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Antiarrthymic |Amiodar

Increased plasma

S

(S one, concentrations of
bepridil, |amiodarone,
dronedar | bepridil,
one, dronedarone
encainid |encainide,

e, flecainide,

flecainide |propafenone,

, quinidine. Thereby,

propafen |increasing the risk

one, of arrhythmias or

quinidine |other serious
adverse effects
from these agents.

navivn nav |Antigout | Colchicine | Potential for

serious and/or
life-threatening
reactions in
patients with
renal and/or
hepatic
impairment (see
sections 4.4 and

4.5).

Antiarrthymic |Amiodar

one,
bepridil,
encainid
e,
flecainide

’propafen
one,
quinidine

Increased plasma
concentrations of
amiodarone,
bepridil, encainide,
flecainide,
propafenone,
quinidine. Thereby,
increasing the risk
of arrhythmias or
other serious
adverse effects
from these agents.

MYPANND MANPNNN
YN VOPY M LOPY 1993 P9
Concomitant medicinal product levels increased | Concomitant medicinal product levels
or decreased increased or decreased Contraindic
ations




SXNY:NIvN )?itonavir dosed as an antiretroviral agent or as

P ]a pharmacokinetic enhancer

Weight and metabolic parameters:

An increase in weight and in levels of blood lipids
and glucose may occur during antiretroviral therapy.

Such changes may in part be linked to disease
control and life style. For lipids, there is in some
cases evidence for a treatment effect, while for
weight gain there is no strong evidence relating this

to any particular treatment. For monitoring of blood

lipids and glucose, reference is made to established

HIV treatment guidelines. Lipid disorders should be

managed as clinically appropriate.

Interactions with other medicinal products:

Colchicine
Life-threatening and fatal drug interactions have

been reported in patients treated with colchicine

and strong inhibitors of CYP3A like ritonavir (see

sections 4.3 and 4.5).

Delamanid

Co-administration of delamanid with a strong
inhibitor of CYP3A (ritonavir) may increase
exposure to delamanid metabolite, which has been
associated with QTc prolongation. Therefore, if
co-administration of delamanid with ritonavir is
considered necessary, very frequent ECG
monitoring throughout the full delamanid treatment
period is recommended (see section 4.5 and refer
to the delamanid prescribing information).

Ritonavir dosed as an antiretroviral agent
or as a pharmacokinetic enhancer

4.4 Spkcial
warnings
and
precautions
for use

M2y MY 1912,'P1 10 9:a¥vn
N0 ,'P1 10 :nMNX MOeA

Antiarrthymics

Ritonavir co-administration is
likely to result in increased
7777777777 plasma concentrations of
encainide, amiodarone, bepridil,
flecainide, dronedarone, encainide,
propafenone, flecainide, propafenone, and
quinidine quinidine and is therefore
contraindicated (see section
4.3).

Amiodarone,
bepridil,
dronedarone

Antiarrth
ymics

Amiodaro
ne,
bepridil,
encainide

flecainide
propafen

one,
quinidine

Ritonavir co-administration is
likely to result in increased
plasma concentrations of
amiodarone, bepridil, encainide,
flecainide, propafenone, and
quinidine and is therefore
contraindicated (see section
4.3).

45
interaction
with other
medic|nal
produgts
and other
forms of
interaction
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Anti-gout
treatments
Colchicine |Concentrations of colchicine are
expected to increase when
coadministered with ritonavir.
Life-threatening and fatal drug
interactions have been reported in
patients treated with colchicine and
ritonavir (CYP3A4 and P-gp inhibition)
in patients with renal and/or hepatic
impairment (see sections 4.3 and 4.4).
Refer to the colchicine prescribing
information.
Anti-
infectives
Delamanid |No interaction study is available with

10 ,lairA (5TNA NIMA) :19x:a%YN
10 :NNNX MORA N2V Y 1913,
o ,'pa

M2y M2y 1912,'P1 10 1191:ax¥vn
0o ,'P1 10 :MNNX MDA

ritonavir only. In a healthy volunteer
drug interaction study of delamanid
100 mgq twice daily and
lopinavir/ritonavir 400/100 mg twice
daily for 14 days, the exposure of the
delamanid metabolite DM-6705 was
30% increased. Due to the risk of
QTc prolongation associated with
DM-6705, if co-administration of
delamanid with ritonavir is considered
necessary, very frequent ECG
monitoring throughout the full
delamanid treatment period is
recommended (see section 4.4 and
refer to the delamanid prescribing

)

information),

10 ,lairA (5TNR NIMA) :19X:2%YN
10 :NNNX MORA NMAY MY 1912 ,'Pa
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Anti-
gout
treatmen
ts

Colchicin |Concentrations of colchicine are
e expected to increase when
coadministered with ritonavir

Metabolic parameters

Weight and levels of blood lipids and glucose may

increase during antiretroviral therapy (see section

4.4).

4.8
Undesirable
effect
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