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SCHEDULING STATUS[S4 ]

p[. NAME OF THE MEDICINE
RULOC 20 mg gastro-resistant film coated tablets
TRULOC 40 mg gastro-resistant film coated tablets

. QUALITATIVE AND QUANTITATIVE COMPOSITION
TRULOC 20 mg: Each tablet contains esomeprazole magnesium equivalent to esomeprazole 20 mg.
[{RULOC 40 mg: Each tablet contains esomeprazole magnesium equivalent to esomeprazole 40 m%.
RULOC 20 mg: contains sugar {sucrose +12,31 mg and lactose monohydrate 31,875 mg per tabl et;.
TRULOC 40 mg_: contains sugar (sucrose + 24,62 mg and lactose monohydrate 63,750 mg per tablet).
tssem\aHy ‘sodium free”.

Ecr the full list of excipients, see section 6.1

, PHARMACEUTICAL FORM
F[llm coated tablets. . ) o .

RULOC 20 mg: Brick red coloured, round shape, biconvex, film coated tablets, imprinted with “20” on
one side with black ink and plain on the other side.
{fRULOC 40 mg: Brick red coloured, round shape, bevelled edge, biconvex, film coated tablets,
mprinted with “40” on one side with black ink and plain on the other side.

 CLINICAL PARTICULARS
.1 Therapeutic indications )
TRULOC is indicated for the f_ollowmg [Ssee sections 4.4 and 5.1):
astro-oesophageal reflux disease (GORD):
o treatment of erosive reflux oesophagitis
[ long-term management of patients with healed ogsophagitis to prevent relapse
symptomatic treatment of gastro-oesophageal reflux disease (GORD).

farients requiring continued nonsteroidal anti-inflammatory drug (medicine) (VSAID) therapy:
prevention of 3astric and duodenal ulcers associated with nonsteroidal anti-inflammatory drug
(medicine) (NSAID) therapy in patients at risk.

In combination with appropriate antibacterial therapeutic regimen for the eradication of Helicobacter

ylori:
F healing of Helicobacter pylori associated duodenal ulcer, and

* prevention of relapse o peﬁtic ulcers in patients with Helicobacter ;gflori associated ulcer disease.
TRULOC has been used in pathological hypersecretory conditions including Zollinger-Ellison syndrome
End idiopathic hypersecretion.

.2 Posology and method of administration
sology
Adults: )
E:‘aslm-oesophageal reflux disease (GORD):
treatment of erosive reflux oesophagitis:
40 mg once daily for 4 weeks. e )
An additional 4-week treatment is recommended for patients in whom oesophagitis has not healed
or who have persistent symptoms.

|f gastro-oesophageal reflux disease (GORD) symptom control has not been achieved after four weeks
of treatment with the prescribed daily dose, especially where differentiation of diagnosis of GORD with
En%ina and congestive heart failure is present, further investigation is recommended.

long-term management of patients with healed oesophagitis to prevent relapse: 20 mg once daily
¢ symptomatic treatment of gastro-oesophageal reflux disease (GORD):
| 20 mg once daily in patients without oesophagitis.

If symptom control has not been achieved after 4 weeks, the patient should be further investigated.
‘ Once symptoms have resolved, subsequent symptom control can be achieved using an on-demand

regimen, taking 20 mg once daily, when needed.

fatients requiring continued NSAID therapy: . . o .
prevention of gastric and duodenal ulcers associated with NSAID therapy in patients at risk:
20 mg or 40 mg once daily.

In combination with aﬁpmpr/‘ate antibacterial therapeutic regimens for the eradication of Helicobacter
p]Wori and healing of Helicobacter pylori associated duodenal ulcer and prevention of relapse of peptic
Ecm in patients with Helicobacter pylori associated ulcer disease: ~

20 mg TRULOC with 1 g amoxicillin and 500 mg clarithromycin, all twice daily for 7 days.

farhological hypersecretory conditions including Zollinger-Ellison syndrome and idiopathic

hypersecretion:

¢ the recommended initial dosage is 40 mg twice daily. The dosage should then be individually
adjusted, and treatment continued, as long as clinically indicated. Doses up to 120 mg twice daily
have been administered.

Indolescents 12 - 18 years:

Gastro-oesophageal reflux disease (GORD):

treatment of erosive reflux oesophagitis:

40 mg once daily for 4 weeks.

An additional 4-week treatment is recommended for patients in whom oesophagitis has not healed

or who have persistent symptoms B .

long-term management of patients with healed oesophagitis to prevent relapse: 20 mg once daily

symptomatic treatment of gastro-oesophageal reflux disease (GORD):

20 mg once daily in patients without oesophagitis. ) )

If symptom control has not been achieved after 4 weeks, the patient should be further investigated.

Once symptoms have resolved, subsequent symptom control can be achieved using an on-demand

regimen, taking 20 mg once daily, when needed.

poses over 1 mg/kg/day have not been studied.

Special Jmpulalions

gnpalre‘ renal function o ) o o
Jose adjustment is not required in patients with impaired renal function. Due to limited experience in

Fatlents with severe renal insufficiency, such patients should be treated with caution.

Impaired hepatic function

Eose adjustment is not required in patients with mild to moderate liver imgairmem. For patients with
evere liver impairment, a maximum daily dose of 20 mg TRULOC should be used.

— s

—

Iderly
ose adjustment is not required in the elderly.

ediatric population
he safety and efficacy of TRULOC in children younger than 12 years of age has not been established.
0 data is available.

Lvleihod of administration
or oral use.
The tablets should be swallowed whole with liquid. The tablets should not be chewed or crushed.

issed dose
Lﬁedical‘ ractitioners should advise patients who forget to take TRULOC to take a dose as soon
s possible and then continue with the normal dose. Patients should not take a double dose to
compensate for the missed dose.

h3 Contraindications ) - o
* hypersensitivity to esomeprazole, substituted benzimidazoles or to any of the ingredients of TRULOC
’- concomitant administration of TRULOC with atazanavir or nelfinavir (see section 4.5).

44 Sgecial warnings and precautions for use
[FRUL C is not indicated for mild gastrointestinal complaints such as nervous dyspepsia.

Prior to treatment or in the presence of any alarm symptom (e.g. signiﬂcant unintentional weight
l?ss, recurrent vomi mnF, dysphagia, haematemesis or melaena? and when gastric ulcer is suspected
r present, the possibil n¥| of malignancy of gastric ulcer or a r_nali%nant disease of the qesopha?us
hould be excluded, as the treatment with TRULOC may alleviate the symptoms of malignant ulcers

ﬁnd can thus delay diagnosis.

cute interstitial nephritis

here is an increased risk of subclinical acute interstitial nephritis éAIN)Z associated with proton pump
inhibitors (PPIs), such as TRULOC, which may progress to acute ki ne¥ injury and/or chronic renal
Fanure. Symptoms of interstitial nephritis may persist, even when treatment with the PP! is terminated.

Hypomagnesaemia

Eevere hyproma nesaemia has been reported in patients treated with proton pump inhibitors

PPIs) like TRULOC for at least three months, and in most cases for a year. Serious manifestations

of hypomagnesaemia such as fatigue, tetany, delirium, convulsions, dizziness and ventricular

pysrhythmla can occur, but they may begin insidiously and be overlooked. In most affected Eatiems,

improved after i and discontinuation of the PPI. For

ﬁ1atients expected to be on prolonged treatment or who take PPIs, including TRULOC, with digoxin or
edicine that may cause i ](e,ﬂ,diure ics), i should consider

measuring magnesium levels before starting TRULOC treatment and periodically during treatment.

oncomitant use with other medicines . _ o
Concomitant administration with TRULOC and medicines such as atazanavir and nelfinavir is not
recommended (see sections 4.3 and 4.5).

Therapeutic medicine monitoring is during treatment with warfarin (see

Fectlon 45).

Esomeprazole is a cytochrome P450 2C19 (CYP2C19) inhibitor. When staﬁing or ending treatment
ith the potential for i ions with medicines metabolised through CYP2C19
hould be considered.

Concomitant administration of clopi and resulted in decreased exposure to

he active metabolite of clopidogrel by an average of 40 %. The maximum inhibition of (adenosine
diphosphate (ADP) induced& platelet aggregation decreased by an average of 14 %. Based on these
ata, concomitant use of TRULOC and clopidogrel should be avoided.

hen prescribing esomeprazole for on-demand therapy, the implications folrdirg]teractipns with other
e

Effects of other medicines on the pharmacokinetics of TRULOT: ™

Medicines which inhibit CYP2C19 and/or CYP3A4 |

TRULOC is metabolised by CYP2C19 and CYP3A4. Concomitant administration of TRULOC and a

%PCS)A# mlﬂ_lg’é clarithromycin (500 mg two times a day), resulted in a doubling of the exposure ‘
0 4

Concomitant administration of TRULOC and a combined inhibitor of CYP2C19 and CYP3A4, such as |
voriconazole, may result in more than tripling of the TRULOC exposure.

Dose adjustment of TRULOC is not required. o e

A dose adjustment of TRULOC is not reqularly required in either of these situations. However, dose |
adjustment should be considered in pafients with severe hepatic impairment and if long-term
treatment is indicated. |

Medicines which induce CYP2C19 and/or CYP3A4
Medicines known to induce CYP2C19 or CYP3A4 or both (such as rifampicin and St. John’s wort) may
lead to decreased esomeprazole serum levels by increasing the esomeprazole metabolism. \

Paediatric population
Interaction studies have only been performed in adults. ‘

4.6 Fertility, pregnancy and lactation

Pregnancy ‘ |
Safety during pregnancy has not been established. o

Clinical data on exposed pregnancies with TRULOC are insufficient. With the racemic mixture ‘
omeprazole data on a larger number of exposed preg%nanmes from epidemiological studies indicate no
malformative nor foetotoxic effect. Animal studies with esomeprazole do not indicate direct or indirect
harmful effects with respect to embryonal/foetal development. Animal studies with the racemic
mixture do not indicate direct or indirect harmful effects with respect to pregnancy, parturition or
postnatal development. Caution should be exercised when prescribing to pregnant women. |

A moderate amount of data on pregnant women (between 300 - 1000 pregnancy outcomes) indicates

no malformative or foetal/neonatal toxicity of esomeprazole. ‘
Animal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity.
Breasﬂeedin?

Safety during lactation has not been established. \
Itis not known whether esomeprazole is excreted in human breast milk. There is insufficient
information on the effects of esomeprazole in newborns/infants. TRULOC should not be used during \
breastfeeding.

Fertility ‘
Animal studies with the racemic mixture omeprazole, given by oral administration do not indicate
effects with respect to fertility. ‘
4.7 Effects on ability to drive and use machines

Esomeprazole has minor influence on the ability to drive and use machines.

TRULOC may cause dizziness and blurred vision, thereby affecting the ability to drive or use \
machinery.

4.8 Undesirable effects ‘
a, Summary of the safety profile )

Headache, abdominal pain, diarrhoea and nausea are amom% those adverse reactions that have been ‘
most commonly reported in clinical trials (and also from post-marketing use). In addition, the safety
profile is similar for different formulations, treatment indications, age groups and patient populations.
b. Tabulated list of adverse reactions ‘
The following adverse reactions have been identified or suspected in the clinical trials programme for
omeprazole, as in TRULOC. |
System Organ Class rFrequency Side effects

Blood and lymphatic system | Less frequent | Leukopaenia®, P

disorders Frequency | Agranulocytosis®, pancytopaenia™

unknown
Immune system disorders Less frequent |Hypersensitivity reactions* e.g. angioedema* and
anaphylactic reaction/shock*

Metabolism and nutrition Less frequent | Peripheral oedema®, hyponatraemia®,

disorders hypomagnesaemia, vitamin B12 malabsorption
Frequency | Severe hypomagnesaemia can correlate with
unknown hypocalcaemia. Hypomagnesaemia may also be
associated with hypokalaemia

Less frequent |Insomnia*, agitation*, confusion*, depression*,

aggression*, hallucination®
Nervous system disorders | Frequent Headache*

Less frequent |Diziness®, paraesthesia, somnolence”, taste
disturbance*
Eye disorders Less frequent | Blurred vision*

Ear and labyrinth disorders | Less frequent | Vertigo*
Respiratory, thoracic and Less frequent | Bronchospasm*
mediastinal disorders

Gastrointestinal disorders | Frequent

Psychiatric disorders

Abdominal pain®, diarrhoea*, flatulence, nausea/
vomiting*, constipation*, fundic gland polyps
(benign)

Less frequent |Dry mouth*, stomatitis®, gastrointestinal
candidiasis*, gastrointestinal infections,
microscopic colitis

Less frequent | Increased liver enzymes", hepatitis with or without
jaundice", hepatic encephalopathy*

Frequency  |Hepatic failure*

Hepatobiliary disorders

unknown
Skin and subcutaneous tissue | Less frequent | Dermatitis*, pruritus*, urticaria*, rash*, alopecia®,
disorders photosensitivity*

Frequency | Subacute cutaneous lupus erythematosus,

unknown erythema multiforme”, Stevens-Johnson

syndrome®, toxic epidermal necrolysis (TEN)*,

drug reaction with eosinophilia and systemic
ptoms (DRESS)*

Musculoskeletal, connective | Less frequent | Arthralgia*, myalgia*, muscular weakness*,
tissue and bone disorders fracture of the hips, wrists or sping

Renal and urinary disorders | Less frequent | Interstitial nephritis which may progress to acute
kidney injury and/or chronic renal failure®, in
some patient’s renal failure has been reported
concomitant

Less frequent | Gynaecomastia®

Reproductive system and
breast disorders

General disorders and
administrative site conditions

Less frequent [Malaise*, hyperhidrosis*

*Post marketing experience: ) )

The indicated (*) adverse events have also been reported during the post marketing use of TRULOC.
Because these are spontaneous reports from a population of uncertain size, it is not possible to ‘
reliably estimate their frequency.

Reporting of suspected adverse reactions ‘

Reporting suspected adverse reactions after authorisation of the medicine is important. It allows
continued monitoring of the benefit/risk balance of the medicine. Healthcare professionals are ‘
requested to report any suspected adverse drug reactions to SAHPRA via the Med Safety APP
(Medsafety X SAHPRA) and eReporting platform (who-umc.org) found on SAHPRA website.

An email can be sent directly to the company, p igil P ics.c0.za, o ensure \
safety of the product.

4.9 Overdose |
Signs and symptoms: o o

There is very limited experience to date with deliberate overdose. The symptoms described in
connection with 280 mg were gastrointestinal sgmptoms and weakness. In overdose, side effects can ‘

be precipitated and/or be of increased severity (see section 4.8).
Management of overdose: ‘
No specific antidote is known. TRULOC is extensively plasma protein bound and is therefore not
readily dialysable. In ani/ case of overdose, treatment should be symptomatic and general supportive ‘
measures should be utifised.
5, PHARMACOLOGICAL PROPERTIES ‘
5.1 Pharmacodynamic properties ) .
Pharmacutheraé)eutlc group: Drugs for acid-related disorders, proton pump inhibitor.
ATC code: AO2BC05 S o \
Pharmacological classification: A 11.4.3 Medicines acting on gastrointestinal tract - Other.
Mechanism of action o o
Esomeprazole, the S-isomer of omeprazole, reduces gastric acid secretion through specific inhibition
of the acid pump in the parietal cell, where it is concentrated and converted to the active form in ‘
the acidic environment of the secretory canaliculi and inhibits the enz¥me H+K+-ATPase (hydrogen,
potassium adenosine triphosphatase) - the acid pump. This effect on the final step of the gastric
acid secretion is dose-dependent and provides for effective inhibition of both basal and stimulated |
acid secretion.
Effect on gastric acid secretion \
After oral dosing with esomeprazole 20 mg and 40 mg, the onset of effect ocours within 1 hour. After
repeated administration with 20 mg esomeprazole once daily for 5 dafyls, mean peak acid output after

in stimulation is d d by 90 % when measured 6 - 7 hours after dosing on day 5. ‘

Lned_icines, due to fluctuating plasma concentrations of esomeprazole, shoul
ection 4.5).

bsorption of vitamin B12
RULOC, as all acid-blocking medicines, may reduce the of vitamin B12
due to r%ypo- or achlorhydria. This should be considered in patients with reduced body stores or risk
yfactors for reduced vitamin B12 absorption on long-term therapy.
(Gastric glandular cysts . )
uring long-term oral treatment with esomeprazole gastric glandular cysts occur. These changes
fp inhibition of acid secretion, are benign, and appear

re a ]
fo be reversible.

‘Bisk of fracture . o )

ﬁmmn pump inhibitors, including TRULOC, especally if used in high doses and over long durations,
iay modestly increase the risk of hip, wrist and spine fracture, predominantly in the elderly or in the

presence of other recognised risk factors. - .

Ebservatlanal studies suggest that proton pump inhibitors ‘ma¥ increase the overall risk of fracture
K 10 - 40 %. Some of this increase may be due to other risk fators. Patients at risk of osteoporosis
ould receive care according to current clinical guidelines and they should have an adequate intake

Es)f vitamin D and calcium.

ubacute cutaneous lupus erythematosus (SCLE)

roton pump inhibitors are associated with very infrequent cases of subacute cutaneous lupus
erythematosus (SCLE). If lesions occur, especially in sun-exposed areas of the skin, and if

ccompanied by arthralgia, the patient should seek medical help promptly and the healthcare

rofessional should consider stopging TRULOC. SCLE after previous treatment with a proton pump
inhibitor may increase the risk of SCLE with other proton pump inhibitors.

Interference with laboratory tests )

During treatment with antisecretory medicines, serum gastrin increases in response to the decreased

Ecld secretion. Also, chromogranin A (CgA) increases due to decreased gastric acidity. The increased
0A level may interfere with Investigations for neurogndocrine tumours. To avoid this interference, the

fsumeprazule treatment should be temporarily stopped 5 days befu_re_(_}t]]A measurements.

f CgA and gastrin levels have not returned to reference range after initial measurement,

measurements should be repeated 14 days after cessation of proton pump inhibitor treatment.

V.ong term treatment
Patients on long-term treatment (particularly those treated for more than a year) should be kept under
fegular surveillance.

Gastrointestinal infections

Pecreased gastric acidity due to any means, including proton pump inhibitors such as TRULOC tablets,
ncreases gastric counts of bacteria normally present in the gastrointestinal tract.

Treatment with TRULOC may lead to increased risk of gastrointestinal infections such as Salmonella
Ind Campylobacter and also Clostridium difficile in hospitalised patients. Clostridium difficile is a
acterium that can cause severe debilitating diarrhoea that does not improve. Symptoms may include

atery stools, abdominal pain, fever, and patients may develop more serious intestinal conditions.

Serious cutaneous adverse reactions (SCARs) )

Eenous cutaneous adverse reactions (S ARs]} such as erythema multiforme (EM), Stevens-Johnson
yndrome (SJS%, toxic epidermal ne_cro\%susi EN), and drug reaction with eosmo?hlha and systemic
symptoms (DRESS), which can be life-threatening, have been reported very rarely in association with

psomeprazole treatment.

Patients should be advised of the signs and symptoms of the severe skin reaction EM/SJS/TEN/DRESS
Fmd should seek medical advice from their medical practitioner immediately when observing any
ndicative signs or symptoms.

[arRULUCshouId be discontinued immediately upon signs and
dditional medical care/close monitoring should be provided as needed.

ﬁe-cha\lenge should not be undertaken in patients with EM/SJS/TEN/DRESS.

On-demand treatment
Eatients on on-demand treatment should be instructed to contact their medical practitioner if their
ymptoms change in character.

ucrose and lactose: ) ) )

RULOC tablets contain sucrose and lactose monohydrate. Patients with rare hereditary problems
f galactos aemia, glucose-galactose malabsorption or sucrase-
Eomahase insufficiency should not take this medicine.

of severe skin reactions and

dium:
f?gULOC contains less than 1 mmol (23 mg) sodium per tablet, that is to say essentially ‘sodium free’.

4.5 Interaction with other medicines and other forms of interaction
ffects of TRULOC on the pharmacokinetics of other medicines:
Medicines with pH dependent absorption
The gastric acid suppression during treatment with TRULOC, might decrease or increase the
bsorption of medicines with a gastric pH dependent absorﬁtion‘ The absorption of medicines such
as ketoconazole, itraconazole and erlotinib can decrease while the absorption of medicines such as
Eigoxin can increase during treatment with TRULOC.
oncomitant treatment wil omegrazo\e (20 m% daily) and di%mxm in healthy subjects increased
the bioavailability of dilt]oxin by 10 % (up to 30 % in 2 out of 10 sub;]ects). Digoxin toxicity has been
Eporled. Caution should be exercised when TRULOC is given at high doses in elderly pafients.
Therapeutic monitoring of digoxin levels should be done.

Medicines metaholised by CYP2C19

Diazepam
ERUL& inhibits CYP2C19, the major TRULOC metabolising enzxme. Concomitant administration

f 30 mg TRULOC resulted in a 45 % decrease in clearance of the CYP2G19 substrate diazepam.
This interaction is unlikely to be of clinical relevance. Concomitant administration of 40 mg TRULOC
}esulted ina 13 % increase in trough plasma levels of phenytoin in epileptic patients.

farfarin
Eloncornitant administration of 40 mg TRULOC to warfarin-treated patients showed that, despite
elevation in the trough plasma concentration of the less potent R-isomer of warfarin, the coagulation
Emes were within the accepted ran?e.

rom post marketed use, cases of elevated international normalised ratio (INR) of clinical significance
have been reported during concomitant treatment with warfarin. Close monitoring is recommended

hen warfarin is co-administered with TRULOC at initiation of treatment, during the treatment and
at ending treatment.

glnpido rel _ - o )
esults from studies in healthY subjects have shown a o
getween‘clopldo?rel (300 mg loading dose/75 mg daily maintenance dose) and esomeprazole (40 mg
rally daily) resulting in decreased exposure to the active metabolite of clopidogrel by an average of
40 % and resulting in decreased maximum inhibition of }ADF |nducer2 platelet a%gregatlon byan
pverage of 14 %. Based on this data, concomitant use of TRULOC and clopidogre! should be avoided.

Cilostazol

pmeprazcle, as well as esomeprazole, act as inhibitors of CYP2C19. Omeprazole given in doses of

40 mg to healthy subjects in a cross-over stud%, increased Cras and area under the plasma
oncentration-timed curve éAUC) for cilostazol LY 18 % and 26 % respectively, and one of its
etabolites by 29 % and 69 % respectively. TRULOC can be expected to have a similar effect.
isapride
oncomitant administration of 40 mg TRULOC resulted in a 32 % increase in area under the plasma

concentration-time curve (AUC) and a 31 % ro\on?ation of elimination half-life (t), but no significant

l?crease in peak plasma levels of cisapride. This interaction did not alter the influence of cisapride on
ardiac electrophysiology.

lethotrexate
mhen given together with proton pump inhibitors, methotrexate levels have been reFoned 10 increase
in some patients. In high-dose methotrexate administration, a temporary withdrawal of TRULOC may
heed to be considered:

Tacrolimus

poncomitant administration of TRULOC has been reported to increase the serum levels of tacrolimus.
Areinforced monitoring of tacrolimus concentrations as well as renal function (creatinine clearance)
fhould be performed, and dosage of tacrolimus adjusted if needed.

Phenytoin

Fvncomitant administration of 40 mg esomeprazole resulted in a 13 % increase in trough plasma
levels of phenytoin in epileptic patients. It is recommended to monitor the plasma concentrations of
phenytoin when treatment with TRULOC is introduced or withdrawn.

lantiretroviral medicines ) ) o . )
Omeprazole has been reported to interact with some antiretroviral medicines. Increased gastric
EH during omeprazole treatment may change the absorption of the antiretroviral medicines. Other
ossible interaction mechanisms are via CYP2C19. For some antiretroviral medicines, such as
tazanavir and nelfinavir, decreased serum levels have been reported when given together with
Smeprazole and concomitant administration is not recommended.

Concomitant administration of TRULOC may significantly reduce the plasma levels of atazanavir.
0-administration of esomeprazole (40 mg once daily) reduced mean nelfinavir exposure by
approximately 40 % and the mean exposure of the pharmacological active metabolite was reduced
Ey approximately 75 - 90 %. TRULOC substantially decreases the concentration of nelfinavir.
oncomitant administration with esomeprazole and antiretroviral medicines, such as atazanavir and
nelfinavir, is not recommended.

*’ur other antiretroviral medicines, such as saquinavir, increased serum levels of 80 - 100 % have
been reported. There are also some antiretroviral medicines for which unchanged serum levels have
peen reported when given with omeprazole. Close monitoring or dose alteration is recommended.

Tipranavir may decrease the concentration of TRULOC. Co-administration is not recommended.
However, if used concurrently, the dose of TRULOC should be increased.

Investigated medicines with no clinically relevant interaction
[rRUL_U_d_has been shown to have no clinically relevant effects on the pharmacokinetics of amoxicillin
or quinidine.

Etudies.evaluating concomitant administration of TRULOC and either naproxen (nonselective NSAID) or
ofecoxib (cyclooxygenase (COX)-2-selective NSAID) did not identify any clinically relevant interaction.

\
B5997

After 5 days of oral dosing with 20 mg and 40 mg of esomeprazole, intragastric pH above 4 was
maintained for a mean time of 13 hours and 17 hours, respectively over 24 hours in symptomatic ‘
gastro-oesophageal reflux disease (GORD) patients. The proportion of patients maintaining an
Intragastric ?H above 4 for at least 8, 12 and 16 hours were 76 %, 54 % and 24 % respectively for
esomeprazole 20 mg. Corresponding proportions for esomeprazole 40 mg were 97 %, 92 % and \
56 % respectively.

Using AUC as a surrogate parameter for plasma concentration, a relationship between inhibition of \
acid secretion and exposure has been shown. ) o
Food intake had no significant influence on the effect of esomeprazole on intragastric acidity. ‘

Other effects related to acid inhibition

During long-term treatment with antisecretory medicines, gastric glandular cysts occur. These ‘
changes are a physiological consequence of pronounced inhibition of acid secretion and they are
benign and appear to be reversible.

5.2 Pharmacokinetic properties ‘
Absorption:

EsomeErazole is acid labile and is administered orally as enteric-coated granules. /n vivo conversion |

to the R-isomer is negligible. Absorption of esomeprazole is rapid, with peak plasma levels occurring
agprpxirtna{_ely 1 - 2 hours after a dose. The absolute bioavailability is 89 % after repeated once-daily ‘
administration.

For 20 mg esomeprazole, the corresponding values are 50 % and 68 % respectively. Food intake both
delays and decreases the ion of D although this has no significant influence on \
the effect of on intragastric acidity.

Distribution: |
The apparent volume of distribution at steady state in healthy subjects is approximately 0,22 Likg
body weight. Esomeprazole is 97 % plasma protein bound. ‘
Biotransformation:

Esomeprazole is completely metabolised by the cytochrome P450 system (CYP). A ma*'or Fan of the
metabolism of esomeprazole is dependent on the polymorphic CYP2C19, responsible for the 1ormation\
of the hydroxy- and desmethyl metabolites of esomeprazole. The remaining part is deﬁendent on
another specific isoform, CYP3A4, responsible for the formation of esomeprazole sulphone, the main ‘
metabolite in plasma.

Elimination: ‘
The parameters below reflect mainly the pharmacokinetics in individuals with a functional CYP2C19
enzyme (extensive metabolisers). Total plasma clearance is about 17 litres per hour after a single dose
and about 9 litres per hour after repeated administration, The plasma elimination half-life is about |
1,3 hours after repeated once-daily dosing. The area under the plasma concentration-time curve
increases with repeated administration of This increase is dose: and results |
in a non-linear dose-AUC relationship after repeated administration. This time and dose-dependency

is due to a decrease of first pass metabolism and systemic clearance, probably caused byan
inhibition of the CYP2C19 enze/me b{)esvmeprazole and/or its sulphone metabolite. Esomeprazole is |
completely eliminated from plasma between doses, with no tendency for accumulation during once-
daily administration. The major metabolites of esomeprazole have no effect on gastric acid secretion.
Almost 80 % of an oral dose of esomeprazole is excreted as metabolites in the urine, the remainder in
the faeces. Less than 1 % of the parent compound is found in urine.

Pharmacokinetics in special patient groups \
Poor Metabolisers

Approximately 2,9 = 1,5 % of the population lack  functional CYP2C19 enzyme and are called poor
metabolisers. In these individuals the metabolism of esomeprazole is probably mainly catalysed by
CYP3A4. After repeated once-daily administration of 40 mg esomeprazole, the mean area under

the plasma concentration-time curve was approximately 700 % higher in poor metabolisers than \
in subjects having a functional CYP2C19 enzyme (extensive metabolisers). Mean peak plasma
c?ncentranonslwere increased by about 60 %. These findings have no implications for the posology |
of esomeprazole.

Hepatic Insufficiency ‘
The metabolism of esomeprazole in patients with mild to moderate liver dysfunction may be impaired.
The metabolic rate is decreased in patients with severe liver dysfunction resulting in a ouinng of the
area under the plasma concentration-time curve of esomeprazole. Therefore, a maximum of 20 mg \
should not be exceeded in patients with severe ion. E or its major ites do
not show any tendency to accumulate with once-daily dosing. ‘

Renal Insufficiency o ) e o

No studies have been performed in patients with decreased renal function. Since the kidney is
responsible for the excretion of the metabolites of esomeprazole but not for the elimination of the ‘
parent compound, the metabolism of esomeprazole is not expected to be changed in patients with
impaired renal function. ‘

Gender

Following a single dose of 40 mg esomeprazole, the mean area under the plasma concentration- ‘
time curve is approximately 30 % hi(\;her in females than in males. No gender difference is seen

after repeattid once-daily administration. These findings have no implications for the dosage of ‘
esomeprazole.

Elderly
The metabolism of esomeprazole is not significantly changed in elderly subjects (71 - 80 years of age). \

Paediatric population . .

Following repeated dose administration of 20 mg and 40 mg esomeprazole, the total exposure (AUC) \
and the fime to reach maximum plasma drug concentration (tnwj in 12 to 18-year-olds was similar to
that in adults for both esomeprazole doses. ‘

5.3 Preclinical safety data
Not applicable. ‘

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Tablet cores: ‘

Copovidone

Crospovidone \

Diethyl phthalate

Ethyl cellulose

Hypromellose \
facrogol

Light magnesium oxide ‘

Magnesium stearate o ) o

Methacrylic acid-ethyl acrylate copolymer dispersion - (consist of methacrylic acid-ethyl acrylate

copolymer, sodium laury! sulphate, polysorbate) \

Povidone

Silica, colloidal anhydrous ) ) ) i

Silicified microcrystalline cellulose (Prosolv HD 90 ~ consist of cellulose microcrystalline and silica,

colloidal anhydrous) .

Starlac (consists of lactose monohydrate and maize starch) \

%ulgar spheres (consist of maize, starch and sucrose)
alc

Film coating
Wpromellose
[acrogol ‘
alc
Titanium dioxide |
Silica colloidal anhydrous
Ferric oxide red |
Printing ink
Opacode S-1-17823 black ink.

6.2 Incompatibilities
Not applicable

6.3 Shelf life ‘
24 months

6.4 Special precautions for storage ‘
Store at or below 25 °C.
Store in the original package in order to protect from light and moisture. \

6.5 Nature and contents of container o
Alu/Alu blister packs containing 14, 28, 30, 60 or 90 tablets each, packed in a printed outer carton. |
Not all pack sizes will be marketed.

6.6 Special precautions for disposal \
No special requirements

7. HOLDER OF THE CERTIFICATE OF REGISTRATION |
Pharma Dynamics ﬁty) Lt

1 Floor Grapevine House, Steenberg Office Park

Silverwood Close ‘
Westlake, 7945

Cape Town, South Africa |
Tel: +27 21 707 7000

or 0860-PHARMA (742 762)

8. REGISTRATION NUMBERS |
TRULOC 20 mg: A47/11.4.3/0320
TRULOC 40 mg: A47/11.4.3/0321 ‘

9, DATE OF FIRST AUTHORISATION
03 May 2022 |

10. DATE OF REVISION OF THE TEXT
13 November 2024 ‘
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PATIENT INFORMATION LEAFLET
'SCHEDULING STATUS:[S4]

\ TRULOC 20 mg gastro-resistant film coated tablets
TRULOC 40 mg gastro-resistant film coated tablets
‘ Esomeprazole
TRULOC 20 mg: contains sugar (sucrose = 12,31 mg
and lactose monohydrate 31,875 mg per tablet).
‘ TRULOC 40 mg: contains sugar (sucrose + 24,62 mg
and lactose monohydrate 63,750 mg per tablet).
Essentially ‘sodium free’.

ﬁ!ead all of this leaflet carefully before you start

taking TRULOC

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

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

o TRULOC has been prescribed for you p lly and

 cisapride — used to speed up stomach emptying
 digoxin — used in the treatment of heart problems
 rifampicin — used for the treatment of tuberculosis
* St. John's wort — used to treat depression, or certain
type of anti-malignancy medicines (such as erlotinib or
another anti-malignancy medicine from the same class)
TRULOC should not be taken at the same time as some
dicines for HIV, such as ir and nelfinavir,
as TRULOC may reduce the blood levels of your
antiretroviral medicine
tipranavir — used to treat HIV
clarithromycin, an antibiotic
tacrolimus — used to prevent organ transplant rejection
if you are taking a high dose of methotrexate (a
chemotherapy medicine in which a high dose is used
to treat cancer), TRULOC may need to be temporarily
withdrawn.

F and

you should not share your medicine with other people.
\ It may harm them, even if their symptoms are the same
as yours.

Mhat is in this leaflet

1. What TRULOC is and what it is used for

2. What you need to know before you take TRULOC
3. How to take TRULOC

4. Possible side effects

5. How to store TRULOC

‘6. Contents of the pack and other information

1. What TRULOC is and what it is used for
‘Esomeprazole, contained in TRULOC, belongs to a group
of medicines called proton pump inhibitors’. They work by
\reducing the amount of acid that your stomach produces.

TRULOC is used to treat the following conditions:
‘gastro-oesophageal reflux disease’ (GORD). This is
where acid from the stomach escapes into the gullet
(the tube which connects your throat to your stomach)
causing pain, inflammation, and heartburn

ulcers in the stomach or upper part of the gut (intestine)
that are infected with bacteria called ‘Helicobacter
pylori. If you have this condition, your doctor may also
prescribe antibiotics to treat the infection and allow the
ulcer to heal

stomach ulcers caused by medicines called NSAIDs
(nonsteroidal anti-inflammatory drugs (medicine)).
Esomeprazole can also be used to stop stomach ulcers
from forming if you are taking NSAIDs

too much acid in the stomach caused by a growth in
the pancreas (Zollinger-Ellison syndrome).

}2. What you need to know before you take TRULOC

Do not take TRULOC:

" if you are hypersensitive (allergic) to esomeprazole or
any of the other ingredients of TRULOC (see section 6)

o if you are taking medication for human

‘ immunodeficiency virus (HIV) treatment (atazanavir or
nelfinavir).

Warnings and precautions

‘Take special care with TRULOC:

« if you have been experiencing indigestion

if you have been on continuous medication for longer
than a year

if you have been taking a medication that contains
clopidogrel (used in the treatment of blood clots)

if you are due to have a specific blood test
(chromogranin A)

if you have had previous intestinal conditions

if you develop severe diarrhoea that has watery stools,
abdominal pain and fever

if you are taking TRULOC when necessary and your
symptoms change

if you have a vitamin B12 deficiency

if you develop tiredness, dizziness, tremor and muscle
problems (hypomagnesaemia)

if you have been diagnosed with osteoporosis (brittle
bones) or are at risk of breaking your bones

if you develop kidney problems such as cloudy urine,
pain in the kidney area, blood or pus in the urine,

frequent urination
\' if you develop ‘butterfly rash’ with sensitivity to sun
light lupus ery

TFRULOC may hide the symptoms of other diseases.

Therefore, if any of the following happen to you before you

\stan taking TRULOC or while you are taking it, talk to your

doctor straight away:

‘- if you lose a lot of weight for no reason and have
problems swallowing

o if you get stomach pain or indigestion

o if you begin to vomit food or blood

o if you pass black stools (blood-stained faeces).

‘Serious skin rashes, which can be fatal, have occurred

in patients taking TRULOC (see section 4). The rash can
\involve ulcers of the mouth, throat, nose, genitals and
conjunctivitis (red and swollen eyes). These serious skin
‘rashes often come after flu-like symptoms such as fever,
headache, body ache. The rash may cover large parts of
the body with blistering and peeling of the skin. If at any
Ltime during the treatment (even after several weeks) you
develop a rash or any of these skin symptoms, stop taking
hhis medicine and contact your doctor immediately.

Children
here is no experience with TRULOC in children younger
‘than 12 years.

Other medicines and TRULOC

Iways tell your healthcare provider if you are taking
any other medicine. (This includes complementary or
[traditiunal medicines.)

It is particularly important that you mention the following

medicines:

itraconazole, ketoconazole, voriconazole — used in the

treatment of fungal infections

diazepam — used in the treatment of anxiety

phenytoin — used to prevent fitting

warfarin or clopidogrel — used to prevent blood clotting
cilostazol - used to help the symptoms of intermittent

claudication

If you are pregnant or breastfeeding your baby, think you
may be pregnant or are planning to have a baby, please
consult your doctor, pharmacist or other healthcare
provider for advice before using TRULOC.

You should not take TRULOC if you are pregnant or
breastfeeding your baby.

Driving and using machines

TRULOC has minor influence on the ability to drive and
use machines.

TRULOC may cause dizziness and blurred vision, thereby
affecting the ability to drive or use machinery.

It is not always possible to predict to what extent TRULOC
may interfere with the daily activities of a patient. Patients
should ensure that they do not engage in the above
activities until they are aware of the measure to which
TRULOC affects them.

TRULOC contains sugar in the form of sucrose and
lactose

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

TRULOC contains sodium
TRULOC contains less than 1 mmol (23 mg) sodium per
tablet, that is to say essentially ‘sodium free’.

3. How to take TRULOC

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

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

The recommended doses are given below:
Adults & adolescents (12 - 18 years):

The usual dose is

o gastro-oesophageal reflux disease (GORD):

+ to treat an inflamed food pipe caused by gastro-
oesophageal reflux disease (GORD): 40 mg once
daily for 4 weeks

o patients requiring continued NSAID (nonsteroidal anti-
inflammatory drugs) therapy:

+ to prevent stomach ulcers if you are taking NSAIDs:
20 mg or 40 mg once daily

o eradication of Helicobacter pylori and healing of

Helicobacter pylori associated ulcers:

+ 20 mg TRULOC with 1 g amoxicillin and 500 mg
clarithromycin, all twice daily for 7 days

* {o treat too much acid in the stomach caused by a
growth in the pancreas (Zollinger-Ellison syndrome):

+ the recommended initial dosage is 40 mg twice
daily. The dosage should then be individually
adjusted, and treatment continued, as long as
clinically indicated.

The safety and efficacy of TRULOC in children younger
than 12 years of age has not been established.
No data is available.

Your doctor will tell you how long your treatment with
TRULOC will last.

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

If you take more TRULOC than you should

In the event of overdosage, consult your doctor or
pharmacist. If neither is available, contact the nearest
hospital or poison control centre.

If you forget to take TRULOC

If you forget to take TRULOC, take as soon as you
remember, then continue to take TRULOC at the usual
times. Do not take a double dose to make up for forgotten
individual doses.

4. Possible side effects

TRULOC can have side effects.

Not all side effects reported for TRULOC are included in
this leaflet. Should your general health worsen, or if you
experience any untoward effects while using TRULOC,
please consult your doctor, pharmacist or other healthcare
professional for advice.

If any of the following happens, stop using TRULOC

and tell your doctor immediately or go to the casualty

department at your nearest hospital:

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

 rash or itching

o fainting.

These are all very serious side effects. If you have them,

you may have had a serious allergic reaction to TRULOC.

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:

o rash or itching in the form of reddening of the skin with
blisters or peeling. There may also be severe blisters
and bleeding in the lips, eyes, mouth, nose and genitals.
This could be ‘erythema multiforme’, ‘Stevens-Johnson
syndrome’, ‘toxic epidermal necrolysis’ or ‘drug
reaction with eosinophilia and systemic symptoms’
yellow skin, dark urine and tiredness which can be
symptoms of liver problems

tightening of chest accompanied with severe coughing
(bronchospasm)

e |oss or decreased vision

 abdominal swelling (may be an indication of liver ‘
failure)

o excessive sweating |

 blood in the urine (nephritis)

o significant reduction in the amount of urine with ‘
shortness of breath (this could be a sign of kidney
failure).

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:

o stomach pain ‘
diarrhoea

nausea/vomiting |
constipation

headache. ‘

Less frequent side effects:

* muscle weakness/pain, fracture of the hips, wrists or ‘
spine, joint pain

fever |

development of breast tissue in males

hair loss

dry mouth \

inflammation of the mouth and lips

dizziness |

blurred vision

tingling sensation ‘

loss of balance

taste disturbance

sleepiness, inability to sleep ‘

confusion, depression, agitation, hallucination

low white blood cell count. |

The following side effects have been reported but the
frequency for them to occur is not known: \
o decreased levels of calcium

 decreased levels of magnesium ‘
o “putterfly rash” that lasts hours to days.

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 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 help provide more
information on the safety of TRULOC. You can also send ‘
an email directly to the company, pharmacovigilance@
pharmadynamics.co.za, to ensure safety of the product. ‘

5. How to store TRULOC
Store all medicines out of reach of children. |
Store in original package, in order to protect from light
and moisture. ‘
Do not use after the expiry date stated on the label.
Store at or below 25 °C.
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 TRULOC contains: |
The active substance is:

TRULOC 20 mg: prazole ium equi to
esomeprazole 20 mg. |
TRULOC 40 mg: prazole ium equi to

esomeprazole 40 mg. ‘

The other ingredients are:

Tablet cores |
Colloidal silica P povi

diethyl phthalate, ethyl cellulose, hypromellose, light ‘
magnesium oxide, magnesium stearate, macrogol,
methacrylic acid-ethyl acrylate copolymer dispersion
(consist of methacrylic acid-ethyl acrylate copolymer, ‘
sodium lauryl sulphate, polysorbate), povidone, silicified
microcrystalline cellulose (Prosolv HD 90 — consist of \
cellulose microcrystalline and silica, colloidal anhydrous),
starlac (consist of lactose monohydrate and maize starch),
sugar spheres (consist of maize starch and sucrose), talc.
Film coating |
Ferric oxide red, hypromellose, macrogol, talc, titanium
dioxide, silica colloidal anhydrous. ‘
Printing ink

Opacode S-1-17823 black ink. \

What TRULOC looks like and contents of the pack ‘
TRULOC 20 mg: Brick red coloured, round shape,
biconvex, film coated tablets, imprinted with “20” on one
side with black ink and plain on the other side. ‘
TRULOC 40 mg: Brick red coloured, round shape, bevelled
edge, biconvex, film coated tablets, imprinted with “40” on{
one side with black ink and plain on the other side.

Alu/Alu blister packs containing 14, 28, 30, 60, or 90 \
tablets each, packed in a printed outer carton.
Not all pack sizes will be marketed. ‘

Holder of Certificate of Registration
Pharma Dynamics (Pty) Ltd ‘
1 Floor Grapevine House, Steenberg Office Park
Silverwood Close |
Westlake, 7945

Cape Town, South Africa |
Tel: + 27 21 707 7000

or 0860-PHARMA (742 762) ‘

This leaflet was last revised in
13 November 2024 \

Registration numbers \
TRULOC 20 mg: A47/11.4.3/0320
TRULOC 40 mg: A47/11.4.3/0321 |
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PPASIENTINLIGTINGSBLAD
SKEDULERINGSTATUS: [S4]
‘ TRULOC 20 mg maagweerstandige filmbedekte

tablette
TRULOC 40 mg ige fil

medisyne wat gebruik word om maaglediging te
versnel (sisapried)

digoksien, wat gebruik word vir die behandeling van
hartprobleme

rifampisien, wat gebruik word vir die behandeling van
tuberkulose

tablette
Esomeprasool

| TRULOC 20 mg: bevat suiker (sukrose = 12,31 mg en

laktosemonohidraat 31,875 mg per tablet).
‘ TRULOC 40 mg: bevat suiker (sukrose + 24,62 mg en

laktosemonohidraat 63,750 mg per tablet).
‘ Wesenlik ’natriumvry’.
Lees hierdie hele inligtingsblad deeglik deur, voordat u
jbegin om TRULOC te neem
Hou hierdie inligtingsblad. Dit mag nodig wees dat u dit
weer lees.
Indien u verdere vrae het, vra u dokter, apteker,
verpleegkundige, of ander gesondheidsorgverskaffer
TRULOC is vir u persoonlik voorgeskryf en 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.

‘Inhoud van hierdie inligtingsblad:

1. Wat TRULOC is en waarvoor dit gebruik word

2. Wat u nodig het om te weet, voordat u TRULOC gebruik
‘3. Hoe om TRULOC te neem

4. Moontlike newe-effekte

5. Hoe om TRULOC te bewaar

6. Verpakkingsinhoud en ander inligting.

‘l. Wat TRULOC is en waarvoor dit gebruik word
‘Esomeprasool, $00s bevat in TRULOC, behoort aan 'n
igroep medisyne, wat genoem

word. Dit werk, deur die hoeveelheid suur wat u maag
ervaardig, te verminder.

TRULOC word gebruik om die volgende toestande te
behandel:

‘gastro-esofageale reflukssiekte’ (GERS). Dit gebeur
wanneer suur vanuit die maag, na die slukderm
ontsnap (die buis wat u keel met u maag verbind) en
pyn, inflammasie en sooibrand veroorsaak

sere in die maag, of boonste gedeelte van die slukderm
(derm), wat besmet is met 'n bakterie wat ‘Helicobacter
pylori genoem word. Indien u hierdie toestand
onderlede het, mag u dokter ook antibiotika voorskryf
om die infeksie te genees en die ulkus toe te laat om te
genees

gsere wal word deur medi wat
NSAIM (niesteroidale anti-inflammatoriese medisyne)
genoem word. Esomeprasool kan ook gebruik word om
te verhoed dat maagsere vorm, terwyl u NSAIM gebruik
te veel suur in die maag, wat deur 'n gewas in die
pankreas veroorsaak word (Zollinger-Ellison-sindroom).

y2. Wat u nodig het om te weet, voordat u TRULOC

gebruik

‘Moet nie TRULOC neem:

'® indien u hip itief (allergies) is vir
of vir enige van die ander bestanddele van TRULOC nie
(sien afdeling 6)

o indien u medikasie vir menslike
Immuniteitsgebreksvirus (MIV) behandeling gebruik nie
(atazanavir of nelfinavir).

Maarskuwings en voorsorgmaatreéls

Neem spesiale sorg met TRULOC:

indien u slegte spysvertering ervaar het

indien u op langdurige medikasie, vir langer as 'n jaar, is
indien u medikasie neem, wat klopidogrel bevat
(gebruik vir die behandeling van bloedklonte)

indien u binnekort 'n spesifieke bloedtoets moet
ondergaan (chromogranien A)

indien u voorheen ingewandstoestande gehad het
indien u erge diarree, met waterige stoelgang,
abdominale pyn en koors ontwikkel

indien u TRULOC neem wanneer benodig en u
simptome verander

indien u’'n vitamien B12 tekort het

indien u moegheid, duiseligheid, tremor en

spierp ervaar (hij i

indien u gediagnoseer is met osteoporose (bros bene)
of "n risiko vir beenbreuke toon

indien u nierkwale ontwikkel soos newelagtige urine,
pyn in die nierarea, bloed of etter in urine, gereelde
urinering

indien u “skoenlapperuitslag”, gepaardgaande met
sensitiwiteit vir sonlig ontwikkel (subakute kutane lupus
eritematose).

‘T RULOC mag die simptome van ander siektes verberg.
Indien enige van die volgende dus voorkom, voordat u
TRULOC begin gebruik of terwyl u dit neem, raadpleeg u
liokter onmiddeli:

o indien u vir geen rede, baie gewig verloor en

\ slukprobleme ervaar

* indien u maagpyn of slegte spysvertering ervaar

‘0 indien u begin voedsel of bloed braak

* indien u swart stoelgang het (bloedbevlekte feses).

Ernstige veluitslae, wat noodlottig mag wees, het
voorgekom by pasiénte wie TRULOC neem (sien

‘afdeling 4). Die uitslag kan ulkusse van die mond, keel,
neus, geslagsdele en konjunkivitis (rooi, 08),
tot gevolg hé. Hierdie ernstige veluitslae kom dikwels
0or na griep-soortige simptome soos koors, hoofpyn

en liggaamspyn. Die uitslag mag oor groot gedeeltes

van die liggaam, gepaargaande met blaasvorming en
afskilfering, voorkom. Indien u op enige tydstip van die
‘behandeling (selfs na etlike weke) 'n uitslag, of enige van
hierdie simptome ontwikkel, staak die gebruik van hierdie
‘medisyne en kontak u dokter onmiddellik.

Kinders
\Daar is geen ervaring met TRULOC by kinders jonger as
12 jaar nie.

‘Ander medisyne en TRULOC

Vertel altyd u gesondheidsorgverskaffer indien u

‘enige ander medisyne neem (Dit sluit aanvullende, of
tradisionele medisyne in).

Dit is veral belangrik dat u die volgende medisynes noem:
o tr | | en voril |, wat gebruik
word vir die behandeling van swaminfeksies
diasepam, wat gebruik word vir die behandeling van
angstigheid

medisyne wat aanvalle verhoed (fenitoien)

medisyne wat bloedklonte verhoed (warfarien, of

| Klopidogrel)

* medisyne wat gebruik word om simptome van
‘ intermi kloudikasie te beheer (sil |
oso7_

. uid, wat gebruik word om depressie te
behandel, of sekere tipe anti-kwaadaardige medisyne
(soos erlotinib of ander anti-kwaadaardige medisyne
vanuit dieselfde klas)

TRULOC moet nie op dieselfde tydstip as sommige
medisyne vir MIV, soos atasanavir en nelfinavir geneem
word nie, aangesien TRULOC die bloedvlakke van u
antiretrovirale medisyne mag verlaag.

tipranavir, wat gebruik word om MIV te behandel
Klaritromisien, °n antibiotikum

takrolimus, wat gebruik word om orgaanoorplanting
verwerping te voorkom

indien u 'n hoé dosis metotreksaat neem ('n
chemoterapie medisyne, waar 'n hoé dosis gebruik
word om kanker te behandel). Dit mag nodig wees om
TRULOC tydelik te onttrek.

Swangerskap en borsvoeding
Indien u swanger is, of u baba borsvoed, vermoed dat u

o verlies van, of afname in sig

* abdominale swelling (mag 'n aanduiding van ‘
lewerversaking wees)

* uitermatige gesweet

o bloed in die urine (nefritis) ‘

 beduidende afname in die volume urine, saam met
asemnood (dit mag 'n teken van nierversaking wees). \

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: \
* maagpyn

diarree ‘
naarheid/braking

hardlywigheid

hoofpyn. ‘

Minder algemene newe-effekte: ‘
o spierswakheid/pyn, fraktuur van die heupe, gewrigte of
ruggraat, gewrigspyn
koors \
ontwikkeling van weefsel in borste by mans
haarverlies |
droé mond
inflammasie van die mond en lippe ‘

mag swanger wees, of 'n baba beplan, asseblief
u dokter, apteker, of ander gesondheidsorgverskaffer vir
advies, voordat u TRULOC gebruik. U moet nie TRULOC
neem, indien u swanger is, of u baba borsvoed nie.

Bestuur en hantering van masjiene

TRULOC het 'n Klein invioed op die vermoé om te bestuur
en masjiene te hanteer.

TRULOC mag duiseligheid en versteurde visie veroorsaak,
wat u vermog om te bestuur, of masjinerie te hanteer,

mag beinvioed.

Dit is nie altyd moontlik om te voorspel tot watter mate
TRULOC met u daaglikse aktiwiteite mag inmeng nie.

U moet verseker dat u nie by bogenoemde aktiwiteite
betrokke raak, totdat u bewus is hoe TRULOC u aantas nie.

TRULOC bevat suiker in die vorm van sukrose en
laktose

Indien u dokter aangedui het dat u 'n onverdraagsaamheid
teenoor sekere suikers toon, kontak u dokter, voordat u
TRULOC gebruik.

TRULOC bevat natrium
TRULOC bevat minder as 1 mmol (23 mg) natrium per
tablet, dit wil sé dit is wesenlik ’natriumvry’.

3. Hoe om TRULOC te neem

Moet nie medisyne wat vir u voorgeskryf is, met enige
ander persoon deel nie.

Neem TRULOC altyd presies soos deur u dokter aanbeveel
word. Raadpleeg u dokter of apteker, indien u onseker is.

Die aanbevole doserings word onder aangedui:
Volwassenes & adolessente (12 - 18 jaar oud):
Die gewone dosis is:

o gastro-esofageale reflukssiekte (GERS):

+ om'n besmette lugpyp te behandel, wat deur
gastro-esofageale reflukssiekte veroorsaak word
(GERS): 40 mg een keer daagliks vir 4 weke

o pasiénte wie langtermyn NSAIM behandeling benodig

(nigsteroidale anti-inflammatoriese &

tintelende sensasie ‘
balansverlies

smaaksteurnis |
slaperigheid, onvermoé om te slaap

verwarring, depressie, agitasie, hallusinasie ‘
lae witbloedseltelling.

Newe-effekte waarvan die voorkoms onbekend is: |
o verlaging in kalsiumvlakke

o verlaging in magnesiumvlakke ‘
o “skoenlapperuitslag” wat vir ure, tot dae, duur.

Indien u enige newe-effekte opmerk, wat nie in hierdie ‘
inligtingsblad genoem word nie, raadpleeg asseblief u
dokter, of apteker. ‘

.
.
.
.
.
.
 versteurde visie
.
.
.
.
.
.

Aanmelding van newe-effekte

Indien u newe-effekte ervaar, praat met u dokter, apteker \
of verpleegkundige. U kan ook newe-effekte aanmeld

by SAHPRA via die Med Safety toepassing (Medsafety ‘
X SAHPRA) en eReporting platform (who-umc.org), wat

op SAHPRA se webtuiste gevind kan word. Deur die
aanmelding van newe-effekte, kan u help om meer ‘
inligting aangaande die veiligheid van TRULOC in te

win. U kan ook 'n epos direk aan die maatskappy stuur, |
phari igi D ics.co.za, om die
veiligheid van die produk te verseker. \

5. Hoe om TRULOC te bewaar ‘
Bewaar alle medisyne buite die bereik van kinders.
Bewaar in die oorspronklike verpakking en beskerm teen
lig en vogtigheid. \
Moet nie gebruik na die vervaldatum, wat op die etiket
aangedui word nie. ‘
Bewaar teen of benede 25 °C.

Moet nie gebruik na die vervaldatum wat op die ‘
kartonhouer aangedui word nie.

Neem alle ongebruikte medisyne na u apteker terug.

Moet nie ongebruikte medisyne in afvoerpype, of \

+ om maagsere te verhoed, indien u NSAIM neem:
20 mg of 40 mg een keer daagliks
© uitwissing van Helicobacter pylori en genesing van
Helicobacter pylori verwante ulkusse:
¢ 20 mg TRULOC saam met 1 g amoksisillien en
500 mg Klaritromisien, alles twee keer daagliks vir
7 dae
 vir die behandeling van 'n oormaat suur in die maag,
wat deur 'n gewas in die pankreas veroorsaak word
(Zollinger-Ellison-sindroom):
+ die aanbevole aanvangsdosis is 40 mg twee
keer daagliks. Die dosering moet dan individueel
aangepas word en behandeling moet voortgesit
word vir solank as wat dit klinies aangedui word.
Die veiligheid en doeltreffendheid van TRULOC by kinders
jonger as 12 jaar is nie vasgestel nie.
Geen data is beskikbaar nie.

U dokter sal aandui hoe lank u behandeling met TRULOC
sal duur.

Indien u onder die indruk is dat die effek van TRULOC té
sterk, of té swak is, vertel u dokter of apteker.

Indien u meer TRULOC neem as wat u behoort

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

Indien u vergeet om TRULOC te neem

Indien u vergeet om TRULOC te neem, neem dit so gou
as wat u onthou en gaan dan voort om TRULOC op die
gewone tye te neem. Moet nie 'n dubbeldosis neem, om
op te maak vir vergete individuele doserings nie.

4. Moontlike newe-effekte
TRULOC kan newe-effekte hé.

Istelsels (bv. toilette), weggooi nie.

6. Verpakkingsinhoud en ander inligting ‘
Wat TRULOC bevat: ‘
Die aktiewe bestanddeel is:

TRULOC 20 mg: v
aan esomeprasool 20 mg. \
TRULOC 40 mg: v I i
aan esomeprasool 40 mg. |

Die ander bestanddele is:
Tabletkerne |
Diétielftalaat, etielsellulose, gesilifiseerde mikrokristallyne
sellulose (Prosolv HD 90 — bestaan uit mikrokristallyne \
sellulose en watervrye kolloidale silika), hipromellose,
kopovidoon, kruisgekoppelde povidoon, magnesiumnksied‘
magnesiumstearaat, makrogol, metakielsuur-etielakrilaat

i dispersie (bestaan uit i tielak .ilaaﬁ
kopolimeer, natriumlourielsulfaat, polisorbaat), povidoon,
starlac (bestaan uit laktosemonohidraat en mieliestysel),
suikersfere (bestaan uit mieliestysel en sukrose), talkum \
en watervrye kolloidale silika.

Filmbedekking |
Hipromellose, makrogol, talkum, titaandioksied, watervrye
kolloidale silika, ysteroksied rooi. ‘

Drukkersink
Opacode S-1-17823 swart ink. |

Hoe TRULOC lyk en die verpakkingsinhoud ‘
TRULOC 20 mg: Baksteen-rooi gekleurde, ronde,
bikonvekse, filmbedekte tablette, gedruk met “20” aan
een kant in swart ink en glad aan die teenoorgestelde ‘

kant.

TRULOC 40 mg: Baksteen-rooi gekleurde, ronde, |

i ige, bil i tablette, gedruk

met “40” aan een kant in swart ink en glad aan die ‘
Kant.

Nie alle newe-effekte wat vir TRULOC is, word
in hierdie inligtingsblad ingesluit nie. Sou u algemene
gesondheid versleg, of indien u enige ongunstige effekte
ervaar terwyl u TRULOC neem, raadpleeg asseblief u
gesondheidsorgverskaffer vir advies.

Indien enige van die volgende gebeur, staak die gebruik

van TRULOC en vertel u dokter onmiddellik, of gaan na die

ongevalle-afdeling by u naaste hospitaal:

* swelling van die hande, voete, enkels, gesig, lippe,
mond en keel, wat sluk en asemhaling mag bemoeilik

 uitslag of gejeuk

o floute.

Hierdie is alles baie ernstige newe-effekte. Indien u dit
ondervind, kon u 'n ernstige reaksie teenoor TRULOG
ervaar het. U mag dringende mediese aandag, of
hospitalisasie benodig.

Vertel u dokter onmiddellik, of gaan na die ongevalle-

afdeling by u naaste hospitaal, indien u enige van die

volgende opmerk:

* uitslag of gejeuk in die vorm van rooiwording van

die vel, met blase of afskilfering. Daar mag ook erge

blase en bloeding van die lippe, 0&, mond, neus en

geslagsdele, voorkom. Dit mag ‘erythema multiforme’,

‘Stevens-Johnson-sindroom’, ‘toksiese epidermale

nekrolise’, of geneesmiddelreaksie, met eosinofilie en

sistemiese simptome’, wees

geel vel, donker urine en moegheid, wat tekens van

lewerprobleme mag wees

. ing van die bors, gepaardgaande met erge
gehoes (brongospasma)

Alu/Alu stulpverpakkings, wat 14 28, 30, 60, of 90 tablette|
elk bevat. Verpak in ’n gedrukte buitenste kartonhouer.
Nie alle verpakkingshoeveelhede word bemark nie. ‘

Eienaar van die Registrasiesertifikaat

Pharma Dynamics (Edms.) Bpk. ‘
15 Vloer Grapevine House, Steenberg Office Park
Silverwood Close |
Westlake, 7945

Kaapstad, Suid-Afrika ‘
Tel: +27 21 707 7000

of 0860-PHARMA (742 762) ‘
Hierdie inligtingshlad was voorheen hersien
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