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'WONN 7w DXT I7vn1 k9N 1I7yn D nyrTin AbbVie Biopharmaceuticals Ltd. nnan
oy 7219'un nya Ribavirin Nn7'012 XN NTUN? 1N VW 1w T Viekirax 12.5 mg/75 mg/50 mg Tablets
.T20 nnnw on? w'w ,1b 9'0nan C 0'0'uon *71IN NUOI7DIX 1Y 07X 'l -1 NIOPN
SNINN 'Y IX NONNN DINN WK 'Y NYY] DN 0'9'WO0 D''IXA IT NYTINA 'WONN 21792 DIIDTY 1901 1YYl ,90111
,LUNNN 172 2101 N90IN 'YW 11'Y) IT NYTINA 07721 DI'R ,D'NINA DI'RY IX NINANN D1INN DI'X TWK 09011 DIIDTY
(AR MINnon np'nn
Viekirax 12.5 mg/75 mg/50 mg Tablets
ni'72v a"n 50/a"n 75/2"n 12.5 opxrp
Film coated tablets

ombitasvir 12.5 mg, paritaprevir 75 mg, ritonavir 50 mg

YON? MYINAD AINAN

Viekirax is indicated in combination with other medicinal products for the treatment of chronic genotype 1
(GT1) and genotype 4 (GT4) hepatitis C (CHC) virus infection in adults.
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e 4.2 Posology and method of administration

(NNTRIMIX -N'IPn Np¥d) nn'via
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J1'wN NiInNn
Patient population Treatment* Duration
Genotype 1b,
without cirrhosis or Viekirax + dasabuvir 12 weeks
with compensated cirrhosis
with-compensated-cirrhosis
Genot 1a, N . o
) eno yr.)e 2 . Viekirax + dasabuvir + ribavirin* 12 weeks
without cirrhosis
Genotype 1a, L. . G
. . . Viekirax + dasabuvir + ribavirin 24 weeks
with compensated cirrhosis
Genotype 4, without cirrhosis Viekirax + ribavirin 12 weeks
Genotype 4, with compensated Viekirax + ribavirin
yp _| ' p iekirax + ribaviri 24 weeks
cirrhosis
e Pharmacokinetic interactions
J1'wN NN

Medicinal products metabolised by CYP2D6 or CYP1A2
Viekirax administered with or without dasabuvir 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.

e Drug interaction studies

nN'yn ninn

GIVEN
WITH

Medicinal
Product/Possible
Mechanism of

EFFECT | Chax AUC

Crrough Clinical Comments

Interaction
ANGIOTENSIN RECEPTOR BLOCKER
Valsartan Viekirax with
Losartan or without
Candesartan dasabuvir

Mechanism: CYP3A4

Not Studied. Expected:

1 valsartan

1 losartan

1 candesartan

Clinical monitoring and dose
reduction is recommended
for angiotensin receptor
blockers when co-
administered with Viekirax
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Medicinal GIVEN EFFECT | Chax AUC Crrough Clinical Comments
Product/Possible WITH
Mechanism of
Interaction
and/or OATP1B with or without dasabuvir.
inhibition by paritaprevir.
MUSCLE RELAXANTS
Carisoprodol Viekirax 1 0.54 0.62 NA No dose adjustment required
250 mg single with Carisop | (0.47- (0.55- for carisoprodol; increase
dose dasabuvir rodol 0.63) 0.70) dose if clinically indicated.
Mechanism:
CYP2C19 © 0.98 0.95 0.96
induction by ombitas | (0.92- (0.92- (0.92-
ritonavir vir 1.04) 0.97) 0.99)
s 0.88 0.96 114
paritapr | (0.75- (0.85- (1.02-
evir 1.03) 1.08) 1.27)
o 0.96 1.02 1.00
dasabuv | (0.91- (0.97- (0.92-
ir 1.01) 1.07) 1.10)
Viekirax Not studied.
without Similar effect expected as observed with
dasabuvir Viekirax + dasabuvir.
Cyclobenzapr Viekirax 1 0.68 0.60 NA No dose adjustment required
ine 5 mg single dose with cyclobe | (0.61- (0.53- for cyclobenzaprine;
dasabuvir nzaprin | 0.75) 0.68) increase dose if clinically
Mechanism: € indicated.
Decrease possibly due — 0.98 1.00 1.01
to CYP1A2 induction by ombitas | (0.92- (0.97- (0.98-
ritonavir vir 1.04) 1.03) 1.04)
Rl L14 L13 113
paritapr | (0.99- (1.00- (1.01-
evir 1.32 1.28) 1.25
o 0.98 L01 113
dasabuv | (0.90- (0.96- (1.07-
ir 1.07) 1.06) 1.18)
Viekirax Not studied.
without Similar effect expected as observed with
dasabuvir Viekirax + dasabuvir.
NARCOTIC ANALGESICS
Hydrocodone Viekirax 1 1.27 1.90 NA A reduction of hydrocodone
(as givenin a + hydroco | (1.14- (1.72- dose by 50% and/or clinical
fixed-dose dasabuvir done 1.40) 2.10) monitoring should be
hydrocodone/ Changes for ombitasvir, paritaprevir and | considered when
paracetamol) dasabuvir the same as shown for administered with Viekirax
paracetamol above with or without dasabuvir .
5 mg single Viekirax Not studied.
Dose without Similar effect expected as observed with
dasabuvir Viekirax + dasabuvir.
CYP3A4
inhibition by
ritonavir
SEDATIVES/ HYPNOTICS
Diazepam Viekirax + ldiazepa 1.18 0.78 NA No dose adjustment required
dasabuvir m (1.07- (0.73- for diazepam; increase dose
2 mg single dose .30 0.82) if clinically indicated.
1 L10 0.56 NA
Mechanism: nordiazep | (1.03- (0.45-
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Medicinal GIVEN EFFECT | Chax AUC Crrough Clinical Comments
Product/Possible WITH
Mechanism of
Interaction
CYP2C19 am 1.19) 0.70)
induction by — 1.00 0.98 0.93
ritonavir ombitasvi | (0.93- (0.93- (0.88-
r 1.08) 1.03) 0.98)
« 0.95 0.91 0.92
paritapre | (0.77- (0.78- (0.82-
vir 1.18) 1.07) 1.03)
© L05 101 L.05
dasabuvir | (0.98- (0.94- (0.98-
1.13) 1.08) 1.12)
Viekirax Not studied.
without Similar effect expected as observed with
dasabuvir Viekirax + dasabuvir.

e 4.6 Fertility, pregnancy and lactation

N'yn 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

1'yin ninn
Viekirax + dasabuvir + S .
A +
Frequency ribavirin® Vleklralij + g8a85abuwr
N = 2,044 B
Rare angioedema angioedema
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