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[see Use in Specific Populations (8.4) and Clinical 
Studies (14)]

[see Microbiology (12.4)]. Dosage and 
Administration (2.3), (2.4) and (2.5) 

[see Warnings and Precautions (5.2)]

[see Warnings and Precautions (5.2)]





[see Use in Specific Populations (8.4) and 
Clinical Pharmacology (12.3)]

Pediatric patients weighing at least 10 kg but less than 15 kg 

Pediatric patients weighing at least 15 kg



Pediatric patients weighing at least 10 kg but less than 15 kg

Pediatric patients weighing at least 15 kg



[see 
Warnings and Precautions (5.10) and Use in Specific Populations (8.4)].

[see Use in Specific Populations (8.6) and Clinical Pharmacology (12.3)].

[see Drug Interactions (7.3)].



(Hypericum perforatum)



[  see Adverse Reactions (6)].

[see Drug Interactions (7)]

[see Contraindications (4) and Drug Interactions (7)]



Mycobacterium avium Pneumocystis
jirovecii

[see Use in Specific Populations (8.1 and 8.4) and Clinical Pharmacology (12.3)].

[see Warnings and Precautions (5.2)]
[see Warnings and Precautions (5.3)]

[see Warnings and Precautions (5.6)]
[see Warnings and Precautions (5.7)]

[see Warnings and Precautions (5.8)]
[see Warnings and Precautions (5.9)]



Less Common Adverse Reactions



Gastrointestinal Disorders:
General Disorders and Administration Site Conditions:
Hepatobiliary Disorders:
Immune System Disorders:
Metabolism and Nutrition Disorders:
Musculoskeletal and Connective Tissue Disorders:
Psychiatric Disorders:
Skin and Subcutaneous Tissue Disorders:

Laboratory Abnormalities





Less Common Adverse Reactions

Gastrointestinal Disorders:
Musculoskeletal and Connective Tissue Disorders:
Psychiatric Disorders:
Skin and Subcutaneous Tissue Disorders:

Laboratory Abnormalities





 [see Warnings and Precautions (5.2)]

[see Use in Specific Populations 
(8.4) and Clinical Studies (14.4)]

TMC114-C212

TMC114-C228

TMC114-C230



[see Warnings and Precautions (5.3)]

In vitro

[see 
Contraindications (4) and Clinical Pharmacology (12.3)]

(see Contraindications (4) )
[see Clinical Pharmacology (12.3) ]



[see Drug Interactions
(7.4)]
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[see Use in 
Specific Populations (8.3)]





) [see Data]

[see Data]



[see 
Dosage and Administration (2.4) and Clinical Pharmacology (12.3)]

Human Data

[see 
Clinical Pharmacology (12.3)]

Animal Data



[see Data]

[see Use in Specific Populations (8.4)]

Animal Data

[see Drug Interactions (7.3)]

[see Warnings and Precautions (5.10), Use in Specific Populations (8.1) and Clinical 
Pharmacology (12.3)]

[see Adverse Reactions (6.1) Clinical Pharmacology (12.3) and Clinical Studies (14.4)]

[see Adverse Reactions (6.1)] Dosage and Administration (2.5)



[see Adverse Reactions (6.1)
Clinical Pharmacology (12.3) and Clinical Studies (14.4)]

[see Adverse Reactions (6.1)]

[see Clinical Pharmacology (12.3)] Dosage and Administration (2.5)

[see Clinical Pharmacology 
(12.3)]

[see Dosage and Administration (2.6) and Clinical 
Pharmacology (12.3)]

[see Clinical Pharmacology (12.3)]





[ Microbiology (12.4)]

General



In vivo

Distribution

Metabolism

In vitro

Elimination



Hepatic Impairment

[see Dosage and Administration 
(2.6) and Use in Specific Populations (8.6)]

Hepatitis B or Hepatitis C Virus Co-infection

Renal Impairment

[see Use in Specific Populations (8.7)]

Gender

Race

Geriatric Patients

[see Use in Specific Populations (8.5)]



Pediatric Patients

[see Dosage and Administration (2.5)]

[see Dosage and Administration (2.5)]

[see Dosage and Administration (2.5)]



Pregnancy and Postpartum



[See also Contraindications (4) Warnings and Precautions (5.5) and Drug Interactions (7) ]

In vitro

see Drug Interactions (7)
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Cell Culture:

Clinical trials of darunavir/ritonavir in treatment-experienced subjects:



Clinical trials of darunavir/ritonavir in treatment-naïve subjects:



de novo

de novo



de novo

in vitro in vivo
in vivo





















Storage:

[see Dosage and Administration (2)]

[see Warnings and Precautions (5.2)]



[see Warnings and Precautions 
(5.3)]

[see Contraindications (4), Warnings and Precautions (5.4, 5.5) and Drug Interactions (7)]

[see Drug Interactions (7.3) and Use in 
Specific Populations (8.3)]

[see Warnings and Precautions (5.7)]

[see Warnings and Precautions (5.8)].

[see Use in Specific Populations (8.1)]

[see Use in Specific Populations (8.2)]
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Hypericum perforatum
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