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Exviera 250 mg Tablets

niav a"n 250 aNopN

Film coated tablets

Dasabuvir (as Sodium Monohydrate) 250 mg

YON? MYINAD AINAN

Exviera is indicated in combination with other medicinal products for the treatment of chronic hepatitis C
(CHC) in adults.
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e 4.2 Posology and method of administration

(ANTXRIMIX -N'IPN NPXA) Nn'via
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Patient population Treatment* Duration
Genotype 1b
] Yp 7 Exviera +
without cirrhosis or . . . S . 12 weeks
. . . ombitasvir/paritaprevir/ritonavir
with compensated cirrhosis
| Bxviera—+
ribavirin
Genotvpe 1a Exviera +
. VI? ! ombitasvir/paritaprevir/ritonavir + 12 weeks
without cirrhosis S
ribavirin
Genotype la Exviera +
) yP ! . ombitasvir/paritaprevir/ritonavir + 24 weeks
with compensated cirrhosis S
ribavirin
¢ Pharmacokinetic interactions
YN NN

Medicinal products metabolised by CYP2D6 or CYP1A2
Dasabuvir administered with ombitasvir/paritaprevir/ritonavir did not affect the exposures of the CYP2D6
/CYP1A2 substrate duloxetine. Exposures of cyclobenzaprine, a CYP1A2 substrate, were decreased.
Clinical monitoring and dose adjustment may be needed for other CYP1A2 substrates (e.g. ciprofloxacin,

cyclobenzaprine, theophylline and caffeine). CYP2D6 substrates (e.g. desipramine, metoprolol and
dextromethorphan) are not expected to require dose adjustments.

¢ Drug interaction studies

N'Yn Ninn
Medicinal GIVEN WITH Crnax AUC Cirough Clinical Comments
Product/
Possible
Mechanism of
Interaction
MUSCLE RELAXANTS
Carisoprodol Exviera + 1l 0.54 0.62 NA No dose adjustment
250 mg single ombitasvir/ Carisoprodol (0.47-0.63) (0.55- required for carisoprodol;
dose paritaprevir/ 0.70) increase dose if clinically indicated.
Mechanism: ritonavir
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Medicinal GIVEN WITH EFFECT Crnax AUC Cerough Clinical Comments
Product/
Possible
Mechanism of
Interaction
CYP2C19 <> dasabuvir 0.96 (0.91- 1.02 1.00
induction by 1.01) (0.97- (0.92-
ritonavir 1.07) 1.10)
hms 0.98 0.95 0.96
ombitasvir (0.92-1.04) (0.92- (0.92-
0.97) 0.99)
P 0.88 0.96 L14
paritaprevir (0.75-1.03) (0.85- (1.02-
1.08) 1.27)
Cyclobenzapr Exviera + 1l 0.68 0.60 NA No dose adjustment for
ine 5 mg ombitasvir/ cyclobenzapr (0.61-0.75) (0.53- cyclobenzaprine required;
single dose paritaprevi ine 0.68) increase dose if clinically indicated.
Mechanism: r/ritonavir > dasabuvir 0.98 (0.90- 1.01 1.13
decrease 1.07) (0.96- (1.07-
possibly due 1.06) 1.18)
to CYP1A2 « 0.98 1.00 1.01
induction by ombitasvir (0.92-1.04) (0.97- (0.98-
ritonavir 1.03) 1.04)
ps 114 113 L13
paritaprevir (0.99-1.32) (1.00- (1.01-
1.28) 1.25)
NARCOTIC ANALGESICS
Hydrocodone Exviera 1 1.27 1.90 NA A reduction of
(as given in a + hydrocodone | (1.14- 1.72- hydrocodone dose by 50%
fixed-dose ombitasvir 1.40) 2.10) and/or clinical monitoring
hydrocodone/ /paritaprev should be considered when
paracetamol) ir/ritonavir administered with Exviera+
5 mg single ombitasvir/paritaprevir/ritonavir.
dose Changes for dasabuvir and ombitasvir, paritaprevir
Mechanism: are the same as shown for paracetamol above
CYP3A4
inhibition by
ritonavir
SEDATIVES / HYPNOTICS
Diazepam Exviera + ldiazepa 1.18 0.78 NA No dose adjustment required for
2 mg single ombitasvir/ m (1.07-1.30) (0.73- diazepam; increase dose if clinically
dose paritaprevi 0.82) indicated.
Mechanism: r/ritonavir Ll 1.10 0.56 NA
CYP2C19 nordiazepa (1.03-1.19) (0.45-
induction by m 0.70)
ritonavir > 1.05 1.01 1.05
dasabuvir (0.98-1.13) (0.94- (0.98-
1.08) 1.12)
P 1.00 0.98 0.93
ombitasvi (0.93-1.08) (0.93- (0.88-
r 1.03) 0.98)
hms 0.95 0.91 0.92
paritaprev (0.77-1.18) (0.78- (0.82-
i 1.07) 1.03)
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e 4.6 Fertility, pregnancy and lactation
J'WN NINN
Male patients and their female partners: Either male patients or their female partners of childbearing

potential must use a form of effective contraception during treatment with ribavirin and for 7 months
after treatment.

e 4.8 Undesirable effects

'Y Ninn
Exviera and Exviera and
ombitasvir/paritaprevir/ritonavir + ombitasvir/paritaprevir/ritonavir
Frequency ribavirin*
N =2,044 N =588
Rare angioedema angioedema
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