqali. Patients should be monitored for pulmonary symptoms indicative of ILD/pneumonitis which
may include hypoxia, cough and dyspnoea and dose modifications should be managed in accordance

with Table 5 (see section 4.2). Inthe 3-phase HT chinieal studies (MONATEESA 2 [A2301 ]
MWOMA T EESA [E =B ana O ALEESA 120 LD-{anvserade 0 3% includins

- - , g N

Based on the severity of the ILD/pneumonitis, which may be fatal, Kigqali may require dose
interruption, reduction or discontinuation as described in Table 5 (see section 4.2).
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4.8

Undesirable effects

Table 7
post-marketing experience

Adverse reactions observed in the three phase III clinical studies and during

Adverze reaction

Fregquency

Infection: and infestations

Infactions’

| Very common

Blood and lymphatic system dizorders

MNeutropenia, laukopema, anasmia, lvmphopenia
Thrombeoytopenia, fabrils nevtropenia

Verv common
Commaon

Metabolizm and nutrition dizorders

Decreased appetite

Hypocalcaemia, kypokalzemia, hypophnsphaizamiz,

Verv common
Common

Nervous syvztem dizorders

Headache, dizzinass

Verv common

Vertizo

Common

Eve dizorders

Lacrimation increased, dry eve

| Common

Cardiac dizorders

Symeope

| Commaon

Respiratory, thoracic and mediastinal dizorders

Dvspnoea, cough e Nevoommen
Interstitial hine dizeasze (1LY pneomonits

Gaztrointestinal dizorders .

Mauzea, dizrrhosa, vomiting, constipation, zhdommal pain”, stomatitis,
dyspapsia
Dry=zensia

Hepatobiliary dizorders

Hepatutc-xi.citl."

Skin and subcutaneons tizzoe dizorders

Alppecia rash’, pruritus

Dry skan, arvthema, . vitiligo

Tomie epidermal necrolysiz (TEN)® Mot knoum
MMuzculozkeletal and connective tizzue dizorders

Back pain | Verv common

General dizorders and adminiztration zite conditions

Fatieme peripheral oedama. pyresia. asthema

Orophanynzeal pain. drv mouth
Investizations
Abnormal liver fmetion tasts’ Very common

Blood creatinine incrsazed. alactrocardiogram QT prolonzed

¥ A dverze reaction reported duning post-marketing experienca.

" Infections: urnary tract infections, respiratory tract infactions, gastroenteritis, sepsis (<1%).
* Ahdominal pain: shdominal pain, abdominal pain upper.

' Hepatotaxicity: hepatic cytolysis, hepatocellular injury, drug-mduced liver injury (=1%),
hepatotomxierty, hepatic failure, aufoimmmme hepatihs (zingle casa).

' Rash: rash, rash maculopapular, rash pruritic.

| Abnormal liver fimction tests: ALT increased, AST increazed, blood bilirubin increased.
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