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avénpévn aptnplakr miean
oibnua Twv Xewy

aiobnua katoou

££AvBnua e 6Ao To CWHA
névoC OTIG apBproslg

oibnua Twv moduwy

Yeriyopog puBpog tng kapbidc.

Edv kanola avemB0pnTn evépyewa yivetal cofapn, rj av
TapoTnProETE kamowa avemBupnTn evépyela ou Sev avagépetal
oTo mapdv gUANO odnytwy, mapakaheiobe va evnpepWOETE TO
YIaTpo 1 T0 QAPHAKONOLO GaG.

5. NOINA OYAAIZETAITO TREDAPTIVE

Na quAdoocerai ae pépn mou Sev o @Bavouv kal Sev o BAémouv
Tanadid.

Na pn xpnoiponoieite ta Tredaptive petd v nuepounvia Méng
(A1ién) mou avapépeTal 0TO KOUTI Kal 0TV KUPEAN.

Kuéheg PVC/Aclar: Na guhdocovtal otny apyikr GUCKEuaoia yia
Va TIPOOTATEUOVTaN Go TO (WG KAL TNV uypacia.

Kuéheg Aluminium/Aluminium: Na punv guldcoovtal og
Beppokpacia névw and 30°C. Na quAdocovtal aTnv apxikh
OUCKEUQOIa YIa VA TTPOCTATEDOVTAL Ao TO (WE Kal TNV uypacio.

Ta pdppaxa Sev Mpénel va anmoppinTovTal oTe VEPS NG
anoyETeuong f oTa okoumidia. PWTAATE TO (PapPAKOTOW 0ag Mg
vanetdéeTe Ta pappaxa mou Sev yperdlovral ma. Autd ta pétpa
Ba fondrjoouv oty mpoaTacia Tou nepBakhovToc.

6. NOINEE MAHPOOOPIEX

Tinepiéyerto Tredaptive

+  Oudpaotikéc ouoieg elval T0 VIKOTIVIKG 0ED Kal i Aapomimpdvn.
KdBe Siokio mepiéxel 1000 mg vikoTvikol o€éog kai 20 mg
Aapommnpavine.

+ TadMa ouotatika eivar; umpopeAAGTn (E464), upttiou
ofeibio miypa dvubpo (E551), oteapulogoupapixd vatplo,
ubpo&umponulokuttapivr (E463), HIKpokpuoTaAIKA
kuttapivn (E460), kappeAhdln vatplolyog Siactaupolpevn,
Aaktéln povolbpikr, Kai HayvAGIo OTEQTIKD.

Epgavion tov TREDAPTIVE kot wepieXopevo TG oUSKevasiag
KaBe Siokio eheyyopevng anodéopeuong eivai Siokio g axfiua
kayakiou, Aeukd Ewe UMIGAEUKO, pe To avayhugo 552" ot pia
mAgUpd.

Adiapaveic kupéec PVC/Aclar pe push-through aluminium lidding
o€ peyEOn ouokeuaciog Twv 14, 28, 56, 84, 98, 168, 1§ 196 Siokiwv
eheyyouevng anoléapeuong kai 49 x 1 Siokia eheyyopevng
anodécueuong GE Sibrprny wahdhn uovudluu SAdane

Kuéheg Aluminium/Aluminium Blister pe push-through lidding
O pey£6n ouakevagiag Twv 14, 28, 56 diokia eheyyopevng
anobéopeuong.

Mmiopei va pnv KUKAOQOPOUV OAEC Ol CUCKEUAOIEC.

Karoyxog tngAdeiag Mapaywydg

Kukhowopiag Merck Sharp & Dohme Limited.
Merck Sharp & Dohme Hertford Road, Hoddesdon
Limited. Hertfordshire EN 11 9BU

Hertford Road, Hoddesdon Hvwpévo Bacihelo
Hertfordshire EN 11 9BU
Hvwpévo Bagiieo

MNa omoladAToTe MANPoQPopia GXETIKA HE TO TAPOV GAPPAKEUTIK
Tipoidy, mapaxaheiote va ansubuvBeite oTov TOMIKG avTinpdowno
TOU KATOYOU Tr¢ ddetag kukhopopiag:

To mapév puAko odnywwv priong eykpiBnke yia teAevtaia
popa Tov lovAlo 2008

Aentopepr| nAnpogopiakd oToiyela yia To poidv eival Siadéaiua
oTnv IoTooehiba Tou EupwnaikoU Opyavicpot Gappdkwy (EMEA):

httg:ggwww.emea.europg.egf.

Belgique/Belgié/Belgien Luxembourg/Luxemburg
Merck Sharp & Dohme BV. Merck Sharp & Dohme B.V.
Succursale belge/Belgisch bijhuis ~ Succursale belge

Tél/Tel:+32 (0) 800 38 693
MSDBelgium_info@merck.com

Tél: +32 (0) 800 38 693
MSDBelgium_info@merck.com

Boarapua Magyarorszag
Mepk LLapn u [loym Benrapus EOOL, MSD Magyarorszag Kft.
Ten.: +359 2819 3740 Tel: +36 1888 53 00

info-msdbg@merck.com hungary_msd@merck.com
Ceska republika Malta

Merck Sharp & Dohme IDEA, Inc, ~ AM.Mangion Ltd.

org. sl. Tel: +356 2397 6100

Tel: +420233 010111
msd_cr@merck.com

medinfo_mt@merck.com

Danmark Nederland

Merck Sharp & Dohme Merck Sharp & Dohme BV
TIf: +45 43 28 77 66 Tel: 431 (0) 23 5153153
Tredaptive@msd.dk msdbvnl@merck.com
Deutschland Norge

MSD SHARP & DOHME GMBH MSD (Norge) AS

Tel: +49 (0) 89 4561 2612 Tif: +47 322073 00
Infocenter@msd.de msdnorge@msd.no

6750

Eesti s
Merck Sharp & Dohme OU
Tel:+372 613 9750
msdeesti@merck.com
EMaba

BIANE= A.E

TnA:+30210 80091 11
Mailbox@vianex.gr

Espaia

Merck Sharp & Dohme de Esparia, SA.
Tel: +34 91 321 06 00
Tredaptive@msd.es

France

Laboratoires Merck Sharp &
Dohme - Chibret

Tél: +33 (0) 147 54 87 00
contact@msd-france.com

Ireland

Merck Sharp and Dohme Ireland
(Human Health) Limited

Tel: +353 (0)1 2998700
medinfo_ireland@merck.com

[sland

Icepharma hf.

Simi: +354 540 8000
|Smail@merck.com

Italia

Merck Sharp & Dohme (italia) S.p.A.
Tel: 43906 361911
doccen@merck.com

Kumpog

Merck Sharp & Dohme

(Middle East) Limited.

TnA: 4357 22866700
info_cyprus@merck.com

Latvija

SIA “Merck Sharp & Dohme Latvija”
Tel: +371 67364 224
msd_lv@merck.com

Lietuva

UAB“Merck Sharp & Dohme"
Tel. 437052780247
msd_lietuva@merck.com

PIL.TRE.08.UK.2900

€9 MSD

Merck Sharp & Dohme Limited.

Osterreich

Merck Sharp & Dohme GmbH
Tel: +43 (0) 1 26 044
msd-medizin@merck.com

Polska

MSD Polska Sp.z 0.0,
Tel:: +48 22 549 51 00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda

Tel: +351 21 4465700
informacao_doente@merck.com

Romania

Merck Sharp & Dohme Romania SRL
Tel: +4021 529 29 00
msdromania@merck.com

Slovenija

Merck Sharp & Dohme,
inovativna zdravila d.o.o.
Tel: + 386 1 5204201
msd_slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme IDEA, Inc.
Tel: +421 2 58282010
msd_sk@merck.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0) 9 804650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 (0) 8 626 1400
medicinskinfo@merck.com

United Kingdom

Merck Sharp and Dohme Limited
Tel: +44 (0) 1992 467272
medinfo_uk@merck.com

Hertford Road, Hoddesdon, Hertfordshire, EN11 9BU, UK.
® Registered trademark of Merck & Co. Inc., Whitehouse

Station, NJ, USA

75600/140409-3



PACKAGE LEAFLET: INFORMATION FOR THE USER

Tredaptive® 1000 mg/20 mg
modified-release tablets

nicotinic acid/laropiprant

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

In this leaflet:

. What Tredaptive is and what it is used for
Before you take Tredaptive

How to take Tredaptive

Possible side effects

How to store Tredaptive

Further information

1. WHAT TREDAPTIVE IS AND WHAT IT IS USED FOR

The name of your medicine is Tredaptive. It contains two different

active substances:

« nicotinic acid, a lipid modifying medicine, and

« laropiprant, which reduces symptoms of flushing, a common
side effect of nicotinic acid.

The medicine comes as a modified-release tablet, This means one
or more active substances are released slowly over a period of
time.

—_

oW

Tredaptive is used in addition to diet
» tolower your ‘bad’ cholesterol [evel. It does this by lowering
the levels of total cholesterol, LDL cholesterol, fatty substances
called triglycerides and apo B (a part of LDL) in the blood;
+ toraise levels of ‘good’ cholesteral (HDL cholesterol) and apo
* A-l (a part of HDL).

What should | know about cholesterol?

Cholesterol is one of several fats found in your blood. Your total
cholesterol is made up mainly of ‘bad’ (LDL) and ‘good’ (HDL)
cholesterol.

LDL cholesterol is often called 'bad’ cholesterol because it can
build up in the walls of your arteries and form plaque. Over time,
this plaque build‘up can lead to a clogging of your arteries. This
clogging can slow or block blood flow to vital organs such as the
heart and brain. When the blood flow is blocked, the result carvbe
a heart attack or stroke.

HDL cholesteral is often called ‘good’ cholesterol because it helps
keep the 'bad’ cholesterol from building up in the arteries and
because it protects against heart disease.

Triglycerides are another fat in your blood. They may raise your
risk of having heart problems.

In most people, at first there are no signs of cholesterol problems.
Your doctor can measure your cholesterol with a simple blood
test, Visit your doctor regularly to keep track of your cholesterol
and discuss your goals with your doctor.

Tredaptive is used if you need to improve cholesterol and

fat levels in your blood (primary hypercholesterolaemia

(heterozygous familial and non-familial) or mixed dyslipidaemia):

« when you cannot control your cholesterol levels with a statin
(class of cholesterol-lowering medicines working in the liver);

+ when you cannot tolerate a statin or when a statin is not
recommended for you.

Tredaptive can be used by itself or with other medicines to treat
cholesterol problems. You should stay on a diet designed to lower
cholesterol or other non-pharmacological treatments (e.g, exercise,
weight reduction) while you take this medicine.

2. BEFORE YOU TAKE TREDAPTIVE

Do not take Tredaptive if

« you are allergic (hypersensitive) to nicotinic acid, to
laropiprant, or to any of the other ingredients of Tredaptive
(listed in section 6).

» you currently have liver problems.

» you have an ulcer in your stomach.

» you have arterial bleeding.

Do not take Tredaptive if any of the above apply to you, If you
are not sure, talk to your doctor or pharmacist before taking
Tredaptive.

Take special care with Tredaptive

Tell your doctor about all of your medical conditions. Check with
your doctor or pharmacist before and while taking your medicine
if:

= you have any allergies.

«  you have ever had liver disease, jaundice (a liver disorder
causing yellowing of the skin and whites of the eyes), or
hepatobiliary (liver and bile duct) disease.

you have kidney problems.

you have thyroid problems.

you drink large amounts of alcohol.

you or close family members have a hereditary muscle
disorder, or you have ever had muscle problems during
treatment with cholesterol-lowering medicines called “statins”
or fibrates.

+ you have unexplained muscle pain, muscle tenderness, or
muscle weakness. If you have these symptoms talk to your
doctor immediately.
you have high blood sugar or diabetes.
you have heart problems.

_you are going to have an operation.
you have gout.
you have low levels of phosphorus.

+ you are over 70 years old.

If you are not sure if any of the above applies to you, talk to your
doctor or pharmacist before taking Tredaptive.

Blood tests and monitoring

»  See your doctor regularly to check your LDL (bad) and HDL
(good) cholesterol levels and your triglyceride level.

«  Your doctor should do a blood test before you start taking
Tredaptive to check how well your liver is working.

¢ Your doctor may also want you to periodically have blood tests
after you start taking Tredaptive, to check how well your liver
is working and for other side effects.

Children and adolescents
Tredaptive has not been studied in children and adolescents who
are under 18 years of age.

Using other medicines

Please tell your doctor or pharmacist if you are taking or have
recently taken any other medicines. This includes medicines
obtained without a prescription, vitamins, and herbal
supplements.

In particular, tell your doctor or pharmacist if you are taking any of

the following:

+  medicines used to lower blood pressure.

« medicines used to lower cholesterol called ‘statins, a class of
medicine that works in the liver.

» medicines used to lower cholesterol called 'bile acid
sequestrants, such as colestyramine.

+ zidovudine, a medicine used for HIV.

« midazolam, a medicine to make you sleepy before some
medical procedures.

= vitamins or supplements that contain nicotinic acid.

s clopidogrel, a medicine to help prevent harmful blood clots,

If you are not sure if any of the above apply to you, talk to your
doctor or pharmacist before taking Tredaptive.

Taking Tredaptive with food and drink

»  Take Tredaptive with food.

+ To lower your chance of flushing, avoid drinking alcohol or hot
drinks near the time you take your dose of Tredaptive.

+ Itis important to follow the advice given in section 3 How to
take Tredaptive,

Pregnancy and breast-feeding

Talk with your doctor before taking Tredaptive if:

+ You are pregnant or plan to become pregnant. It is not known
if Tredaptive will harm your unborn baby.

» You are breast-feeding or plan to breast-feed. It is not known
if Tredaptive will pass into your breast milk. However, nicotinic
acid a component of Tredaptive does pass into breast milk.

Ask your doctor or pharmacist for advice before taking any
medicine. Your doctor will decide if Tredaptive is right for you.

Driving and using machines

The effects of Tredaptive on the ability to drive and use machines
have not been studied. However, some people get dizzy after
taking Tredaptive. If you get dizzy, you should avoid driving or
operating machines after taking Tredaptive.

Important information about some of the ingredients of
Tredaptive

Tredaptive contains a sugar called lactose. If you have been told
by your doctor that you have an intolerance to some sugars,
contact your doctor before taking this medicine.

3.HOW TO TAKE TREDAPTIVE

Always take Tredaptive exactly as your doctor has told you. You
should check with your doctor or pharmacist if you are not sure.

How much to take

+ You should start by taking one tablet a day.

. fj\fter 4 weeks, your doctor may raise your dose to two tablets a
ay.

How to take

« Take Tredaptive once a day, in the evening or at bedtime.

+ Take Tredaptive with food.

« Swallow each tablet whole. In order for your medicine to work
as intended, do not split, break, crush, or chew the tablet
before you swallow it.

«  Avoid drinking alcohol or hot drinks near the time you
take your dose of Tredaptive. This will lower your chance of
flushing (redness of the skin, feeling warm, itching, or tingling,
particularly in your head, neck, chest and upper back).

« Taking aspirin before you take Tredaptive does not reduce
your flushing more than taking Tredaptive alone. Therefore,
taking aspirin to reduce flushing symptoms is not necessary. If
you take aspirin for any other reason, continue to follow your
doctor’s advice.

If you take more Tredaptive than you should

+ Inthe event of an overdose, the following adverse events
were reported: flushing, headache, pruritus (itching), nausea,
dizziness, vomiting, diarrhoea, abdominal pain/discomfort,
and back pain.
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