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Prezista, co-administered with 100 mg ritonavir (Prezista/rtv), and with other antiretroviral

agents, is indicated for the treatment of human immunodeficiency virus (HIV-1) infection for
over 18 years of age.
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4.2 Posology and method of administration

Elderly

Limited information is available in this population, and therefore, PREZISTA should be used

with caution in this age group (see sections 4.4 and 5.2)

4.4  Special warnings and precautions for use

PREZISTA 400mg tablets contain sunset yellow FCF (E110) which may cause an
allergic reaction.

PREZISTA 400 mg mq tablets contain less than 1 mmol sodium (23 mq) per tablet, that is to
say essentially ‘sodium-free’.

4.5 Interaction with other medicinal products and other forms of interaction

INTERACTIONS AND DOSE RECOMMENDATIONS WITH OTHER
MEDICINAL PRODUCTS

Medicinal products
by therapeutic areas

Interaction
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CORTICOSTEROIDS

Corticosteroids
primarily metabolised
by CYP3A (including
betamethasone,
budesonide,
fluticasone,
mometasone,
prednisone,
triamcinolone)

Fluticasone: in a clinical study
where ritonavir 100 mg capsules
twice daily were co-administered
with 50 pg intranasal fluticasone
propionate (4 times daily) for

7 days in healthy subjects,
fluticasone propionate plasma
concentrations increased
significantly, whereas the intrinsic
cortisol levels decreased by
approximately 86% (90% ClI
82-89%). Greater effects may be
expected when fluticasone is
inhaled. Systemic corticosteroid
effects including Cushing’s
syndrome and adrenal suppression
have been reported in patients
receiving ritonavir and inhaled or
intranasally administered
fluticasone. The effects of high
fluticasone systemic exposure on
ritonavir plasma levels are
unknown.

Other corticosteroids: interaction
not studied. Plasma concentrations
of these medicinal products may
be increased when co-
administered with boosted
PREZISTA, resulting in reduced
serum cortisol concentrations.

Concomitant use of boosted
PREZISTA and
corticosteroids (all routes of

administration) that are
metabolised by CYP3A {eg-

fluticasone propionate or
Sl ponled op mocn
corticostereids) may increase
the risk of development of
systemic corticosteroid
effects, including Cushing’s
syndrome and adrenal
suppression.
Co-administration with
CYP3A-metabolised
corticosteroids is not
recommended unless the
potential benefit to the
patient outweighs the risk, in
which case patients should
be monitored for systemic
corticosteroid effects.
Alternative corticosteroids
which are less dependent on
CYP3A metabolism e.g.
beclomethasone for

should be considered,
particularly for long term
use.
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CORTICOSTEROID

Corticosteroids
primarily metabolised
by CYP3A (including
betamethasone,
budesonide,
fluticasone,
mometasone,
prednisone,
triamcinolone..)

Fluticasone: in a clinical study
where ritonavir 100 mg capsules
twice daily were co-administered
with 50 pg intranasal fluticasone
propionate (4 times daily) for

7 days in healthy subjects,
fluticasone propionate plasma
concentrations increased
significantly, whereas the intrinsic
cortisol levels decreased by
approximately 86% (90% ClI
82-89%). Greater effects may be
expected when fluticasone is
inhaled. Systemic corticosteroid
effects including Cushing’s
syndrome and adrenal suppression
have been reported in patients
receiving ritonavir and inhaled or
intranasally administered
fluticasone. The effects of high
fluticasone systemic exposure on
ritonavir plasma levels are
unknown.

Other corticosteroids: interaction
not studied. Plasma concentrations
of these medicinal products may
be increased when co-
administered with PREZISTA
with low dose ritonavir, resulting
in reduced serum cortisol
concentrations.

Concomitant use of
PREZISTA with low dose
ritonavir and corticosteroids
(all routes of administration) that
are metabolised by CYP3A
opethospbelodoppoan
corticostereids) may increase
the risk of development of
systemic corticosteroid
effects, including Cushing’s
syndrome and adrenal
suppression.
Co-administration with
CYP3A-metabolised
corticosteroids is not
recommended unless the
potential benefit to the
patient outweighs the risk, in
which case patients should
be monitored for systemic
corticosteroid effects.
Alternative corticosteroids
which are less dependent on
CYP3A metabolism e.g.
beclomethasone for

should be considered,
particularly for long term
use.

:0'NAN 0'9'Y01 0WAIN (Qnivwnn) 121XY [1I7va DTNInNN DY

NInann |'a niaian

NIYNWN 178 NI9NN |I712'XARND L [ITITI9,|ITRDAIN L [ITRP'DIZ?9 , 70T, |ITRKNNAKDA NIAT7 DITRNDDIP'LIIP
D'"N{P7T 0'A¥AI DNMIYAL D'PI9NA, 011 VA D'NPYT 0R2NA  NIMP7T 'vn NIZNN ,NNN0N NN 219107
D'UNNNA 7907 N1 K7 ON_.IVND 2V NNMINRA IN NPITNA ,N9'NYA ,N90 11T 772 1NTA NINE73 028 NI9NN .0NNN

2 NI NIVAINY X9NN 7Y TINX 110 NNNINRION N2VN K7 1[N wnnwn? v ,nmain

.O'T'NADDIP'LP

Kibbutz Shefayim, 6099000
ISRAEL
Phone: 09-9591111

Fax: 09-9583636




J-C Health Care Ltd.

S
Kibbutz Shefayim 6099000, ISRAEL J a n Sse n '

tel +972-9-959-1111
fax +972-9-958-3636 e

s (ofmen fJohmron

qonvIn.6

22"n 600 nvo'MmAa
;12200 NaY
Silicified Microcrystalline cellulose ,crospovidone ,magnesium stearate.
NN 19N
OPADRY ‘Il Orange85 F 13962contains :polyvinyl alcohol — partially hydrolyzed ,macrogol/PEG ,
titanium dioxide ,talc ,FD&C Yellow No/6.Sunset Yellow FCF aluminum lake.
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