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Interactions with other medicinal products:

M2y My 1912,'P1 11 9avivn
Mo ,'P1 11 :NNNX DI

Mo ,'P1 11 :NNNX MDen

[ NMAay My 1912,'P1 11 9NN
[ tluafeD:2%1yn

My 191 ,waTn P 11 :j9iavivn
AT ,'P2 11 :NNNX MDA NMay
no

M2y My 1912,'P1 11 9:axivn
Mo ,'P1 11 :NNNX MDA

11 ,lairA (2TNN NYM2) H9:a%vn
NINNX MO M"Y M1y 1912 ,'Pa
o ,'P1 11 lairA

11 lairA (5TNN NOMA) 9NN
N™MAY MY 1912, INY 11912 YAy ,'pa
N0 ,'P1 11 ,lairA :NMNX MO

NMAaY M 191A,'Pa 11 on:aNivn
N0 ,'P3 11 :NMNNX oA

11 lairA (5TNN NOMA) 9NN
NMAY MY 1912 N 1912 YAy ,'Pa
1ND ,'P1 11, lairA :MNX Mo

NM2Y My 1912 ,'P1 11 91:axivn
1o ,'P1 11 :NNNX Msen

Interactions with other medicinal

4.4 Special
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Bedaquiline: Co-administration-of bedaquiline | Rroducts warnings and
with-strong-CYP3A4-inhibitors-may-inerease | roereeeees precautipns
the-systemic-exposure-of bedaguiline-which Bedaquiline: Co-administration of for use
could-potentially increase therisk-of bedaquiline with strong CYP3A4
bedaguiline-related adverse reactions{see inhibitors may increase the systemic
DRUG INTERACTIONS). Bedaguiline must be | exposure of bedaquiline, which could
sed cautiously with ritonavir,-only if the benefit potentially increase the risk of
ef—ee—admwns#aﬂenﬂ%ﬁeigh&th&rask— bedaquiline-related adverse reactions
Strong CYP3A4 inhibitors such as protease (see DRUG INTERACTIONS).
nhibitors may increase bedaquiline exposure | Beédaquiline must be used cautiously
which could potentially increase the risk of with ritonavir, only if the benefit of co-
bedaquiline-related adverse reactions. administration outweighs the risk.
Therefore, combination of bedaquiline with
fitonavir should be avoided. However, ifthe | «--..
penefit outweighs the risk, co-administration of
pedaquiline with ritonavir must be done with
caution. More frequent electrocardiogram
monitoring and monitoring of transaminases is
recommended (see section 4.5 and refer to the
bedaguiline prescribing information).
Delamanid: Co-administration of delamanid
with a strong inhibitor of CYP3A (ritonavir) may
lightly increase exposure to delamanid
metabolite, which has been associated with
QTc prolongation.
Mherefore, if co-administration of delamanid
with ritonavir is considered necessary, frequent
ECG monitoring throughout the full delamanid
[reatment period is recommended.
).u..
J- 45
Eitonavir effects on Non-antiretroviral Co- Ritonavir effects on Non- Interaction
dministered Medicinal Products antiretroviral Co-administered with other
Medicinal Products medicinal
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11 ,lairA (5TNA NIMA) :19x:a%YN
NMAY Y 191, N 11912 YA Pl
A0 ,'P1 11 ,lairA :NNNX MO

Bedaquiline:
o interaction study is available with ritonavir

M2y M2y 1912 ,'P1 11 9:asivn
N0 ,'P1 11 :nMNX Moen

bnly. In an interaction, study of single-dose
pedaguiline and multiple dose

11 ,lairA (5TNA NMA) :19x:a%YN
NMAY 1Y 191, N 11912 YA Pl
A0 ,'P1 11 ,lairA :NMNX MO

opinavir/ritonavir, the AUC of bedaquiline was
ncreased by 22%. This increase is likely, due

Ny Ny 1912 ,'Pa 11 9iiavivn
o ,'P1 11 :nMNX MoeI

to ritonavir and a more pronounced effect may
be observed during prolonged co-

11 ,lairA (5TNA NIMA) :19x:a%YN
NMAay Y 191, N 11912 YAy Pl
A0 ,'P1 11 ,lairA :NNNX MO

administration. Due to the risk of bedaquiline
related adverse events, co-administration
should be avoided. If the benefit outweighs the

NMAay M 191A,'Pa 11 on:aNivn
N0 ,'P3 11 :NMNNX oA

Yisk, co-administration of bedaquiline with
litonavir must be done with caution. More

11 lairA (5NN NOMA) 9NN
NMAY MY 1912, INY 1912 YAy ,'pa
1ND ,'P1 11, lairA :MNX Mo

frequent electrocardiogram monitoring and
monitoring of transaminases is recommended

Bedaquiline:

In a healthy volunteer drug interaction
study of 400 mg single dose
bedaquiline and lopinavir/ritonavir
400/100 twice daily for 24 days,
bedaquiline exposures (AUC) were
increased by 22%. Bedaquiline must
be used cautiously with ritonavir, only
if the benefit of co-administration
outweighs the risk (see WARNINGS
AND PRECAUTIONS: Drug
Interactions).

products and
other forms
of interaction
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(see section 4.4 and refer to the bedaquiline

NMAay My 1913,'p1 11 1on:aNivn
N0 ,'Pa 11 :NMNNX oA

‘Prescribing Information) ra-healthy-velunteer
- . F el

Sedaquiline-and lopl a”‘ HtonRaviF400/100
iee daily-for 24 days beelaqu. € exposures
tAUC) were-increased by g.gl % Beda_qlul |e_ﬁ

} i ien-outweighs the
risk (see WARNINGS AND PRECAUTIONS:
Drug Interactions).

Delamanid:

no:avvn

No interaction study is available with

ritonavir only. In a healthy volunteer drug
interaction study of delamanid 100 mg
twice daily and lopinavir/ritonavir 400/100
mg_twice daily for 14 days, exposures of
delamanid and a delamanid metabolite,
DM-6705, were slightly increased. Due to
the risk of QTc prolongation associated
with DM-6705, if co-administration of
delamanid with ritonavir is considered
necessary, frequent ECG monitoring
throughout the full delamanid treatment
period is recommended (see 4.4 Special
warnings and precautions for use).
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