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PATIENT INFORMATION LEAFLET
SCHEDULING STATUS:[S4]

TRYZETOR PLUS 10/10 mg tablets
TRYZETOR PLUS 10/20mg tablets
TRYZETOR PLUS 10/40 mg tablets
Ezetimibe and simvastatin
TRYZETOR PLUS 10/10 mg contains sugar
lactose monohydrate 51,63 m
TRYZETOR PLUS 10/20 mg contains sugar
i actose monoh}vdrate 113,26 mg)
TRYZETOR PLUS 10/40 mg contains sugar
(lactose monohydrate 236,52 mg)
Essentially ‘sodium free’.

Read all of this Ieaflet carefully before you start
taking TRYZETOR PLUS

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

If you have further questions, please ask your
doctor or your pharmacist, nurse or other healthcare
provider.

TRYZETOR PLUS has been prescribed for you
personally and you should not share your medicine
with other people. It may harm them, even if their
symptoms are the same as yours.

What is in this leaflet

1. What TRYZETOR PLUS is and what it is used for

2. What grou need to know before you take
TRYZETOR PLUS

3. How to take TRYZETOR PLUS

4. Possible side effects

5. How to store TRYZETOR PLUS

6. Contents of the pack and other information

1. What TRYZETOR PLUS is and what it is used for
TRYZETOR PLUS contains ezetimibe which is part of a
group of medicines called lipid modifying agents and
simvastatin part of a group of medicines called serum-
cholesterol reducers.

TRYZETOR PLUS is taken by patients who cannot control
their cholesterol levels by diet alone. You should stay on
a cholesterol-lowering diet while taking TRYZETOR PLUS.

TRYZETOR PLUS is used in addition to your cholesterol-

lowering diet if you have:

a raised cholesterol level in your blood (primary

hypercholesterolagmia [heterozygous familial and

non-familial]) or elevated fat levels in your blood (mixed

hyperlipidaemia):

o that is not well controlled with a statin alone

 for which you have used a statin and ezetimibe as
separate tablets

o a hereditary illness (homozygous familial
hypercholesterolaemia) that increases the cholesterol
level in your blood. You may also receive other
treatments.

%RVYVhat &{ou need to know before you take
Do not take TRYZEIOR PLUS:

if you are hyp: itive (allergic) to
simvastatin or any of the other ingredients of
TRYZETOR PLUS (see section 6)

if you have liver disease

if you are pregnant or breastfeeding your baby

if you are a child

if you are taking medicine(s) with one or more than
one of the following active ingredients:

+ itraconazole, ketoconazole, posaconazole, or
voriconazole (used to treat fungal |nfect|ons)
erythromycin, clarithromycin, or telithromycin
(used to treat infections)

protease inhibitors such as indinavir, nelfinavir,

.

-

o if you are taking medicines to treat a heart condition
(amiodarone or verapamil)

o if you experience any unexplained muscle pain,

tenderness, or weakness contact your doctor

|mmed|atelg This is because on rare occasions,

muscle problems can be serious, including muscle

breakdown resulting in kidney damage

the risk of muscle breakdown is greater at higher

doses of TRYZETOR PLUS. The risk of muscle

breakdown is also greater in certain patients:

if you have kidney problems

if you have thyroid problems

if you are female, or are an elderly patient (age >

65 years)

if you have ever had muscle problems during

treatment with cholesterol lowering medicines

called “statins” (such as simvastatin, atorvastatin,

and rosuvastatin) )

if you or close family members have a hereditary

muscle disorder

if you drink large amounts of alcohol

if you are taking any medicines that may increase the

risk of myopathy and rhabdomyolysis (disease of the

muscle tissue) — see Other medicines and

TRYZETOR PLUS below

if you are taking medicines to thin your blood (e.g.

warfarin)

if you have diabetes or at risk of developing diabetes

if you have severe lung disease

if you have porphyria (a rare hereditary blood

disease).

Children
TRYZETOR PLUS is not recommended in children under
the age of 10.

Other medicines and TRYZETOR PLUS

Always tell your healthcare provider if you are taking
any other medicine. (This includes complementary or
traditional medicines.)

Tell your doctor if you are taking, have recently taken
or might take any other medicine(s) with any of the
following active ingredients. Taking TRYZETOR PLUS
with any of the following medicines can increase the
risk of muscle problems (some of these have already
been listed in the above section Do not take
TRYZETOR PLUS).
* medicines with an active ingredient like itraconazole,
ketoconazole, fluconazole, posaconazole, or
voriconazole (used o treat fungal infections)
fibrates with active ingredients like gemfibrozil and
bezafibrate (used to lower cholesterol)
ciclosporin (often used in organ transplant patients)
danazol (used to treat endometriosis, a condition
in which the lining of the uterus grows outside the
uterus)
amiodarone ﬁused to treat an irregular heartbeat)
verapamil, diltiazem, or amlodipine (used to treat
high blood pressure, chest pain associated with heart
disease, or other heart conditions)
fusidic acid (to treat a bacterial infection)
if you need to take oral fusidic acid, you will need to
temporarily stop using this medicine. Your doctor willtell
¥ou when it is safe to restart TRYZETOR PLUS. Takln(r;

RYZETOR PLUS with fusidic acid may lead to muscle
weakness, tenderness or pain (thabdomyolysis). See
more information regarding rhabdomyolysis in section 4
HIV protease inhibitors such as indinavir, nelfinavir,
ritonavir, and saquinavir (used to treat acqwred
|mmunodef|0|ency syndrome (AIDS))
hepatitis C antiviral agents such as boceprevir,
telaprevir, elbasvir, or grazoprevir (used to treat
hepatitis C virus infection)
nefazodone (used to treat depression)
medicines with the active ingredient cobicistat

or

* e

-

-

ritonavir and an immur

um
virus (HIV) protease inhibitors are used to treat HIV
infections)

boceprevir or telaprevir (used to treat hepatitis C
virus infections)

nefazodone (used to treat depression)

cobicistat

gemfibrozil (used to lower cholesterol)

ciclosporin (often used in organ transplant
patients)

danazol (a man-made hormone used to treat
endometriosis, a condition in which the lining of
the uterus grows outside the uterus)

if you are takin é; or have taken, in the last 7 days, a
medicine called fusidic acid (a medicine for bacterial
infection) orally or by injection. The combination of
fusidic acid and TRYZETOR PLUS can lead to serious
muscle problems (thabdomyolysis).

Do not take more than 10/40 mg TRYZETOR PLUS if you
are taking lomitapide (used to treat a serious and rare
genetic cholesterol condition).

Warnings and precautions

Take special care with TRYZETOR PLUS:

if you have moderate to severe liver problems

if you are taking medicines containing danazol (to
treat endometriosis), niacin (nicotinic acid), acipimox
(also used to lower cholesterol)

if you are taking medicine containing ciclosporin
(used in organ transplant patients), as your doctor will
want to monitor your progress

if you are taking medicine to treat fungal or
bacterial infections (e.g. itraconazole, ketoconazole,
erythromycin, clarithromycin, tellthromycm)

if you are taking medicine to treat HIV or medicine to
treat depression #nefazodone)

if you are taking fibrates, except fenofibrate (to
lower cholesterol levels), especially gemfibrozil and
bezafibrate

¢ se e o

clarithromycin, ¢
tefthromycm (used to treat bacterial infections)
cholestyramine (also used to lower cholesterol),
because it affects the way TRYZETOR PLUS works
medicines with an active ingredient to prevent blood
clots, such as warfarin, fluindione (anticoagulants)
lomltap|de (used to treat a serious and rare genetic
cholesterol condition)
grapefrmt juice (may increase your risk of
Fenencmg muscle problems)

hicine Eused to treat gout)
nfamplcm used to treat tuberculosis)
large amounts (1 gram or more each day) of niacin or
nicotinic acid (also used to lower cholesterol).

TRYZETOR PLUS with food and drink

TRYZETOR PLUS can be taken with or without food.
Grapefruit juice contains one or more components that
alter the metabolism of some medicines, including
TRYZETOR PLUS. Consuming grapefruit juice should
be avoided as it may increase your risk of muscle
problems.

Pregnancy, breastfeeding and fertility

If you are pregnant or breastfeeding, think you may be

pregnant or are planning to have a aby please consult
your doctor, pharmacist or other healthcare provider for
advice before taking TRYZETOR PLUS.

Do not take TRYZETOR PLUS if you are pregnant, trying
to get pre% nant or are breastfeeding your baby (see Do
not take TRYZETOR PLUS).

Driving and using machines
TRYZETOR PLUS can cause dizziness.
It |s not always ossible to predict to what extent

TOR PLUS may interfere with the daily activities
of a pat|ent Patients should ensure that they do not
engage in the above activities until they are aware of the
measure to which TRYZETOR PLUS affects them.

TRYZETOR PLUS contains lactose monohydrate
TRYZETOR PLUS contains lactose monohydrate. If

you have been told by your doctor that you have an
intolerance to some sugars, contact your doctor before
taking TRYZETOR PLUS.

TRYZETOR PLUS contains sodium
TRYZETOR PLUS contains less than 1 mmol (0,023 (};)
sodium per tablet, that is to say essentially ‘sodium free’.

3. How to take TRYZETOR PLUS

Do not share medicines prescribed for you with any
other person.

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

Before sLartln% and during treatment with
TRYZETOR PLUS, you should be on a diet to lower your
cholesterol.

Adults:

The usual starting dose, depending on your condition, is
one TRYZETOR PLUS 10/20 mg tablet per day.

One tablet is to be taken in the evening, either with or
without food. The dosage range is 10/10 mg to

10/80 mg per day.

If your doctor has prescribed TRYZETOR PLUS with a bile
acid sequestrant such as cholestyramine (a medicine

1o lower cholesterol), TRYZETOR PLUS should be taken
at least 2 hours before or 4 hours after taking the bile
acid sequestrant.

Children:
TRYZETOR PLUS is not for use in children (see Do not
take TRYZETOR PLUS).

Your doctor will tell you how long your treatment with
TRYZETOR PLUS will last. Do not stop treatment early
because cholesterol levels may increase again.

If you have the impression that the effect of
TRYZETOR PLUS is too strong or too weak, tell your
doctor or pharmacist.

If you take more TRYZETOR PLUS than you should

In the event of overdosage, consult your doctor or

gharmamst If neither is available, contact the nearest
ospital or poison control centre.

If you forget to take TRYZETOR PLUS

If you forget to take TRYZETOR PLUS, take a dose as
soon as you remember, then continue to take

TRYZETOR PLUS at the usual times. Do not take a
double dose to make up for forgotten individual doses.

If you stop taking TRYZETOR PLUS
If you stop taking TRYZETOR PLUS without consulting
your doctor, your cholesterol levels may rise again.

4. Possible side effects

TRYZETOR PLUS can have side effects.

Not all side effects reported for TRYZETOR PLUS are
included in this leaflet. Should your general health
worsen, or if 1you eernence any untoward effects while
using TR‘{ZE OR PLUS, please consult your doctor,
pharmacist or other healthcare professional for advice.

If any of the followin dg happens, stop using

TRYZETOR PLUS and tell your doctor immediately or go

to the casualty department at your nearest hospital:

o swelling of the hands, feet, ankles, face, lips, mouth
or throat, which may cause difficulty in swallowing or
breathing

* rash or itching

* pain or inflammation of the joints, unusual bruising,
skin eruptions and swelling, skin sensitivity to the
sun, fever, flushing, feeling unwell.

These are all very serious side effects. If you have

them, you may have had a serious allergic reaction to

TRYZETOR PLUS. You may need urgent medical attention

or hospitalisation.

Tell your doctor immediately or go to the casualty
department at your nearest hospital if you notice any

of the following:

* muscle breakdown (with symptoms such as muscle
pain, tenderness, weakness, swollen muscles, tendon
rupture/tear, kidney disorder with reddish-brown
urine

liver problems (you may experience jaundice —
yellowing of the skin and eyes - stomach pain and
swelling, dark coloured urine)

an increase in blood sugar which could lead to
problems if you are a diabetic (your diabetic medicine
may need to be adjusted).

These are all serious side effects. You may need urgent
medical attention.

Tell your doctor if you notice any of the following:
Frequent side effects:

headache

o cough

viral infections, sore throat (pharyngitis), sinusitis,
chest infections

flatulence

muscle pain, back pain

extreme tiredness, chest pain

elevations in laboratory blood tests of liver
Strants.amlnases) and/or muscle (creatine kinase (CK))
unction.

Less frequent side effects:

weight loss

sleep disorder, trouble sleeping

dizziness, pins and needles

blurred vision, vision problems

gastrointestinal problems such as wind, discomfort or
bloating, indigestion or heartburn, nausea, vomiting,
dry mouth, stomach paln/dlsturbances diarrhoea
itchy or red skin, rash, hair loss, skin or mouth lesions
that have a Dlnk red centre surrounded by a pale

ringi border and an outer pink-red ring (erythema
multiforme)

¢ pain in the joints or neck, back pain, muscle pain and
weakness with skin rash, muscle cramps, muscle
spasm, inflammation of the muscle, weakness in the
arm and leg muscles, double vision and difficulties
with speech and chewmg myasthenia gravis)

* abnormal lack of energy, feelm generally unwell,
swelling of the hands or feet, chest pain

* gynaecomastia (breast enlargement in men)

. ?teratlons in some laboratory blood tests for liver
unction

The following side effects have been reported but the

frequency for them to occur is not known:

* |ow red blood cell count (anaemia); reduction in
blood cell counts, which may cause bruising/bleeding
thrombocytopaenla) increased blood clotting time
longer than normal bleeding)

difficulty breathing, chest infection, cough
constipation, gastritis, inflammation of the pancreas
often with severe abdominal Ram , pain that worsens
with deep breathing or pain that travels to the right
shoulder or back

decrease in appetite

changes to the content of your urine which will be
seen in a test performed by your doctor, kidney failure
depression, trouble remembering, Iearnlng new

things, concentrating, or making decisions,
nightmares, sleep disturbances . .

poor memory, weakness/numbness/pain (peripheral
neuropath

hot flush, high blood pressure

gall stones inflammation of the gall bladder

erectile dysfunctlon sexual dysfunction, decreased
sex drive, testicular pain, impotence

muscle weakness impaired speech, difficulty
swallowing and drooplng of one or both eyelids

or double vision (myasthenia gravis and ocular
myasthenia).

If you notice any side effects not mentioned in this
leaflet, please inform your doctor or pharmacist.

Reporting of side effects

If you get side effects, talk to your doctor, pharmacist or
nurse. You can also report any side effects to SAHPRA
via the Med Safety APP (Medsafety X SAHPRA) and
eReporting platform (who-umc.org) found on SAHPRA
website.

By reporting side effects, you can hel}p“pmvide more
information on the safety of TRYZETOR PLUS. You

can also send an email directly to the company,
pharmacovigilance@pharmadynamics.co.za, to ensure
safety of the product.

5. How to store TRYZETOR PLUS

Store all medicines out of reach of children.

Blister strip: Store at or below 30 °C.

Store in a cool, dry place.

Do not take tablets from the blisters until time for use.
Keep blisters in carton until required for use.

Do not use after the expiry date stated on the carton.
Return all unused medicine to your pharmacist.

Do not dispose of unused medicine in drains or
sewerage systems (e.g. toilets).

6. Contents of the pack and other information
What TRYZETOR PLUS contains:

The active substances are ezetimibe and simvastatin.
Each TRYZETOR PLUS 10/10 mg tablet contains
ezetimibe 10 mg and simvastatin 10 mg.

Each TRYZETOR PLUS 10/20 mg tablet contains
ezetimibe 10 mg and simvastatin 20 mg.

Each TRYZETOR PLUS 10/40 mg tablet contains
ezetimibe 10 mg and simvastatin 40 mg.

TRYZETOR PLUS tablets contain sugar in the form of
lactose monohydrate.

The other ingredients are ascorbic acid,
butylhydroxyanisole (BHA), citric acid anhydrous (pH
adjuster), croscarmellose sodium, hypromellose, lactose
monohydrate, magnesium stearate, microcrystalline
cellulose, pigment blend PB-220001 Yellow (lactose
monohydrate, iron oxide (vellow, red, black)), propyl

allate.
alhat TRYZETOR PLUS looks like and contents of
the pack

TRYZETOR PLUS 10/10 m(I; Light tan, mottled, round
about 6 mm, biconvex tablets. Marking 511 on one side.
TRYZETOR PLUS 10/20 mg: Light tan, mottled, round
about 8 mm, biconvex tablets. Marking 512 on one side.
TRYZETOR PLUS 10/40 mg: Light tan, mottled, round
about 10 mm, biconvex tablets. Marking 513 on one side.

TRYZETOR PLUS is packed in:
Blister strips with aluminium foil base and PVC lidding,
containing 10 tablets; 30 tablets in a carton.

Holder of Certificate of Registration

Pharma Dynamics (Pty) Ltd

15 Floor Grapevine House, Steenberg Office Park
Silverwood Close

Westlake, 7945

Cape Town South Afrlca

Tel: + 27 21 707 7

or 0860-| PHARMA (742 762)

This leaflet was last revised in
29 January 2025

Registration numbers

TRYZETOR PLUS 10/10 mg: A51/7.5/1007
TRYZETOR PLUS 10/20 mg: A51/7.5/1008
TRYZETOR PLUS 10/40 mg: A51/7.5/1009

MOZAMBIQUE

TRYZETOR PLUS 10/10 mg: C6915
TRYZETOR PLUS 10/20 mg: C6916
TRYZETOR PLUS 10/40 mg: C6917
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PASIENTINLIGTINGSBLAD . indien u medisyne neem om ‘n harttoestand te TRYZETOR PLUS bevat laktosemonohidraat ¢ pyn in die gewrigte, of nek, rugf()yn , spierpyn en

on, 0 TRYZETOR PLUS bevat laktosemonohidraat. Indien u swakheid, met veluitslag, spierkrampe, spierspasma,
SKEDULERINGSTATUS. « indien u enige onverklaarbare splerpyn gevoeligheid,  dokter aangedui het, dat u ‘n onverdraagsaamheid inflammasie van dle  spier, swakheid in die arm- en

TRYZETOR PLUS 10/10 mg tablette
TRYZETOR PLUS 10/20 mg tablette
TRYZETOR PLUS 10/40 mg tablette
Esetimieb en simvastatien
TRYZETOR PLUS 10/10 mg bevat suiker
&aktosemonohldraat 51,63 mg
TRYZETOR PLUS 10/20 mg bevat suiker
laktosemonohidraat 113,26 mg
TRYZETOR PLUS 10/40 mg bevat suiker
(Iaktosemonohldraat 36,52 mg)
Wesenlik ¢ natrlumvry

Lees hierdie hele |nl|gnngsblad deeglik deur, voordat
u begin om TRY: S te neem
Hou hierdie |nl|gt|ngsblad Dit mag nodig wees vir u
om dit weer te lees.
Indien u verdere vrae het, vra asseblief u
dokter, apteker, verple f?kunmge of ander

esondheldso roverskaffel

'ZETOR PLUS is vir u persoonlik voorgeski

u moet nie u medisyne met ander mense deel nie.
Dit mag skadelik wees vir hulle, selfs al is hulle
simptome dieselfde as u eie.

Wat h|erd|e |n|| tingsblad bevat
1. Wat PLUS is en waarvoor dit gebruik word
2. Wat u nodlg het om te weet, voordat u TRYZETOR PLUS

neem
3. Hoe om TRYZETOR PLUS te neem

4. Moontlike newe-effekte

5. Hoe om TRYZETOR PLUS te bewaar
6. Verpakkingsinhoud en ander inligting

1. Wgt TRYZETOR PLUS is en waarvoor dit gebruik

wor
TRYZETOR PLUS bevat esetimieb, wat deel is van ‘n
groep medisyne wat lipied wy3|gers genoem word en
simvastatien, wat deel is van ‘n groep medisyne wat
serum-cholesterol verlagers, genoem word.

TRYZETOR PLUS word deur pasiénte, wie nie hulle
cholesterolvlakke deur dieet alleen kan beheer nie,
geneem. U moet ‘n cholesterol-verlagende dieet volhou,
terwyl u TRYZETOR PLUS neem.

TRYZETOR PLUS word, aanvullend tot u cholesterol-
verlagende dieet, onder die volgende omstandighede
gebrmk

“n verhoging in bloedcholesterolviakke (primére
hipercholesterolemie [heterosigotiese familiéle en
nie-familiéle]), of verhoging in die vetvlakke in u bloed
(gemengde hlperllpldemle)

wat nie goed deur ‘n statien alleen beheer word nie
waarvoor u ‘n statien en esetimieb as afsonderlike
tablette ?eneem het

‘n oorerflike siekte (homosigotiese familiéle
hipercholesterolemie), wat die cholesterolviak in

u bloed verhoog. U mag ook ander behandelings
ontvang.

2. Wat u nodig het om te weet, voordat u
TRYZETOR PLUS neem

Moet nie TRYZETOR PLUS neem:

indienu h
vir enige van die ander | bestanddele van TRYZl:TOR
PLUS nie (sien afdeling 6)

indien u ‘n lewersiekte het nie

indien u swanger is, of u baba borsvoed nie

indien u ‘n kind is nie

indien u medisyne, wat een of meer, van die volgende
aktiewe bestanddele bevat, neem nie:

+ itrakonasool, ketokonasool posakonasool, of
vorikonasool (gebruik om swaminfeksies te
behandel)

eritromisien, Klaritromisien, of telitromisien
(gebruik om infeksies te behandel)

protease remmers, $00s indinavir,

nelfinavir, ritonavir en sakinavir (menslike
immuniteitsgebreksvirus (MIV) protease remmers,
wat gebruik word om MIV infeksies te behandel)
boseprevir, of telaprevir (gebruik om hepatitis C
virusinfeksies te behandel)

nefasodoon (gebruik om depressie te behandel)
kobisistat

gemfibrosil (gebruik om cholesterol te verlaag)
siklosporien (dikwels b
orgaanoorplantingspasiénte gebruik) .
danasol (‘n mensgemaakte hormoon, wat gebruik
word om endometriose te behandel, ‘n toestand
waar die wand van die uterus, aan die buitekant
van die uterus groei)

indien u tans, of tydens die vonge 7 dae, ‘n medisyne
wat fusidiensuur “genoem word (‘n med|syne wat
aangedui word VII’ bakteriéle infeksie), of

DY
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of swakheid ervaar, kontak u dokter onmiddellik. Dit
is omdat in skaars gevalle spierprobleme ernstig
mag }Nees, en spierafbraak insluit, wat tot nierskade
mag lei.

die risiko vir spierafbraak is groter, teen hoér dosisse
TRYZETOR PLUS. Die risiko vir spierafbraak, is ook
groter by sekere pasiénte:

indien u nierprobleme het

indien u skildklierprobleme het

indien u ‘n vrou, of ‘n bejaarde pasiént is
(ouderdom > 65 jaar)

indien u ooit spierprobleme, tydens behandeling
met cholesterol-verlagende medisyne, wat
“statiene” genoem word, (soos simvastatien,
atorvastatien en rosuvastatien), ervaar het

indien u, of ‘n nabye familielid, ‘n oorerflike
spierafwyking het

indien u groot hoeveelhede alkohol gebruik

indien u enige medisyne neem, wat die risiko vir
miopatie en rabdomiolise verhoog (siekte van die

| |erweefsell sien Ander medisyne en

TRYZETOR PLUS onder

indien u medisyne neem, wat u bloed verdun (bv.
warfarien)

indien u diabetes het, of ‘n risiko het om diabetes te
ontwikkel

indien u ‘n ernstige longsiekte het

indien u porfirie het (‘n skaars, oorerflike bloedsiekte).

Kinders
TRVZETOR PLUS word nie vir kinders, jonger as 10 jaar
oud, aanbeveel nie.

Ander medisyne en TRYZETOR PLUS

Vertel altyd u gesondheidsorgverskaffer, indien u enige
ander medisyne neem (Hierdie sluit aanvullende, of
tradisionele medisyne in).

Vertel u dokter indien tans, of onlangs moontlik enige
ander medisyne, wat enige van die volgende aktiewe
bestanddele bevat neem, of beplan om te neem.
TRYZETOR PLUS, wat gebruik word saam met enige van
die volgende medisyne, kan die risiko V|r spierprobleme
verhoog (sommige hiervan is alreeds gel é]
bogenoemde afdeling: Moet nie TRYZETOR PLUS neem)
o medisyne met ‘n aktiewe bestanddeel soos
itrakonasool, ketokonasool, flukonasool,
posakonasool, of vorikonasool (gebruik om
swaminfeksies te behandel)
fibrate, met aktiewe bestanddele soos gemfibrosil en
(gebruik om )l te verlaag)

siklosporien ?dlkwels gebruik by
orgaanoorplantingspasiénte)
danasol égebruuk om endometriose, ‘n toestand waar
die wand van die uterus, aan die blitekant van die
uterus groei, te behandel
amiodaroon (gebruik om “n onreélmatige hartklop te
behandel) .
verapamiel, diltiasem, of amlodipien (gebruik om hoé
bloeddruk, borspyn wat verband hou met hartsiekte,
of ander harttoestande, te behande)
fusidiensuur (om ‘n bakteriéle infeksie te behandel)
indien u orale fusidiensuur benodig, sal u die gebruik
van hierdie medisyne tydelik moet staak. U dokter sal
aandui wanneer dit veilig is om TRYZETOR PLUS
behandeling te hervat. TRYZETOR PLUS, wat
saam met fusidiensuur geneem word, mag lei tot
\}Jlerswakheld gevoeligheid, of pyn (rabdomlollse)

Ir meer ‘I1ﬂ|lg'[lng aangaande rabdomiolise, sien
afdeling
MIV protease remmers, s00s indinavir, nelfinavir,
ritonavir en sakinavir (gebrmk om verworwe
immuniteitsgebreksindroom (VIGS) te behandel)
hepatitis C antivirale middels, soos boseprevir,
telaprevir, elbasvir, of graso| reV|r égebrwk om
hepatitis C virusinfeksie te behande
nefasodoon (gebruik om depressie te behandel)
[)nedltsyne wat die aktiewe bestanddeel, kobisistat

eval
eritromisien, klaritromisien, daptomisien, of
telitromisien (gebruik om bakterile infeksies te
behandel)
cholestiramien (ook gebruik om cholesterol te
verlaag), want dit beinvioed die manier waarop
TRYZETOR PLUS werk
medisyne met ‘n aktiewe bestanddeel wat
bloedklonte verhoed, soos warfarien, fluiendioon
(teenstolmiddels) )
lomitapied (gebruik om ‘n emstige en skaars
genetiese cholesteroltoestand te behandel)
pomhelos)ap (mag u risiko om spierprobleme te ervaar,
verhoog
kolgisien (gebruik om jig te behandel)
r|famp|5|en (gebruik om tuberkulose te behandel)
e niasien, of nikotiensuur (1 gram

¢ e

-

-

deur middel van ‘n inspuiting, neem, of geneem het.

Die kombinasie van fusidiensuur en TRYZETOR PLUS

kan lei tot ernstige spierprobleme (rabdomiolise).
Moet nie meer as 10/40 mg TRYZETOR PLUS neem,
indien u lomitapied neem nie (gebrmk om n emstlge en
skaars cholester

Waarskuwings en voorsor maatreels

Neem spesiale sorg met TRYZETOR PLUS:

indien u matig, tot erge lewerprobleme het

indien u medisyne, wat danasol bevat (om
endometriose te behandel), niasien (nikotiensuur),
asipimoks (ook gebruik om cholesterol te verlaag),
neem

indien u medisyne neem, wat siklosporien bevat
(gebruik deur orgaanoor te),

u dokter, u vordering sal wil monitor

indien u medisyne neem om swam- of bakteriéle
infeksies te behandel (bv. itrakonasool, ketokonasool,
eritromisien, klaritromisien, tel|trom|s|en)

indien u medlsyne neem om MIV te behandel, of
medisyne neem wat depressie behandel (nefasodoon)
indien u fibrate (om cholesterol te verlaag) neem,
veral gemfibrosil en besafibraat
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gro
of meer elke dag) — ook gebrmk om cholesterol te
verlaag.

TRYZETOR PLUS saam met kos en drinkgoed
TRYZETOR PLUS kan saam met, of sonder kos geneem
word. Pomelosap bevat een, of meer bestanddele,

wat die metabolisme van sekere medisyne, (mslunend
TRYZETOR PLUS), verander. Inname van pomelosap
moet vermy word, aangesien dit u risiko vir
spierprobleme mag verhoog.

Swangerskap, borsvoeding en fertiliteit
Indien u swanger is, of borsvoed, vermoed dat u
swanger is, of ‘n baba beplan, raadpleeg asseblief u

teenoor sekere suikers toon, kontak u dokter, voordat u
TRYZETOR PLUS neem.

TRYZETOR PLUS bevat natrium
TRYZETOR PLUS bevat minder as 1 mmol (0,023 g)
natrium per tablet, dit wil sé wesenlik ‘natriumvry’.

3. Hoe om TRYZETOR PLUS te neem

Moet nie medisyne wat vir u voorgeskryf is, met enige
ander persoon deel nie. Neem TRYZETOR PLUS alty:
presies soos deur u dokter aanbeveel is. U moet u
dokter, of apteker raadpleeg, indien u onseker is.

U moet ‘n dieet volg wat u cholesterolviakke verlaag,
voordat u begin om TRYZETOR PLUS neem en tydens
die behandeling daarmee.

Volwassenes: )
Die gewone aanvan gsdosus na gelang van u toestand, is
een TRYZETOR PLUS 10/20 mg tablet per dag.

Een tablet moet in die aand, 6 saam met, 6f sonder kos,
gengem word. Die dosisreeks is 10/10 mg - 10/80 mg
per dag.

Indien u dokter TRYZETOR PLUS saam met ‘n galsuur-
jel, soos (‘'n medisyne
om cholesterol te verlaag) voorgeskryf het, moet u
TRYZETOR PLUS ten minste 2 uur voor, of 4 uur na die
galsuur-sekwestreermiddel, neem.

Kinders:
TRYZETOR PLUS word nie deur kinders gebruik nie (sien
Moet nie TRYZETOR PLUS neem).

U dokter sal u vertel vir hoe lank u behandeling met
TRYZETOR PLUS sal duur. Moet nie behandeling
vroegtydig staak nie, aangesien u cholesterolviakke
weer mag verhoog. Indien u onder die indruk is, dat die
werking van TRYZI TOR PLUS té sterk, of té swak i is,
vertel u dokter, of apteker.

Indien u meer TRYZETOR PLUS neem as wat u
behoort

In die geval van ‘n oordosering, raadpleeg u dokter, of
apteker. Indien beide nie beskikbaar is nie, kontak u
naaste hospitaal, of gifbeheersentrum.

Indien u vergeet om TRYZETOR PLUS te neem

Indien u vergeet om TRYZETOR PLUS te neem, neem
die dosis so Eou as wat u onthou en Eaan dan voort om
TRYZETOR PLUS op die gewone, geskeduleerde tyd te
neem. Moet nie ‘n dubbeldosis neem, om op te maak vir
die vergete, individuele doserings nie.

Indien u die gebruik van TRYZETOR PLUS staak
Indien u ophou om TRYZETOR PLUS te neem, sonder

en kou- en spr

beenspiere, d
(myasthenia graws{
* abnormale energietekort, voel oor die algemeen
ongesteld, swelling van die hande, of voete, borspyn
 ginekomastie (vergroting van borste by mans)
 veranderinge in sommige laboratorium bloedtoetse
vir lewerfunksie.

Die volgende newe-effekte is aangemeld, maar die
frekwensie van voorkoms is onbekend:

o lae rooibloedseltelling (anemie); afname in
rooibloedseltellings, wat kneusing/bloeding
(trombositopenie), mag veroorsaak, verhoging in
bloedstollingstyd (bloei langer as wat normaal is)
moeilike asemhaling, borsinfeksie, hoes
hardlywigheid, gastritis, inflammasie van die
pankreas, dikwels met erge buikpyn, wat vererger
met diep asemhaling, of pyn wat versprei na die
regterskouer of rug

aptytverlies

veranderinge in die urieninhoud, wat opgemerk
word deur toetse, soos deur u dokter uitgevoer word,
nierversaking

depressie, probleme om te onthou, nuwe dinge te
leer, te konsentreer, of besluite te neem, nagmerries,
slaapsteurnisse

slegte geheue, swakheid/gevoelloosheid/pyn (perifere
neuropatie)

warm gloed, hoé bloeddruk

galstene, inflammasie van die galblaas

erektiele wanfunksie, seksuele wanfunksie, afname
inin seksdran testlkulere pyn, |mpotenS|e
spierswakheid, belemmerde spraak, sluk moeilik

en een of beide ooglede hang, of dubbelvisie
myasthenia gravis en okulére miastenie).

Indien u enige newe-effekte opmerk, wat nie in hierdie
inligtingsblad ?(enoem word nie, raadpleeg asseblief u
dokter, of aptekel

Aanmelding van newe-effekte

Indien u newe-effekte ervaar, praat met u dokter,
apteker of verpleegkundige. U'kan ook newe-effekte by
SAHPRA via die Med Safety toepassing (Medsafety X
SAHPRA) en eReporting platform (who-umc. org? wat op
SAHPRA se webtuiste gevind kan word, aanmeld. Deur
die aanmelding van newe-effekte, kan u help om meer
inligting aangaande die veiligheid van TRYZETOR PLUS
in te win. U kan ook ‘n epos direk na die maatskappy
stuur: pharmacc c0.zaom
veiligheid van die produk te verseker.

5. Hoe om TRYZETOR PLUS te bewaar
Bewaar alle medisyne buite die bereik van kinders.

om u dokter te mag u cf

: Bewaar teen of benede 30 °C.

weer verhoog.

4. Moontlike newe-effekte

TRYZETOR PLUS kan newe-effekte hé.

Nie alle newe-effekte wat vir TRYZETOR PLUS
aangemeld is, word in hierdie inli?tingsblad ingesluit nie.
Sou u algemene gesondheid versleg, of indien u enige
ongunstige effekte ervaar, terwyl u TRYZETOR PLUS
neem, raadpleeg asseblief u dokter, apteker, of ander
gesondheidsorgverskaffer vir advies.

Indien enige van die volgende gebeur, staak die gebruik
van TRYZETOR PLUS en vertel u dokter onmiddellik, of
gaan na die ongevalle-afdeling, by u naaste hosrltaal
 swelling van die hande, voete, enkels, gesig, lippe,
mond, of keel, wat sluk of asemhalmg mag bemoeilik
. uitsla?, of gejeuk
¢ pyn of inflammasie van die gewrigte, on?ewone
kneusing, veluitbarstings en swelling, velsensitiwiteit
vir die son, koors, blosvorming, u voel ongesteld.
Hierdie is alles baie ernstige newe-effekte. Indien u dit
ondervind, kon u ‘n emstige allergiese reaksie teenoor
TRYZETOR PLUS ervaar het. U mag dringende mediese
aandag, of hospitalisasie benodig.

Vertel u dokter onmiddellik, of gaan na die ongevalle-
afdeling by u naaste hospllaal indien u enige van die
volgende opmerk:

o spierafbraak (met simptome soos spierpyn,
gevoeligheid, swakheid, geswelde spiere,
tendonruptuur/-skeur, merversteunng met rooi-bruin
urine

lewerprobleme (u mag geelsug ervaar — vergeling
van die vel en o€ — maagpyn en swelling,
donkerkleurige uring

n verhogmg in bloedsuiker, wat kan lei tot probleme,
indien u 'n diabeet is (dit mag nodig wees om u
diabetiese medisyne aan te pas.

Hierdie is alles ernstige newe-effekte. U mag dringende
mediese aandag benodig.

Vertel u dokter, indien u enige van die volgende opmerk:
Algemene newe-effekte:

hoofpyn

 hoes

virusinfeksies, seer keel (faringitis), sinusitis,
borsinfeksies

winderigheid

spierpyn, rugpyn

uiterste moeoheid, borspyn

verhoging in lewer (transaminase) laboratorium
bloedtoetse en/of spier-(kreatienkinase (KK)) funksie.

Minder algemene newe-effekte:
. geW|gsverI|es
ing, slaapprobleme

dokter, abteker of ander vir
advies, voordat u TRYZETOR PLUS neem.

U moet nie TRYZETOR PLUS neem, indien u swanger

is, probeer om swanEgrer te raak, of u baba borsvoed nie

(sien Moet nie TRYZETOR PLUS neem).

Bestuur en die hantering van masjiene

TRYZETOR PLUS mag duiseligheid veroorsaak.

Dit is nie altyd moontlik om te voorspel tot watter mate

TRYZETOR PLUS met die daaglikse aktiwiteite van ‘n

Easwnt sal inmeng nie. Pasiénte moet verseker dat u nie
y bogenoemde aktiwiteite betrokke raak, totdat u weet

hoe TRYZETOR PLUS hulle beinvloed nie.

. dunsellgheld spelde en naalde
* wasige sig, sugFrobIeme
. gastrolntestma e probleme, so0s W|nder|ghe¥d

sooibrand, naarhe|d bra?(lng,droe mond, maagpyn/-
aandoemngs diarree

 jeukerige, rooi vel, uitslag, haarverlies, vel-, of
mondletsels met'n plen -rooi kern, omnng deur
n bleek ronde ring en ‘n buitenste plenk rooi ring
(erythema multiforme)

Bewaar in ‘n koel, drog plek

Most nie tablette vanuit dle stulpstroke verwyder totdat
dit tyd is om te gebruik nie

Hou stulpstroke in die kartonhouer, totdat dit benodig
word vir gebruik.

Moet nie gebruik na die vervaldatum, wat op die
stulpstrook aangedui word nie.

Neem alle ongebruikte medisyne na u apteker terug.
Moet nie ongebruikte medisyne in afvoerpype, of
rioolstelsels (bv. toilette) weggooi nie.

6. Verpakkingsinhoud en ander inligting
Wat VZET R PLUS beva

Die

Elke TRYZETOR PLUS 10/10 mg tablet bevat esetimieb
10 mg en simvastatien 10 mg.

Elke TRYZETOR PLUS 10/20 mg tablet bevat esetimieb
10 mg en simvastatien 20 mg.

Elke TRYZETOR PLUS 10/40 mg tablet bevat esetimieb
10 mg en simvastatien 40 mg.

TRYZETOR PLUS bevat suiker in die vorm van
laktosemonohidraat.

Die ander bestanddele is askorbiensuur, butielhidroksie-
anisool (BHA), hipromellose, krmsgekoppelde
natriumkarmellose, laktosemonohidraat,
magnesmmstearaat mikrokristallyne sellulose
plgmentmengsel PB-220001 Geel (laktosemonohldraat
ysteroksied (geel, rooi, swart)), propielgallaat, watervrye
sitroensuur (pH aanpassing).

Hoe TRYZETOR PLUS lyk en die verpakkingsinhoud
TRYZETOR PLUS 10/10 mg: Ligbruin, gevlekte, ronde,
ongeveer 6 mm, bikonvekse tablette. Gemerk 511 aan

een kant.
TRYZETOR PLUS 10/20 mg: Ligbruin, gevlekte, ronde,
ongeveer 8 mm, bikonvekse tablette. Gemerk 512 aan

n kan
TRYZETOR PLUS 10/40 mg: Ligbruin, gevlekte, ronde,
ongeveer 10 mm, bikonvekse tablette. Gemerk 513
aan een kant.

TRYZETOR PLUS word verpak in:

met ‘n aluminit i is en PVC
bedekklng wat 10 tablette bevat: 30 tablette per
kartonhouer.
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TRYZETOR PLUS 10/10 mg: A51/7.5/1007
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MOSAMBIEK

TRYZETOR PLUS 10/10 mg: C6915
TRYZETOR PLUS 10/20 mg: C6916
TRYZETOR PLUS 10/40 mg: C6917
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