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Dolutegravir (as sodium) — 50mg
Rilpivirine (as hydrochloride) — 25mg
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Juluca is indicated for the treatment of human immunodeficiency virus type 1 (HIV-1) infection
in adults who are virologically-suppressed (HIV-1 RNA <50 copies/mL) on a stable antiretroviral
regimen for at least six months with no history of virological failure and no known or suspected
resistance to any non-nucleoside reverse transcriptase inhibitor or integrase inhibitor.
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4.3 Contraindications
Hypersensitivity to the active substances or to any of the excipients listed in section 6.1.

Co-administration with the following medicinal products:

—dofetilide:- fampridine (also known as dalfampridine);

- carbamazepine, oxcarbazepine, phenobarbital, phenytoin;

- rifampicin, rifapentine;

- proton pump inhibitors, such as omeprazole, esomeprazole, lansoprazole, pantoprazole,
rabeprazole;

- systemic dexamethasone, except as a single dose treatment;

- St John's wort (Hypericum perforatum).

4.5 Interaction with other medicinal products and other forms of interaction

Effect of dolutegravir and rilpivirine on the pharmacokinetics of other medicinal products

In vitro, dolutegravir inhibited the renal organic cation transporter 2 (OCT2) and multidrug and
toxin extrusion transporter 1 (MATE1). In vivo, a 10-14% decrease of creatinine clearance
(secretory fraction is dependent on OCT2 and MATE-LMATEL transport) was observed in
patients. In vivo, dolutegravir may increase plasma concentrations of medicinal products in



which excretion is dependent upon OCT2 and/or MATE-IMATEL (e.g. defetilide;fampridine
[also known as dalfampridine], metformin) (see Table 1 and sections 4.3 and 4.4).

Table 1: Drug Interactions

Medicinal products | Interaction Recommendations concerning
by therapeutic Geometric mean co-administration
areas change (%)

Dolutegravirt —AUC T 7%

tiide] e I T and dotetiid rASaton

Potassium channel blockers

Fampridine T Co-administration of
dolutegravir has the
potential to cause
seizures due to increased
fampridine plasma
concentration via
inhibition of OCT?2
transporter; co-
administration has not
been studied. Fampridine
co-administration with
Juluca is contraindicated
(see section 4.3).

: PIXY [I7V2 D'NAN D'O'Y0A IWY) D'NINN DDTY  *

n9NNA vin'w oY .2

:0OX A9NN YnnwnaY I'R

0'9011N D'A'DINNN TAXR 757 IX 11297 IX 1'AKAVIZIT D'7'YON D NINYG (MN9R) W R -
.(6 9'voa vII9n) NODNNN N'7'IN TWN
NP7 Y NN 91X 7V V'OWUNT NI7ID' DY DIWN ,NINADN NISNNAN INX 700 AaNR -

|'T9on97T owa D2 aviTa) (fampridine) ' TM9no- a7 Ay HOW T HOT——

.NXI9) W1V 719'V7 NYnwnn ,(dalfampridine

(001219 Ny NI N'097'OXA 719107 NIDINN) 'RIVID L7009 ,|'9TAPORIN L,|'9TAA? -
(noNY 122 D'M'ION D"RPT'N D'NAIN'TA 719'07 NIDINN) |'VIOXOM L'X'ONXO -




11D 7w 719101 NY'IN? NIDINN) 7ITRI92N ,AITRIDIVIXD ,7ITI9I017 ,2ITRIDNITR ,2IT9NnIN - -
(01791 N7Nn IX NIAY Ny

AWRD (NIFANIR NIAINI NIEZZT (120 021 DRAXNA 719'07 wnwnn T'RNVO0IR'0IIR) [ITRNNXOPT -
N7’
myos TN 719'0 VYNT? NPT IR NN T

D'wNNwn 11 'nnx 1'won) St. John's wort (Hypericum perforatum) no'?'>nn o'won - -
(x0T 19107

917N 1127 17U KON DX 7R, 7'W'7 DTN DY'WONNN TNX 7010 NNIX DX <

: DINIONN DIIDTY? XN

XX NXIN DITX 72 nion — 0Ny yT'n

21N> 2Nd> — Nv0IN

2770 2INXA [nIon — 21N 2ANd - NNNN N90IN

NINMAN TIWN MNNAY NISINNN 1ARN2 DIOND? IN7wW1 [D1X71 X917 DI7VN
n1anY? n1ao -7y 0'ooTin 0727 [Nt https://data.health.gov.il/drugs/index.html#/byDrug
.03-9297100 o702 nipn NNO 25 712 'N |*7P7N'MoIojRA

b ahhl
[QI7wN N0
nmn nnpn


https://data.health.gov.il/drugs/index.html#/byDrug

