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[see Clinical Pharmacology (12.3)]
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Cardiomyopathy [see Warnings and Precautions (5.1)]

Ocular Toxicity [see Warnings and Precautions (5.2)]

Gastrointestinal Toxicity [see Warnings and Precautions (5.3)]

Skin Toxicity [see Warnings and Precautions (5.4)]
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Increased Creatinine Phosphokinase (CPK) [see Warnings and Precautions (5.5)]

Other Adverse Reactions [see Adverse Reactions (6.1)]

[see Use in Specific 
Populations (8.7)]
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[see Drug Interactions (7.1)].

[see Adverse Reactions 
(6.1)]

.
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[see Dosage and 
Administration (2.2)]

[see Dosage and Administration (2.2)]

[see Dosage and 
Administration (2.2)]
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[see Dosage and Administration (2.3)]

[see Dosage
and Administration (2.3)]

[see Drug Interactions (7.1)]

[see Use in Specific 
Populations (8.1, 8.3)]
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[see Warnings and Precautions (5.1)]
[see Warnings and Precautions (5.2)]

[see Warnings and Precautions (5.3)]
[see Warnings and Precautions (5.4)]

[see Warnings and Precautions (5.5)]

[see Clinical Studies (14)]
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Eye
Gastrointestinal Disorders
General Disorders
Metabolism and Nutrition
Renal and Urinary System
Respiratory, Thoracic & Mediastinal
Vascular
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Clinical Impact [see Clinical Pharmacology 
(12.3)]

Management 
[see Dosage and 

Administration (2.4)].

Clinical Impact [see Clinical Pharmacology (12.3)]

Management 

Clinical Impact

Management 

 [see Warnings and Precautions (5.3)]
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[see Clinical Pharmacology (12.1)]

see Data

Animal Data

see Data

Animal Data 

[see Use in 
Specific Populations (8.1)]
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[see Use in Specific 
Populations (8.1)]

[see Use 
in Specific Populations (8.1)]

Females

Males 

[see Clinical Pharmacology (12.3)]

[see Clinical
Pharmacology (12.3)]

[see Dosage and Administration (2.3)]
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H
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Effect of Food 

Metabolism
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Excretion 

Racial or Ethnic Groups  

Patients with Renal Impairment 

Patients with Hepatic Impairment 

Clinical Studies and Model-Informed Approaches 

Effect of Strong or Moderate CYP3A4 Inhibitors

Effect of Fluconazole: 

Effect of Strong or Moderate CYP3A4 Inducers
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In Vitro

CYP Enzymes: 

Transporter Systems

Reference ID: 4590043



Reference ID: 4590043



[see Warnings and 
Precautions (5.1)]

[see Warnings 
and Precautions (5.2)]

[see Warnings and Precautions (5.3)].

[see Warnings and Precautions (5.4)]

[see Warnings and Precautions (5.5)]
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[see Warnings and Precautions 
(5.6)].

[see Warnings and Precautions (5.7) Use in Specific Populations (8.1)]

[see Use in Specific Populations (8.3)]

[see Use in Specific 
Populations (8.3), Nonclinical Toxicology (13.1)]

[see Use in Specific Populations (8.2)].

[see Drug Interactions 
(7)].

[see Dosage and Administration (2.1)]
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Manufactured for: 
AstraZeneca Pharmaceuticals LP, 
Wilmington, DE 19850
By: Patheon Pharmaceuticals, Inc., 
Cincinnati, OH 45237
Product of Switzerland

KOSELUGO is a trademark of the 
AstraZeneca group of companies.
© AstraZeneca 2020

12345-67

10 mg

NDC 0310-0610-96

Professional Sample – Not For Sale
Dispense in original bottle.
Do not remove desiccant.
Protect from moisture.

60 Capsules

Rx only
Each capsule contains 
10 mg selumetinib 
(equivalent to 12.1 mg 
selumetinib sulfate).
Swallow KOSELUGO whole 
with water. Do not chew, 
dissolve or open capsule.
Recommended dosage: 
See Prescribing Information.
Keep out of the reach of 
children.
Store at 25°C (77°F); 
excursions permitted to 
15°C to 30°C (59°F to 86°F).

(selumetinib)
capsules
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12345-67

25 mg

NDC 0310-0625-96

Professional Sample – Not For Sale
Dispense in original bottle.
Do not remove desiccant.
Protect from moisture.

60 Capsules

Rx only
Each capsule contains 
25 mg selumetinib 
(equivalent to 30.25 mg 
selumetinib sulfate).
Swallow KOSELUGO whole 
with water. Do not chew, 
dissolve or open capsule.
Recommended dosage: 
See Prescribing Information.
Keep out of the reach of 
children.
Store at 25°C (77°F); 
excursions permitted to 
15°C to 30°C (59°F to 86°F).

(selumetinib)
capsules

Manufactured for: 
AstraZeneca Pharmaceuticals LP, 
Wilmington, DE 19850
By: Patheon Pharmaceuticals, Inc., 
Cincinnati, OH 45237
Product of Switzerland

KOSELUGO is a trademark of the 
AstraZeneca group of companies.
© AstraZeneca 2020
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