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- BNINEINNIAATIILENAR (buprenorphine/naloxone, methadone)
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- NN EINERANITNIER (perphenazine, quetiapine, risperidone, thioridazine)

- N ITIueNadus=dU (midazolam vHada)

04 aAa ¥ 1 [ a a
MITVUILNIUNIBEAIIINAUDINRITULASLAIDIAN

@ﬁ‘q*’ﬁ 2 3 SUUTEMwNITaenat9 1y 18092 3UUTEMUIINNLANMITLAZLATEIAN

a I3 a6 ¥
amumsmtazam‘lﬁuuqm
LLﬁj”alﬁLLw"nﬁmmﬁuﬁmﬂqmﬁmﬁ@Tomsﬁﬁaslﬁuuqm i;"ﬁ’j’]dﬂﬁi@vdﬂiiﬁLLﬂziﬁuNHGﬁ LN

'
a A

dasliiudrnmuniBaduananunndazeggraduniaaniz uusihigndindaseiesledla

[

v o = o a t?( a 3‘ & Cd '
mﬂ%uuqm Luﬂd’iﬁﬂ&lﬂ’ﬁ&lLﬂ%vlﬂvl@ﬂHWEQZWQL“ﬁaLQ%VLQ’J NIBNIBIVBU LR LDIIN &IGVLNV]‘E’]‘]J

ﬁawamaam@iamsﬂmaaqm
LY t:i v a' [

NYTUTUALNIS IELATAIINING

] U d'l s A ™ ni R 2 o o A a £Z
aﬂ'ﬂmmawmnamamummﬂ@3mganummaaiuﬂizmuwmam

[ aAa ¥ []

3. sulszmuwnsSsaaiadigls
ot A a v v dl v 1 v Qs 6 ] ]
wﬂi:muwwamlﬂmamwLLW'ﬂﬂ@uammqmmua Qmmaamnaaunuuw“{lﬂwm@m'lmmla

\ A A Aa o a A ¢ A A Y ' A A W v
@li’l"i}@BQLETSJéJ’J’]EJthTsJ’]ELLEJ’W\hT‘Iia(ﬂ’]LLatiIYIuWL’JUSLWUGWGLWGVLNIWEJ’]"IJ’](?‘I LT 14 luﬂimﬂﬂmvlu"l,@
NAULT% HANNT TG DI AUNIIRI BN TUNNTINEA ML SINEILNS

= 1 [ (Y 1 6 [ a
Alnainlawelasumamhsaezladannen wnndazindnorsm)
YaenUnivainitadfa 800 UadNTH (1 1WABINITREI1IUIA 800 NAANITN K38 2 LIAVBINT
Faenvwa 400 Tadn3y) AuALSInwiss 100 TadnIN uazadd

1 A Y [ 1 6 [ a
Alnaineslasuananlisaeslaiainaw (uwndeziuagnaism)

A Aa A s =3 A A U a A Lt A (=3 A a £%
YUALAD 800 UAANTY (1 LIAVBINITAAI VUG 800 JaANTH WID 2 LAAVBINITAA VUG
400 Jaan3W) WNUSInuies 100 FadnIu Iuazadd w3a 600 JaanIN (1 LIAVBINITaF
WA 600 Hadiniw) TIwnLIInwIes 100 Hadniu Tusz 2 039 ldsadinsunndiiagivwe

lﬂmm:awﬁuqm

2A55udsenn

PREZISTA 400, 600, 800 mg CPPI Created on 19 March 2018
Version V.27 Nov 2017



qmﬁao%’uﬂszmuw%‘s’ﬁaﬁmm”mta:‘%’uﬂ‘s:mu‘imﬁuﬂwmL"iﬂ'? 100 UARNTULATDNRITLEND
Aa ' aﬁl’ o & A | AA A § o o
wigadaz ldaunsneangntlaaraduimnlidsinuwissuazannis AMABITUUTZMUD AT
wiapa99mele 30 wifineustUsemunidasuazsinuwiiss sfavasannis lilsiedany
Y weR d&’ [ > Aa U ] v 1R 6 1
wiamazIAna9n Wm%mqmuﬂs:muwwamhU"lu"l@ﬂiﬂmuww ran

dll % aSAa v a a (%] 1 o A = 6 a a %] %] n?
WD T UWIALINSTEA 800 NAFNSH 32NNV INWIILS 100 NaANIN IWAZASI
- SUUTEMUNITHEN 800 UARNIN 1 LA I8 400 JAANTH 2 LIANTOUN a”uam%imm”u
- FUUTEMWNITRANTINALS NS 100 FaRNTULEND
- SUUTEMUNITI NI aNa KT
A = o A A ' ¥ A A A a A
- NABLNLTAWTDULATAIAN LTH 11 WU RIDLATDIANULRINDTAITAW

- FUUTEMWENGW TR L aATRA AW MITINNUNITRALES [N A 8SaNNUAN L 110

H a a a (%) [l o A 6 a a %) % q?
WD IHURIALINSTANT 600 NAANIN IINNUIINWIIYS 100 NaANITH IWas 2 A9
- JUUTENMUNSTREN 600 FaRNTH 1 LUALWADWLITY LAz 600 UaANITN 1 LA lwaawLT
- TUUTEMUNS TR TINNUSINUILAES 100 JafNINLRNA
- SUUTEMUNITIGINTDNDIANT
A = o A A ' ¥ A A A A A
- NABELIANITDULATDIAN LTH 111 UN RIDLATBIANLEINENWITEU Y

- FUUTENMBENAW TR T LA TRA DU MITINNLNITIAAS NI 8T ANNNUAN T LU

[~3 & o & 1 [ .:3’ { [ Y] ¥ 1 6 [~
AN NI LA 40 ?]Tﬁﬂi&l?l%lﬂ °?|Lﬂﬂlﬂi‘um@rml’aima"ﬂaeaa\l'mau (LLNNYVBILANIL

(i)

LLWﬂETﬁ]zﬁ’]WJIWIJW]@mﬁQﬂ DIMNNINRINAIVBILAN

& v 1a Aa v A 0« a a A ¢ = A ¥ o4
LLW‘V]UQZLL%Gﬂim’]mg’]W3°ﬁa@n°ﬁu(ﬂLN(ﬂLLazﬂﬁN"lmgqii‘ﬂ%qnﬂi (EJF]LLQT_JGEG HILNR Vﬁaﬂnuﬂ) N

LUAWNLANAITTULTENU
& vt ak o @ Aa W NIRRT & & .
WINANIFnaTn qu@iﬂ snsgranlaglulaUSnuunnguasiannian

A o
255udsEnn
=3 s aa 2 v A A 6
- LENAITILUTEMUNITrATINALS NI LS IR
- LNAITTUUTEMUWNITREINTANANAITHINLANTUUTE M UNITINTRALTA LANAITNAWL
= o A A ' e A A A ’ A
LIANTDNLATIIAN L% T WU RIDLAIDIAULRINDIAI T

- TUUTEMWENAW TR T AT RA DU M INNLNIBIALAS 1N 8T AN N UAN LK1

Tunsdnen liaunsanuedasninI Inuwdss e aTuad Lk nLNNguaILan

PREZISTA 400, 600, 800 mg CPPI Created on 19 March 2018
Version V.27 Nov 2017



a a o ® A
nsdladaagriailasnuianille

Aa o o v v & o X
' @» PIANNARANNINTaNNUHNUaInwande wazastdaad:
[D
@ - mﬂshmﬁmwmaﬁﬂaaw%”auﬂwgumwﬁumﬁm
: - WadNaananagnaan

> aa e 1A ¥
‘VI"Iﬂﬂmiﬂﬂizﬂﬂ%ﬂi‘lfﬁﬁ'\&l'\ﬂﬂ')'\ﬂﬂ')iiﬂi‘l]

a A ' 6 A a o A
IUAAGADLLNNYRIDLNRDTNINUN

A o aa v A aa Y o o a a o <&
mnqmamuﬂszmuwseﬁamu,awmmmﬂaws%amsmnmfnmnmfmazma:

= ) < Y [ v A o [ a’ A 6
mnqmunvl,@mﬂ‘l% 12 %2139 AT Tz TudTEmunsausInuw i usiuazaInis
LRND mﬂqmﬁnvl,ﬁﬁé'amn 12 F2las I uassunnliussudremuenawada larudng agin

Judsemusnluwanar oIt NaTaLTUEIUN R

=] % aa ¥ =] aa v o A = 6 @ q?
WINAMANTULIENMUNITAALazMIngIA NS TamM NI N385 Tuas 2 ase:

=S (% n/' (% s @~ A o (% al a 6
mnqmunvl,@mﬂ‘l% 6 7139 AmdasTudszmunyiud sudszmuniaaniinunidsiuszenis
LR mn@mﬁnvl,ﬁ%é'amn 6 719 lATnuaTInL luarsulszmuenawiada ldanuind atn

sudsemuenluamiagasviniNaTaLrasIwn s

= & o v ad o o o A A o, v Aa o a A & A A
Iﬂi@ﬂﬁﬂ‘]&ﬂLLW‘Y]Uﬁqﬂi'ﬂ'ﬁﬁﬂqiiu‘ﬂsz'ﬂﬁluﬂq@nuvL'JiﬁauVll"ﬁTJNﬂUWfsﬁﬁ@nLLaziIV]u']L'JUi Lyaad

Sulsznuen
U %) ¥ [} ¥ 61
mqumuﬂizm%w%%amfﬂﬂlulﬂﬂ‘%nmuwnﬂnau

s a 2( A o v R a QI &/ U LR d&/ v
mﬁﬂmmm@maLamvlmmﬁmﬂ'v\mwgamﬁuﬂﬂ@qwaaqmmmm winanazzanadu vu

[ Aa ¥ = 6 1
ﬂq@iﬂﬂiZ‘ﬂ’]%W?ﬁﬁ@n ATUINEUNWNINaw

A o A a 4 % v a o X =< &
%’]ﬂ@!muﬂ’]ﬂqwLWNL@]NLﬂU?ﬂUﬂ’]{LTNﬂ@ﬂmmu AIUINWILNNE

L3 = ‘:' a n:?
4, WY LAEINDIILNAY W
oA o 2 Aa  w o v a o a [YREY) fa o
LDULAEINUEIDW S Wieﬁa@na’]"ﬂﬂqlﬂlﬂﬂwﬂﬂndLﬂﬂ\"]vL@LL NQZVLNLﬂ(ﬂﬂUVJﬂﬂu

A o a & a . \ a ' @ a a Aa o

L@Jaiﬂﬂ’lﬂ’ﬁ@]mﬂjal,aﬁvl,a’s VLNLﬁuﬂ']id’]ﬂLaﬁJﬂvLﬂﬂ‘ﬂxizu')’]NﬂTWGLﬂﬂ\ﬂ@Lﬂ@"ﬂqﬂWieﬁa@’]
@ a a A Ao A @ a a a & =

Na?.n\"]LﬂU\‘]I@Lﬂ@ﬁnﬂﬂqauﬂiﬂﬂixﬂqu 'ﬁsaNﬂT’NLﬂU\‘]l@Lﬂ@"ﬂqﬂﬂqi(ﬂ@LﬁaLaﬁvLa?Laﬁ

PREZISTA 400, 600, 800 mg CPPI Created on 19 March 2018
Version V.27 Nov 2017



o360 15 L LA T w1 8NN AN ATILA I NIRUAN T TN LIBAINNNT LT WI T RN

e o A < ° ' A A v @
ﬁsqﬂdquﬂ@%qﬂqdfﬂusﬂdﬂq\TQSGﬂ']?l]?ul,lﬁd LLWV]5@?57]']7-]']5@]5']?{]Lﬁﬂ@ﬂﬂulﬁwﬂqw%“ﬂﬁ@n ﬂ']ﬂ'm
a & o o o A A A ak o & o a . & = X A
@@LmﬂqﬁsﬁmﬂaﬂLﬂumu@lﬂﬁsasﬁlﬁajd LLWVlUﬂfJiqfnﬂqf(ﬂij"ﬂLﬂa@llaUT%LW?’];NI@ﬂWﬂ%GTuﬂaz
Wedynineal Uinsuwndiisanuanmsuazainisuaadaaddyminisey laun Aawmsaanan
A A ~ A @ a aa A o @, A @ a .
URLNADY UasisdFaw (RW171) Qﬁ]ﬁ]’]ﬁZﬁsﬁ@] (ﬂ’]sl’ﬂaauvl,%']?laﬂﬂ']vlaa) ﬂauvla 2ILAYW vl&lainﬂ

A = A A a o v o oa
27113 w3013V UIe %333\]@?7NVL'JlﬁL’Jma']@]’)@']um’)']l@]sﬁiﬂiﬁ

a A a o o | ° A vo Aa v & A A @ =2
frsnuauimiilugiheiuwn 10.3% NleTunidadn vaTiAnaasuusniaduduanois
i Aa v o ! Ao Aa o a a ¢ a A o A & w A
widlale ludtheniudszmunigdaduaziafinniisd erafiedu (laemldifiadniaonia
1unand) VL@Tﬂaﬂn'jﬂuQﬂ';nﬁ%’uﬂs:mumu@iawﬁ@Lmnﬁ'u daussdAgNazdosdinm

& aA a £
LWNERINTRN WA

6 o U o 1 >3 ] nql‘ A (% aa 2 A 1
u,'wwmum:mqmvl,mw:mama"[snummsmmumammnqmmwsmamma"[u

WAt A TuuTIIEITaanwaatinay 9 niinoaunylddesniawuiesldun dudeusniay
seauluduluifangs lwiwnw evmIvesnsdade wazmafsuudasasluailuiams

o a Ao ' A v o A o ' o a
HadaLABININeNuNLLasiiga leun Yrarias madfouudasvas luswluinenmy vaade
U10ATYE ARWLE BRI LazaLD8n

v = 1 a J R U °’ = v 1
NATN9LALILNI BN AU TREITNANA LB TR L aun:
o ¥ & P
- s:@ummalmﬁa@g\mw%ammsma\ﬂsﬂmemﬁwm
1 dl dl a Crd Qs o 1 é =3 = L s
- gﬂi’mﬂaﬂuuﬂmmaamﬂm@m’;zvlwmmmzmsm‘lm ﬁmmﬁ]swmmigryl,amv[wu
o v a X Ao o A o X A
N1 wUHLA: Ui AN wnad (W9) wazeezmeluang winanlwgdu wazd
Aoulusilunnaiae (buffalo hump) mm@;Lmzwa@iaqmmw‘lmw:mwamma:mmﬁﬂiﬂ
Tainsuluwumed
- NFUAIMNIONIFLINNANIEAUGIVBITTULNAAUNYU (immune reconstitution inflammatory
o | aid a 3’ = a [ = e A d?
syndrome) 1ug¢lﬂaUm\‘mmumsmmmaﬂawu@ advance (189#) wazlUszIfaaLT
s a ¥ { 1 a é’ 1Y
a8lama Ja1NIUazaINNTULEAIUAINITONLELININAIAAT AN WU ANALAAD bk bal TN
RAILSUNIITNENALLIEIU IITHLAT LT TINNINTTREN wantnitaannsaalTaalslania
a7 mmﬁ@ﬂﬂamaoqﬁﬁuﬁuﬁuaa (ama:ﬁl,ﬁ@Lﬁas:uugﬁﬁuﬁﬂﬁm&ﬁaLﬁaﬂﬂamaa
F9me) enafienasisumasnmnsdadaiarledisuni anudadnvesgiduniuaiies
ANANARAINNIUNIINENRIN LAY
& o |
- \aalnanndulugilolsagladide
- hanauiiia Aensedanwsd anuladnfuasnauiiiamatenanousslandnuiian

PREZISTA 400, 600, 800 mg CPPI Created on 19 March 2018
Version V.27 Nov 2017



~ o a ' ' & o A o o = ' ' -~ M oA
winfinathaidssaielaataieouss nSewnquananunathafssanslaagnmilaled
squmaﬂmsﬁ Tivaudslwunngnsiy
(=3 aAa [ 1
5. hunSTaa1ad19ts
=3 v v - =
AuldWwdauazanuauadLen

Aa i a 3
WIDEAITUALNG

1o v & Aa ¥ a =3 a
vL&l'iﬂLﬂ%(ﬂ [l muwmamwu@Lmluam’;zwmw

1 v =) v Qs Qs é v v 1 Qs Q % Qs
amlmw%amma’m%mmq smvl,m:y"buuﬂaaaLLa:uumwmmaﬂm EXP Tunuaong

mmﬁﬁuq@ﬁmmauﬁauﬁfu

. LYY e . A o
laiasfsnmisriasinfansansvozluing lusagauounasniinaz e Ll tuaagi9ls 355%

T aInuRILIARaN be

J
U ~a

6. GECIRTEGEY

v v v
W%‘?ﬂﬂ@nﬂi&ﬂﬂﬂﬂ')ﬂﬂ&liﬂ'\d

BLAATUNR Mendfyaa anguies

400 AafnIu pulauua 400 Hadniuudazidalsznaudinanywiiss amlwan
433.64 adn3n WiBUNAUANTWILIET 400 Tadniu
sylsznavausessdadausen laun microcrystalline cellulose, colloidal
anhydrous silica, crospovidone, magnesium stearate
Aauafauidasndsznaueie polyvinyl alcohol - partially hydrolyzed,
macrogol 3350, titanium dioxide (E171), talc, sunset yellow FCF (E110)

PREZISTA 400, 600, 800 mg CPPI Created on 19 March 2018
Version V.27 Nov 2017



10

HUIAUUIA denddfa angwnied

600 AaaNTY pudiarwa 600 dadniuudazidalsznaudiuanwiies a5 luian
650.46 §ndn3u iisuhAua W iss 600 Hadniu
syUsznavausessdadznn ldun microcrystaliine cellulose, colloidal
anhydrous silica, crospovidone, magnesium stearate
Aauafaudasnydsznaueas polyvinyl alcohol - partially hydrolyzed,

macrogol 3350, titanium dioxide (E171), talc

HNIAUUIA dndAyda aguied

800 UadnIu puliauuna 800 adniuudazidalsznaudiaanwiiss a5 lulan
867.28 fladnu (isuiiiua1wLass 800 Jadniu
sydsznavduvasedaduaty laun microcrystalline cellulose, colloidal
anhydrous silica, crospovidone, magnesium stearate, hypromellose

Asuafauidasndsznaudie polyvinyl alcohol - partially hydrolyzed,

macrogol 3350, titanium dioxide (E171), talc, iron oxide red (E172)

aAa Y A (-3 Y I’ ]
Wi“ﬁﬁ@l']&lﬂﬂ‘ﬂm&&lﬂLlﬂzﬂii"i}zﬂm‘ﬂ Lﬁ%ﬂ El'l\‘lvli

PAAVUA PNIANRAUNAN RINBO ?JTSLIVL?J' Je0NWT 400MG UUEIWRIHI ey TMC U
400 JaaNIN ANEWRII
U319 60 Waluwiawagdn
=3 =1 ' o o o A
PAAUUA gdanfauNay §U17 gﬂ"lm Je70n1T 600MG UNAURHI ez TMC UndN
= =) o U é
600 ARANTY AU
U319 60 Waluwiawagdn
= = A & a o L Ao o A o o
PN AUUWIA PLAALARDUNAN RUAILTY El]vl,“ll FO2L8% 800 UUAIWANI WAZAIDNET T Ut
A A s a £ é
800 AaANTY AnNeURiL

IR 30 Lﬁ(ﬂl‘WD’J(ﬂ‘W NRAN

uanlag
Janssen Ortho LLC, Gurabo, Puerto Rico

ANLIIVDILIIIA lanztdanaIuen 'S'uﬁvlﬁ%'umgﬁt?muﬁﬂuﬁﬁ'um
400 dafnIu 1C 22/56 (NC) 11 Jw1au 2556
600 AaanIu 1C 111/53 (N) 18 NINFHIAY 2555
800 AaanIu 1C 39/59 (NC) 22 NWeNEH 2559

MW LLf’fImanm‘sﬁ”nﬁ'uﬂ']é']qﬂ

PREZISTA 400, 600, 800 mg CPPI Created on 19 March 2018
Version V.27 Nov 2017



27 Wo@anaw 2560

w2 lagy

UIEN LABLTU-TUan 31N

106 %4 4 HANYARNNTINAIANIZLIY
AUBRABINTI LWL
LUARIANIELY NFINWY 10520
INTANY : 02-792-7200

N385 : 02-792-7222

PREZISTA 400, 600, 800 mg CPPI
Version V.27 Nov 2017

11

Created on 19 March 2018



LNEITAINUYINTIBIDINHAIRTU @'ﬂm

PREZISTA®- 400 mg / 600 mg / 800 mg - film-coated tablets
Active substance: darunavir

Read all of this leaflet carefully before you start taking this medicine.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor or pharmacist.

- This medicine has been prescribed for you. Do not pass it on to others. It may harm them, even
if their symptoms are the same as yours.

- If a side effect gets serious, or if you notice any side effects not listed in this leaflet, please tell
your doctor or pharmacist.

In this leaflet:

What PREZISTA is and what it is used for
Before you take PREZISTA

How to take PREZISTA

Possible side effects

How to store PREZISTA

Further information

ogkrwhE

1. WHAT PREZISTA IS AND WHAT IT IS USED FOR

What is PREZISTA?

PREZISTA is an antiretroviral medicine. It belongs to a group called protease inhibitors. PREZISTA
works by reducing the amount of Human Immunodeficiency Virus (HIV) in your body. This will
improve your immune system and reduces the risk of developing illnesses linked to HIV infection.

What it is used for?
PREZISTA is used to treat adults and children weighing 40 kg and above who are infected with HIV.

PREZISTA must be taken in combination with a low dose of ritonavir and other anti-HIV medicines.
Your doctor will discuss with you which combination of medicines is best for you.

2. BEFORE YOU TAKE PREZISTA

Do not take PREZISTA:
- if you are allergic (hypersensitive) to darunavir, other ingredients of PREZISTA or to ritonavir.

Do not combine PREZISTA with any of the following medicines:

- astemizole or terfenadine (to treat allergy symptoms)

- midazolam or triazolam (to treat trouble with sleeping and/or anxiety)

- cisapride (to treat some stomach conditions)

- lurasidone or pimozide (to treat psychiatric conditions)

- ergot alkaloids (to treat migraine and headaches)

- alfuzosin (to treat enlarged prostate gland)

- sildenafil (to treat pulmonary arterial hypertension)

- colchicine (to treat gout or familial Mediterranean fever), if you have renal/hepatic impairment
- dronedarone (to treat heart attacks)

- lovastatin, simvastatin, or lomitapide (to lower cholesterol levels)

- ranolazine (to treat chest pain)

- rifampin (to treat some infections such as tuberculosis)

- elbasvir/grazoprevir (to treat hepatitis C infection)

- St. John’s wort (Hypericum perforatum) (a herbal product used in products for depression)

PREZISTA 400, 600, 800 mg CPPI Created on 19 March 2018
Version V.27 Nov 2017



If you are taking any of these, ask your doctor about switching to another medicine.

Take special care with PREZISTA

PREZISTA is not a cure for HIV infection. PREZISTA does not reduce the risk of passing HIV to
others through sexual contact or blood contaminations. Therefore, you must continue to use
appropriate precautions.

People taking PREZISTA may still develop infections or other illnesses associated with HIV infection.
You must keep in regular contact with your doctor.

PREZISTA should not be administered to children younger than 3 years of age nor to children and
adolescents younger than 18 years of age who have never used antiretroviral medicines before.

Tell your doctor about your situation

Make sure that you check the following six points and tell your doctor if any of these apply to you.

- Tell your doctor if you have had problems with your liver before, including hepatitis B or C
infection. Your doctor may evaluate how severe your liver disease is before deciding if you can
take PREZISTA.

- Tell your doctor if you have diabetes. In general, anti-HIV medicines such as PREZISTA might
increase sugar levels in the blood.

- Tell your doctor immediately if you notice any symptoms of infection or inflammation. In
some patients with advanced HIV infection, signs and symptoms of infection or inflammation
may occur after anti-HIV treatment is started. It is believed that these symptoms are due to an
improvement in the body’s immune response.

- Tell your doctor if you notice changes in body fat. Redistribution, accumulation or loss of
body fat may occur in patients receiving a combination of antiretroviral medicines.

- Tell your doctor if you have hemophilia. Anti-HIV medicines, such as PREZISTA, might
increase the risk of bleeding.

- Tell your doctor if you are allergic to sulfa medicines.

Tell your doctor about your medicines
PREZISTA might interact with other medicines. Please tell your doctor if you are taking or have
recently taken any other medicines, including medicines obtained without a prescription.

There are some medicines that you must not combine with PREZISTA. These are mentioned above
under the heading ‘Do not combine PREZISTA with any of the following:’.

Tell your doctor if you take other anti-HIV medicines. PREZISTA can be combined with some other
anti-HIV medicines while other combinations are not recommended.

The effects of PREZISTA might be reduced if you take any of the following products. Tell your
doctor if you take:

- medicines to treat hepatitis C infection (boceprevir, telaprevir)

- medicines to prevent seizures (phenobarbital, phenytoin)

- corticosteroids (dexamethasone)

- medicines to treat some infections such as tuberculosis (rifapentine)

The effects of other medicines might be influenced if you take PREZISTA. Tell your doctor if you

take:

- medicines to treat hepatitis C infection (simeprevir)

- medicines for heart disease (amiodarone, amlodipine, bepridil, bosentan, carvedilol, diltiazem,
felodipine, flecainide, disopyramide, lidocaine, metoprolol, mexiletine, nifedipine, nicardipine,
propafenone, tadalafil, timolol, quinidine, verapamil).

- medicines used to prevent clotting of the blood (apixaban, dabigatran etexilate, rivaroxaban,
ticagrelor, warfarin).

- contraceptives. PREZISTA might reduce the effectiveness of hormonal contraceptives.
Therefore, additional or alternative (non-hormonal) methods of contraception are recommended.
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If you take a contraceptive containing drospirenone your potassium levels might become
elevated.

- medicines to lower cholesterol levels (e.g. atorvastatin, pravastatin, rosuvastatin). The risk of
muscle tissue disorder might be increased. Atorvastatin, pravastatin or rosuvastatin, at a
reduced starting dose, could be used.

- medicines for your immune system (everolimus, cyclosporin, tacrolimus, sirolimus). Your
doctor might want to do some additional tests.

- corticosteroids (betamethasone, budesonide, fluticasone, mometasone, prednisone,
triamcinolone)

- medicine to treat asthma (salmeterol)

- medicines to treat gout or familial Mediterranean fever (colchicine)

- combination medicine to treat malaria (artemether/lumefantrine)

- medicines to treat cancer (dasatinib, everolimus, nilotinib, vinblastine, vincristine)

- medicine to prevent seizures (clonazepam)

- medicines to treat depression and anxiety (amitriptyline, desipramine, imipramine, nortriptyline,
trazodone).

- medicines to treat fungal infections (clotrimazole, fluconazole, posaconazole)

- sedatives/hypnotics (buspirone, clorazepate, diazepam, estazolam, flurazepam, zolpidem)

- certain medicines to treat moderate or severe pain (fentanyl, oxycodone, tramadol)

The dosage of other medicines might need to be changed. Tell your doctor if you take:
- medicines to treat certain heart disorders (digoxin)

- medicines against fungal infections (itraconazole, ketoconazole, voriconazole)
- medicines against bacterial infections (rifabutin)

- medicines for erectile dysfunction (avanafil, sildenafil, vardenafil, tadalafil)

- antibiotics (clarithromycin)

- medicines to treat depression and anxiety (paroxetine, sertraline)

- medicines to prevent seizures or to treat trigeminal neuralgia (carbamazepine)

- medicines to treat narcotic dependence (buprenorphine/naloxone, methadone)

- medicines to treat psychiatric conditions (perphenazine, quetiapine, risperidone, thioridazine, ).
- medicines used as sedatives (parenteral midazolam)

Taking PREZISTA with food and drink
See section 3 ‘How to take PREZISTA’ with food and drink.

Pregnancy and breast-feeding

Tell your doctor immediately if you are pregnant or if you are breast-feeding. During pregnancy and
breast-feeding you must not take PREZISTA, unless it is specifically approved by your doctor. It is
recommended that HIV infected women should not breast-feed their infants because of the possibility
of your baby becoming infected with HIV through your breast milk and because of the unknown
effects of the medicine on your baby.

Driving and using machines
Do not operate machines or drive if you feel dizzy after taking PREZISTA.
3. HOW TO TAKE PREZISTA

Always use PREZISTA exactly as your doctor has told you. You must check with your doctor if you
are not sure.

Make sure that you always have enough PREZISTA and ritonavir available so that you don’t run out.
For example in case you cannot return home, need to travel or stay in a hospital.
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Adults who have never taken anti-HIV medicines before (your doctor will determine this)

The usual dose of PREZISTA is 800 mg (1 tablet containing 800 mg of PREZISTA or 2 tablets
containing 400 mg of PREZISTA) together with 100 mg ritonavir once daily.

Adults who have taken anti-HIV medicines before (your doctor will determine this)

The dose is either 800 mg (1 tablet containing 800 mg of PREZISTA or 2 tablets containing 400 mg of
PREZISTA) together with 100 mg ritonavir once daily OR 600 mg ( 1 tablet containing 600 mg of
PREZISTA) together with 100 mg ritonavir twice daily. Please discuss with your doctor which dose is
right for you.

Instructions

You must take PREZISTA every day and always in combination with 100 mg of ritonavir and with
food. PREZISTA cannot work properly without ritonavir and food. You must eat a meal or a snack
within 30 minutes prior to taking your PREZISTA and ritonavir. The type of food is not important.
Even if you feel better, do not stop taking PREZISTA without talking to your doctor.

When the dose of PREZISTA is 800 mg with 100 mg ritonavir once daily

- Take one 800 mg tablet or two 400 mg tablets at the same time, once a day, every day.

- Take PREZISTA always together with 100 mg of ritonavir.

- Take PREZISTA with food.

- Swallow the tablet(s) with a drink such as water, milk, or any other nutritional drink.

- Take your other HIV medicines used in combination with PREZISTA and ritonavir as
recommended by your doctor.

When the dose of PREZISTA is 600 mg with 100 mg ritonavir twice daily

- Take one 600 mg tablet in the morning and one 600 mg tablet in the evening.

- Take PREZISTA always together with 100 mg of ritonavir.

- Take PREZISTA with food.

- Swallow the tablet(s) with a drink such as water, milk, or any other nutritional drink.

- Take your other HIV medicines used in combination with PREZISTA and ritonavir as
recommended by your doctor.

Children weighing 40 kg or more, who have taken any anti-HIV medicines before (vour child’s
doctor will determine this)
The doctor will work out the right dose based on the weight of the child.

The doctor will inform you exactly on how much PREZISTA tablets and how much ritonavir
(capsules, tablets or solution) your child should take.

If your child feels better, do not stop administering PREZISTA without talking to the child’s doctor.

Instructions

- Your child should take PREZISTA always together with ritonavir.

- Your child should take PREZISTA with food.

- If your child is taking PREZISTA tablets, your child should swallow the tablet(s) with a drink
such as water, milk, or any other nutritional drink.

- The other HIV medicines used in combination with PREZISTA and ritonavir should be taken as
recommended by the doctor.

In case your child does not tolerate ritonavir oral solution, ask advice to your child’s doctor.
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Removing the child resistant cap

@ The plastic bottle comes with a child resistant cap and should be opened as
[ 22 follows:
t - Push the plastic screw cap down while turning it counter clockwise.
@J - Remove the unscrewed cap.

If you take more PREZISTA than you should
Contact your doctor or pharmacist immediately.

If you forget to take PREZISTA and your dosing regimen is PREZISTA with ritonavir once a
day:

If you notice within 12 hours, you must take the tablets immediately. Always take with ritonavir and
food. If you notice after 12 hours, then skip the intake and take the next doses as usual. Do not take a
double dose to make up for a forgotten dose.

If you forget to take PREZISTA and your dosing regimen is PREZISTA with ritonavir twice a
day:

If you notice within 6 hours, you must take the tablets immediately. Always take with ritonavir and
food. If you notice after 6 hours, then skip the intake and take the next doses as usual. Do not take a
double dose to make up for a forgotten dose.

Please refer to your doctor for instructions on missed doses of other HIV medicines used in
combination with PREZISTA and ritonavir.

Do not stop using PREZISTA without talking to your doctor first
HIV therapy may increase your sense of well-being. Even when you feel better, do not stop taking
PREZISTA. Talk to your doctor first.

If you have any further questions on the use of this product, ask your doctor.

4. POSSIBLE SIDE EFFECTS
Like all medicines, PREZISTA can cause side effects, although not everybody gets them.

When treating HIV infection, it is not always easy to identify what side effects are caused by
PREZISTA, which are caused by other medicines you are taking, or which are caused by the HIV
infection itself.

The following is not a complete list of side effects reported with PREZISTA.

Liver problems that may occasionally be severe have been reported. Your doctor should do blood tests
prior to initiating PREZISTA. If you have chronic hepatitis B or C infection, your doctor should check
your blood tests more often because you have an increased chance of developing liver problems. Talk
to your doctor about the signs and symptoms of liver problems. These may include yellowing of your
skin or whites of your eyes, dark (tea colored) urine, pale colored stools (bowel movements), nausea,
vomiting, loss of appetite, or pain, aching, or sensitivity on your right side below your ribs.

Skin rash has been reported in 10.3% of patients receiving PREZISTA. Occasionally a rash can be
severe or potentially life-threatening. In patients taking PREZISTA and raltegravir, rashes (generally
mild or moderate) may occur more frequently than in patients taking either drug separately. It is
important to consult your doctor if you develop a rash.

Your doctor will advise you how to deal with your symptoms or whether PREZISTA must be stopped.
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Other clinically relevant severe side effects, reported at an uncommon or rare frequency were
inflammation of the pancreas, increased blood fat levels, diabetes, symptoms of infection and changes
in body fat.

The most commonly reported side effects include abdominal pain, changes in body fat, diarrhoea,
headache, nausea, rash and vomiting.

Some side effects are typical for anti-HIV medicines. These are:

- raised blood sugar and worsening of diabetes.

- changes in body shape due to fat redistribution. These may include loss of fat from legs, arms
and face, increased fat in the abdomen (belly) and other internal organs, breast enlargement and
fatty lumps on the back of the neck (buffalo hump). The cause and long-term health effects of
these conditions are not known at this time.

- immune reconstitution inflammatory syndrome. In some patients with advanced HIV infection
(AIDS) and a history of opportunistic infection, signs and symptoms of inflammation from
previous infections may occur soon after anti-HIV treatment is started, including PREZISTA. In
addition to the opportunistic infections, autoimmune disorders (a condition that occurs when the
immune system attacks healthy body tissue) may also occur after you start taking medicines for
the treatment of your HIV infection. Autoimmune disorders may occur many months after the
start of treatment.

- increased bleeding in patients with hemophilia.

- muscle pain, tenderness or weakness. On rare occasions, these muscle disorders have been
serious.

If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please
tell your doctor.

5. HOW TO STORE PREZISTA

Keep out of the reach and sight of children.

PREZISTA tablets
PREZISTA tablets do not require any special storage conditions.

Do not use PREZISTA after the expiry date, which is stated on the box and on the bottle after the
letters EXP. The expiry date refers to the last day of that month.

Medicines should not be disposed of via wastewater or household waste. Ask your pharmacist how to
dispose of medicines no longer required. These measures will help to protect the environment.

6. FURTHER INFORMATION

What PREZISTA contains

400 mg tablet The active substance is darunavir.

Each 400 mg tablet contains 433.64 mg of darunavir ethanolate, corresponding
to 400 mg of darunavir.

The other ingredients of the light orange tablet are microcrystalline cellulose,
colloidal anhydrous silica, crospovidone, magnesium stearate.

The film-coating contains polyvinyl alcohol - partially hydrolyzed, macrogol
3350, titanium dioxide (E171), talc, sunset yellow FCF (E110).
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600 mg tablet The active substance is darunavir.
Each 600 mg tablet contains 650.46 mg of darunavir ethanolate, corresponding
to 600 mg of darunavir.
The other ingredients of the white tablet are microcrystalline cellulose, colloidal
anhydrous silica, crospovidone, magnesium stearate.
The film-coating contains polyvinyl alcohol - partially hydrolyzed, macrogol
3350, titanium dioxide (E171), talc.

800 mg tablet The active substance is darunavir.

Each 800 mg tablet contains 867.28 mg of darunavir ethanolate, corresponding
to 800 mg of darunavir.

The other ingredients of the dark red tablet are microcrystalline cellulose,
colloidal anhydrous silica, crospovidone, magnesium stearate, hypromellose.
The film-coating contains polyvinyl alcohol - partially hydrolyzed, macrogol
3350, titanium dioxide (E171), talc, iron oxide red (E172).

What PREZISTA looks like and contents of the pack

400 mg tablet

Film-coated, light orange, oval-shaped tablet, mentioning 400MG on one side,
TMC on the other side.
60 tablets in a plastic bottle.

600 mg tablet Film-coated, white, oval-shaped tablet, mentioning 600MG on one side, TMC on
the other side.
60 tablets in a plastic bottle.

800 mg tablet Film-coated, dark red, oval-shaped tablet, mentioning 800 on one side, T on the

other side.
30 tablets in a plastic bottle.

MANUFACTURED BY
Janssen Ortho LLC, Gurabo, Puerto Rico

Tablet strength Marketing Authorization Date of Authorization
Numbers
400 mg 1C 22/56 (NC) 11 March 2013
600 mg 1C 111/53 (N) 18 July 2012
800 mg 1C 39/59 (NC) 22 September 2016

Date of revision of the text

27 November 2017

Imported by

Janssen-Cilag Ltd.,

106 Moo 4, Lad Krabang Industrial Estate,
Chalongkrung Rd., Lamplatew, Lad Krabang,
Bangkok 10520

Tel : +662-792-7200

Fax : +662-792-7222
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