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Celsentri 150mg: Maraviroc — 150mg
Celsentri 300mg: Maraviroc — 300mg
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Celsentri is a CCR5 co-receptor antagonist indicated for combination antiretroviral treatment of

adults infected with only CCR5-tropic HIV-1.

* In treatment-naive subjects, more subjects treated with Celsentri experienced virologic failure

and developed lamivudine resistance compared to efavirenz.

* Tropism testing with a highly sensitive tropism assay is required for the appropriate use of

Celsentri.
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2 DOSAGE AND ADMINISTRATION

2.3 Recommended Dosage in Adult Patients with Normal Renal Function

Table 1 displays oral dosage of CELSENTRI based on different concomitant medications [see Drug

Interactions (7.1)].

Table 1. Recommended Dosage in Adults

Concomitant Medications

Dosage of CELSENTRI

Potent S¥P3Acytochrome P450 (CYP)3A inhibitors (with or without
a potent CYP3A mducer) ‘meladmgt

150 mg twice daily

Noninteracting concomitant medications %-including

300 mg twice daily

Potent CYP3A inducers (without a potent CYP3A inhibitor) €

600 mg twice daily

aa Potent CYP3A inhibitors (with or without a potent CYP3A inducer) including: clarithromycin, cobicistat,
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elvitegravir/ritonavir, itraconazole, ketoconazole, nefazodone, protease inhibitors (except

tipranavir/ritonavir), telithromycin, telaprevir.

5 Noninteracting concomitant medications include all medications that are not potent CYP3A inhibitors or
inducers such as: dolutegravir, enfuvirtide, nevirapine, all nucleoside reverse transcriptase inhibitors

(NRTIS), raltegravir, and tipranavir/ritonavir.

¢ Potent CYP3A inducers (without a potent CYP3A inhibitor) including: carbamazepine, efavirenz, etravirine,

phenobarbital, phenytoin, and rifampin.

2.4 Recommended Dosage in Patients with Renal Impairment

Table 2 provides dosing recommendations for patients based on renal function and concomitant medications.

Table 2. Recommended Dosage in Adults Based on Renal Function

Concomitant
Medications

Dosage of CELSENTRI Based on Renal Function

Normal
(CrCl
>80
mL/min)

Mild
(CrCl >50
and <80
mL/min)

Moderate
(CrCl 230
and <50
mL/min)

Severe
(CrCl <30
mL/min)

End-Stage
Renal
Disease on
Regular
Hemodialysis

Potent CYP3A inhibitors
(with or without a CYP3A

inducer) %neluding:
il

s boceprevir; telaprevir

150 mg
twice
daily

150 mg
twice daily

150 mg
twice daily

Contra-
indicated

Contra-
indicated

Noninteracting
concomitant medications”

including

300 mg
twice
daily

300 mg
twice daily

300 mg
twice daily

300 mg
twice

daily*daily

300 mg twice
daily’daily®

Potent CYP3A inducers
(without a potent CYP3A

inhibitor) “including:
o—efavirenz

600 mg
twice
daily

600 mg
twice daily

600 mg
twice daily

Contra-
indicated

Contra-
indicated

aa Potent CYP3A inhibitors (with or without a CYP3A inducer) including: clarithromycin, cobicistat,

elvitegravir/ritonavir, itraconazole, ketoconazole, nefazodone, protease inhibitors (except

tipranavir/ritonavir), telithromycin, telaprevir.

5 Noninteracting concomitant medications include all medications that are not potent CYP3A inhibitors or
inducers_such as: dolutegravir, enfuvirtide, nevirapine, all NRTIs, raltegravir, and tipranavir/ritonavir.
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5The desage® Dosage of CELSENTRI should be reduced to 150 mg twice daily if there are any symptoms of
postural hypotension [see Contraindications (4), Warnings and Precautions (5.3)].

d Potent CYP3A inducers (without a potent CYP3A inhibitor) including: carbamazepine, efavirenz, etravirine,
phenobarbital, phenytoin, and rifampin.

4 CONTRAINDICATIONS

e CELSENTRI is contraindicated in patients with severe renal impairment or ESRD (CrCl less than 30 mL
per minute) who are concomitantly taking potent CYP3A inhibitors or inducers [see Warnings and
Precautions (5.3)].

e CELSENTRI should not be used in patients with Hypersensitivity to the active substance or to peanut or
soya or to any of the excipients listed in sections 5.7 and 11.

5.7 Excipients

CELSENTRI contains soya lecithin.
Each CELSENTRI 150 mq film-coated tablet contains 0.84 mqg of soya lecithin.

Each CELSENTRI 300 mqg film-coated tablet contains 1.68 mg of soya lecithin.

If a patient is hypersensitive to peanut or soya, CELSENTRI should not be used.
CELSENTRI contains less than 1 mmol sodium (23 mq) per tablet, that is to say essentially ‘sodium free’.
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