EFFERFLU C COLD & FLU
SCHEDULING STATUS

1. NAME OF THE MEDICINE
EFFERFLU C COLD & FLU effervescent tablets

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

equivalent to vitamin C 250 mg and chlorphenamine maleate 2 mg.
EFFERFLU C COLD & FLU contains sugar alcohol, sorbitol 212 mg per tablet.
EFFERFLU C COLD & FLU contains aspartame 40 mg.

EFFERFLU C COLD & FLU contains 314 mg of sodium per tablet.

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM
Effervescent tablets.

Tabulated
System organ class F

y of (chlorphenamine maleate):

Infections and infestations | Frequency AIIer%c reaction, angioedema,
unknown anaphylactic reactions
Blood and lymphatic Less frequent |Blood dyscrasias, including

system disorders agranulocytosis, leukopenia,
haemolytic anaemia and
thrombocytopenia
Anaphylaxis including tightness
of the chest and hypersensitivity
reactions (including bronchospasm,

Immune system disorders

Less frequent

angioedema
Metabolism and nutrition |Frequency Anorexia
disorders K
Psychiatric disord Frequency Depression, confusion*, excitation*,

irritability*, nightmares*

EFFERFLU C COLD & FLU is a white or almost white, round, flat tablet. It prod
a slightly opalescent, colourless solution with a citrus flavour once dissolved in a
glass of water.

4. CLINICAL PARTICULARS

4.1 Therapeutic indicatons— — — — — — — — — — — — — — — —
EFFERFLU C COLD & FLU is indicated for symptomatic relief of runny nose,

sneezing, sore throat, headache and generalized aching due to colds and flu.

4.2 Posology and method of administration
Posology

DO NOT EXCEED THE RECOMMENDED DOSE.
Adults and children over 12 years:

One tablet every 8 hours, if necessary.

Consult a medical practitioner if no relief is obtained from the recommended dosage.
Do not use EFFERFLU C COLD & FLU for more than 7 days without consulting a
medical practitioner.

Paediatric population
The safety and efficacy of EFFERFLU C COLD & FLU in children under the age of
12 years has not been established (see section 4.3).

Method of administration
Dissolve one tablet in a glass of water and drink the contents as soon as the whole
tablet has dissolved.

Missed dose

Medical practitioners should advise patients who forget to take

EFFERFLU C COLD & FLU to take a dose as soon as possible and then continue

with ﬂéednormal dose. Patients should not take a double dose to compensate for the
missed dose.

4.3 Contraindications

EFFERFLU C COLD & FLU is contraindicated in the following patients:
hypersensitivity to paracetamol, sodium ascorbate, chlorphenamine maleate or to
any of the excipients of EFFERFLU C COLD & FLU (see section 6.1)

severe liver function impairment

coronary disease and cardiovascular disease such as ischaemic heart disease,
dysrhythmia or tachycardia

epilepsy

children under the age of 12 years

prior sensitivity to any antihistamine

patients receiving monoamine oxidase inhibitor (MAOI) treatment, or within

14 days of stopping such treatment should not take EFFERFLU C COLD & FLU, as
the anticholinergic properties of chlorphenamine are intensified by MAOIs (see
sections 4.3 and 4.5)

patients undergoing anaesthesia with halothane or other halogenated
anaesthetics, as they may induce ventricular fibrillation

patients having acute attacks of asthma.

Safety in pregnancy and lactation has not been established (see section 4.6).

4.4 Special warnings and precautions for use

Chlorphenamine maleate:

Chlorphenamine maleate may produce epileptiform seizures in patients with focal
lesions of the cerebral cortex. Allergic reactions and cross-sensitivity to related
medicines may be produced.

Should be used with caution in patients with prostatic hypertrophy, narrow

angle glaucoma, emphysema, chronic bronchitis, porphyria or urinary retention.
Paradoxical hyper excitability, nervousness, insomnia, tachycardia, tremors and
convulsions may occur in children and in the elderly. Elderly patients are especially
susceptible to dizziness, sedation, confusion, hypotension and anticholinergic
effects such as dry mouth and urinary retention. Should be used with care in
patients with pyloroduodenal obstruction, epilepsy, severe cardiovascular disorders,
bronchiectasis and asthma, hepatic impairment and renal impairment.

Avoid use in elderly patients with confusion.

EFFERFLU C COLD & FLU may lead to drowsiness and impaired concentration that
may be aggravated by the simultaneous intake of alcohol or other central nervous
system depressants.

EFFERFLU C COLD & FLU may enhance the sedative effects of CNS depressants
including alcohol, barbiturates, hypnotics, opioid analgesics, anxiolytic sedatives
and antipsychotics.

Chlorphenamine may suppress positive skin test results and should be stopped
several days before the test.

Paracetamol:

Do not use with any other paracetamol-containing medicines.

The goncomitant use with other medicines containing paracetamol may lead to an
overdose.

Dosages of EFFERFLU C COLD & FLU in excess of those recommended may cause
severe liver damage which may require liver transplant or lead to death. Consult
a medical practitioner if pain or fever persists or gets worse at the recommended
dosage, if new symptoms occur or if redness and swelling is present, as these could
be signs of a more serious condition.

Underlying liver disease increases the risk of paracetamol-related liver damage.
Do not use EFFERFLU C COLD & FLU continuously for more than 7 days without
consulting your medical practitioner.

EFFERFLU C COLD & FLU contains paracetamol which may be fatal

in overdosage. In the event of overdosage or suspected overdose and
notwithstanding the fact that the person may be asymptomatic, the nearest
medical practitioner, hospital or poison centre must be contacted immediately.

Patients suffering from hepatitis or alcoholism, or recovering from any form of liver
disease, should not take excessive quantities of EFFERFLU C COLD & FLU. Use with
caution in renal disease.

Cases of hepatic dysfunction/failure have been reported in patients with depleted
glutathione levels, such as those who are severely malnourished, anorexic, have
a low body mass index, are chronic heavy users of alcohol, have alcohol induced
dehydration or have sepsis.

In patients with glutathione depleted states and in concomitant administration
wi@g flucloxacillin, as the use of paracetamol may increase the risk of metabolic
acidosis.

Severe cutaneous adverse reactions (SCAR):

Severe cutaneous adverse reactions (SCAR) such as toxic epidermal necrolysis
(TEN), Steven-Johnson syndrome (SJS), acute generalised exanthematous
pustulosis (AGEP), drug reaction with eosinophilia and systemic symptoms
(DRESS), drug induced hypersensitivity syndrome (DIHS) and fixed dose eruptions
(FDE) have been reported in patients treated with paracetamol containing
medicines. If a patient develops serious cutaneous adverse reaction, treatment
with EFFERFLU C COLD & FLU must immediately be discontinued and appropriate
treatment instituted.

Excipierts with known effect:
it

orbitol

EFFERFLU C COLD & FLU contains the sugar alcohol, sorbitol.

Patients with hereditary fructose intolerance (HFI) should not take this medicinal
product.

Aspartame

This medicine contains aspartame 40 mg.

Aspartame is hydrolysed in the gastrointestinal tract when orally ingested. One of
the major hydrolysis products is phenylalanine.

Aspartame is a source of phenylalanine. It may be harmful if you have
phenylketonuria (PKU), a rare genetic disorder in which phenylalanine builds up
because the body cannot remove it properly.

Sodium

EFFERFLU C COLD & FLU contains 314 mg sodium per effervescent tablet,
equivalent to 15,7 % of the WHO recommended maximum daily intake of 2 g
sodium for an adult.

451 with other and other forms of interaction
Patients sensitive to another antihistamine may be sensitive to
EFFERFLU C COLD & FLU (see section 4.3).

EFFERFLU C COLD & FLU may lead to drowsiness and impaired concentration,
which may be aggravated by simultaneous intake of alcohol or other central
nervous system depressants e.g. sedatives and tranquilizers (see section 4.2).

Paracetamol:

Hepatotoxic medicines — increased risk of hepatotoxicity.

Enzyme inducing medicines such as carbamazepine, phenytoin, phenobarbital,
rifampicin and St John’s wort (Hypericum perforatum) — increased risk of
hepatotoxicity. Possible decrease in therapeutic effects of

EFFERFLU C COLD & FLU.

Metoclopramide or domperidone — absorption of EFFERFLU C COLD & FLU may
be accelerated.

Cholestyramine — absorption of EFFERFLU C COLD & FLU is reduced if given within
one hour of cholestyramine. Prolonged concurrent use of EFFERFLU C COLD & FLU
with salicylates increases the risk of adverse renal effects.

Excretion may be affected and plasma concentrations altered when given with
probenecid.

The anticoagulant effect of warfarin and other coumarins may be enhanced

by prolonged regular daily use of paracetamol with increased risk of bleeding,
occasional doses have no significant effect.

Caution should be taken when paracetamol is used concomitantly with
flucloxacillin as concurrent intake has been associated with high anion gap
metabolic acidosis, especially in patients with risks factors (see section 4.4).
Isoniazid affects the pharmacokinetics of paracetamol with possible potentiation
of liver toxicity.

Interference with laboratory tests:
Paracetamol may affect uric acid tests by wolframato phosphoric acid, and blood
sugar tests by glucose-oxidaseperoxidase.

Chlorphenamine maleate:

Chlorphenamine maleate may enhance the sedative effect of central nervous
system depressants, including alcohol, barbiturates, hypnotics, opioid analgesics,
anxiolytic sedatives, and antipsychotics. Concurrent use of MAQ inhibitors and
belladonna may prolong and intensify the anticholinergic and central nervous
system (CNS) depressant effect of chlorphenamine maleate. Concurrent use

is not recommended. Care should be observed when tricyclic antidepressants,
maprotiline, monoamine oxidase inhibitors, guanethidine, reserpine, methyldopa or
atropine are taken concomitantly.

Chlorphenamine maleate given with ototoxic medication may mask the symptoms
of ototoxicity such as tinnitus, dizziness or vertigo. Chlorphenamine may increase
the risk of phenytoin toxicity.

Antihistamines may suppress positive skin test results and should be stopped
several days before the test.

Vitamin C:

Vitamin C should not be given for the first month after starting treatment

with desferrioxamine due to increased iron toxicity. Large doses of vitamin

C may increase serum ethinylestradiol concentrations in women taking oral
contraceptives.

Concomitant use of vitamin C and fluphenazine may result in decreased serum
concentrations of fluphenazine. May interact with warfarin.

4.6 Fertility, pregnancy and lactation
Pregnancy
The safety and efficacy in pregnancy has not been established (see section 4.3).

Breastfeedin

The safety and efficacy in lactation has not been established (see section 4.3).
Fertility

There is no data on fertility with EFFERFLU C COLD & FLU.

4.7 Effects on ability to drive and use machines

EFFERFLU C COLD & FLU may lead to drowsiness, dizziness, blurred vision and
impaired concentration that may be aggravated by the simultaneous intake of
alcohol or other central nervous system depressants. Patients should be advised,
particularly at the initiation of therapy, against taking charge of vehicles or
machinery or performing potentially hazardous tasks where loss of concentration
could lead to accidents.

4.8 Undesirable effects

The incidence of adverse reactions tends to increase with increasing dose.

The frequencies of adverse events are ranked according to the following:

Frequent = (> 1/100 to < 1/10).

Less frequent = Infrequent (> 1/1,000 to < 1/100); Rare (> 1/10,000 to < 1/1,000);
Very rare (<1/10,000).

Frequency unknown = cannot be estimated from the available data.

list of ad

Nervous system disorders | Frequent Drowsiness, central nervous
system reactions include sedation,
convulsions or seizures, dizziness,
increased sweating, abnormal

coordination, tremor, lassitude,

headache, somnolence

Frequency Confusion, hallucinations,
K paraesthesias and ataxia
Eye disorders Less frequent |Blurred vision, diplopia
[Ear and labyrinth Frequency Tinnitus
disorders unknown
Cardiac disorders Less frequent |Palpitations, dysrhythmia and
tachycardia
Frequency Hypertension, tightness of the chest,
unknown tingling, heaviness and weakness of
the hands
Vascular disorders Frequency  |Hypotension
Respiratory, thoracic and |Less frequent | Thickening of mucous
mediastinal disorders | Frequency  |Dryness of the respiratory passages,

tightness of chest

Gastrointestinal disorders |Frequent Dryness of mouth, nose or throat,
gastrointestinal upset, loss of
appetite, constipation, diarrhoea,
nausea, vomiting

Frequency Epigastric pain, gastric reflux

Hepatobiliary disorders  |Less frequent |Cholestasis, hepatitis or other hepatic
function abnormalmes including
jaundice

Skin and subcutaneous  |Less frequent |Exfoliative dermatitis, rashes

tissue Frequency  |Photosensitivity and skin rash,

unknown allergic dermatitis, drug fever, hair
loss and sweating

Musculoskeletal, Frequency Extrapyramidal effects with muscle

connectlve tissue and unknown spasms and dystonia, myalgia,

bone d muscular weaki

Renal and urinary Less frequent |Difficult or painful urination, dysuria

disorders Frequency |Urinary frequency, urinary retention

unknown
disorders and Less frequent |Oedema, fatigue, chest tightness

administrative site
conditions

*Children and the elderly are more likely to experience the neurological
anticholinergic effects and paradoxical excitation (e.g. increased energy,
restlessness, nervousness).

Tabulated y of ions (vitamin C)
quan_c'ass Frequency [Ad
Blood and lymphatic Frequency Ascorbic acid in large doses may
tem disorders K result in haemolysis in patients with

glucose-6-phosphate dehydrogenase
deficiency

Large doses are reported to cause
diarrhoea and other gastrointestinal
disturbances

Large doses may result in
hyperoxaluria and the formation of
renal calcium oxalate calculi. Vitamin
C should be given with care to
patients with hyperoxaluria.
Tolerance may be produced with
prolonged use of large doses

Gastrointestinal disorders |Less frequent

|Renal and urinary

Frequency
disorders

unknown

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 the SAHPRA website.

An email can be sent directly to the company, pharmacovigilance@
pharmadynamics.co.za, to ensure safety of the product.

4.9 Overdose

Paracetamol:

Signs and symptoms:

Prompt treatment is essential. In the event of an overdosage, consult a medical
practitioner immediately, or take the person directly to a hospital. A delay in starting
treatment may mean that the antidote is given too late to be effective. Evidence of
liver damage is often delayed until after the time for effective treatment has lapsed.
Susceptibility to paracetamol toxicity is increased in patients who have taken
repeated high doses (greater than 5 - 10 g/day) of paracetamol for several days,

in chronic alcoholism, chronic liver disease, acquired immunodeficiency syndrome
(AIDS), malnutrition, and with the use of medicines that induce liver microsomal
oxidation such as barbiturates, isoniazid, rifampicin, phenytoin and carbamazepine.
Symptoms of paracetamol overdose in the first 24 hours include pallor, nausea,
vomiting, anorexia and possibly abdominal pain. Mild symptoms during the first two
days of acute poisoning do not reflect the potential seriousness of the overdosage.
Liver damage may become apparent 12 - 48 hours or later after ingestion, initially
by elevation of the serum transaminase and lactic dehydrogenase activity, increased
serum bilirubin concentration and prolongation of the prothrombin time. Liver
damage may lead to encephalopathy, coma and death. Acute renal failure with
acute tubular necrosis may develop even in the absence of severe liver damage.
Abnormalities of glucose metabolism and metabolic acidosis may occur. Cardiac
dysrhythmias have been reported.

Management of overdose:

Immediate treatment is essential in the management of paracetamol overdose.
Despite a lack of significant early symptoms, patients should be referred to hospital
urgently for immediate medical attention. Symptoms may be limited to nausea or
vomiting and may not reflect the severity of overdose or the risk of organ damage.
Management should be in accordance with established treatment guidelines.
Treatment with activated charcoal should be considered if the overdose has been
taken within 1 hour. Plasma paracetamol concentration should be measured at

4 hours or later after ingestion (earlier concentrations are unreliable). Treatment
with N-acetylcysteine may be used up to 24 hours after ingestion of paracetamol,
however, the maximum protective effect is obtained up to 8 hours post-ingestion.
The effectiveness of the antidote declines sharply after this time. If required the
patient should be given intravenous N-acetylcysteine, in line with the established
dosage schedule. If vomiting is not a problem, oral methionine may be a suitable
alternative for remote areas, outside hospital.

Chlorphenamine maleate:

Signs and symptoms:

Central excitatory effects constitute the greatest danger in overdose. Overdosage
with EFFERFLU C COLD & FLU may result in anticholinergic effects (paradoxical
excitement, hallucinations, ataxia, unsteadiness, severe drowsiness, severe dryness
of throat, nose and mouth, redness of face and shortness of breath and athetosis).
Fixed dilated pupils with a flushed face, convulsions, sinus tachycardia and cardiac
arrhythmias may occur.

Overdosage may be fatal, especially in infants and children in whom the main
symptoms are central nervous system stimulation and antimuscarinic effects.
Deepening coma, cardiorespiratory collapse and death may occur within 18 hours.
In adults, the usual symptoms are of central nervous system depression with
drowsiness, coma and convulsions. Hypotension may also occur. Elderly patients are
more susceptible to the central nervous system depressant and hypotensive effects
even at the therapeutic doses.

Management of overdose:

There is no specific antidote, and treatment is symptomatic and supportive. It may
be necessary to treat extrapyramldal reactions with diphenhydramine. The patient
must be taken to a medical practitioner or hospital immediately as specialised
treatment may be necessary.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacological classification: A.5.8. Preparations for the common cold, including
nasal decongestants.

Mechanism of action
Par: l/chlorpt i te/ascorbic acid effervescent tablets have
analgesic, antipyretic and antihistaminic properties.

Chlorphenamine maleate:

Chlorphenamine maleate is a reversible Hi receptor antagonist which inhibits the
interaction of histamine with H: receptors. Hi antagonists inhibit most of the effects
of hisltamine on smooth muscles, especially the constriction of respiratory smooth
muscle.

Hi antagonists suppress histamine-evoked salivary lacrimal and other exocrine
secretions.

Paracetamol:
Paracetamol has analgesic and antipyretic effects.

Sodium ascorbate:
A vitamin supplement.

5.2 Pharmacokinetic properties

Chlorphenamine maleate:

Absorption:

Chlorphenamine maleate is absorbed relatively slowly from the gastrointestinal
tract, peak plasma concentration occurring about 2,5 - 6 hours after administration
by mouth and the effects usually last 4 - 6 hours.

Distribution:

About 70 % =+ 3 % of chlorphenamine in the circulation is bound to plasma proteins.
Chlorphenamine is widely distributed in the body and enters the CNS. The half-life in
adults is 20 = 5 hours but elimination is much more rapid in children.

Biotransformation:
Bioavailability is low, values of 41 + 16 % having been reported. Chlorphenamine
appears to undergo considerable first-pass metabolism.

Elimination:
Unchanged chlorphenamine and metabolites are excreted primarily in the urine;
excretion is dependent on urinary pH and flow rate.

Paracetamol:

Absorption:

Following oral administration, paracetamol is well absorbed, with peak plasma
concentrations obtained after 0,5 - 1 hour.

Distribution:
The plasma half-life is about 2 hours. Plasma protein binding is variable.
Paracetamol is relatively uniformly distributed throughout most body fluids.

Biotransformation:

Paracetamol is metabolised in the liver, primarily by conjugation with glucuronic
acid (about 60 %), sulphuric acid (about 35 %) and cysteine (about 3 %); small
amounts of hydroxylated and deacetylated metabolites also have been detected.

Elimination:

Some 90 % - 100 % of the substance may be recovered in the urine within the first
day at therapeutic dosing. Children have less capacity for glucuronidation of the
substance than adults.

Pharmacokinetics in special patient groups

Renal impairment

In cases of severe renal insufficiency (creatinine clearance lower than 10 mL/min)
the elimination of paracetamol and its metabolites are delayed.

Elderly
The capacity for conjugation is not modified.

Sodium ascorbate:

Absorption:

Sodium ascorbate is readily absorbed from the gastrointestinal tract and is widely
distributed in the body tissue.

Distribution:
Plasma concentrations of ascorbic acid rise as the dose ingested is increased until a
plateau is reached with doses of about 90 - 150 mg daily.

System organ class Frequency |Adverse reactions Bi mation:
Blood and lymphatic Less frequent | Agranulocytosis, thrombocytopenia, | Ascorbic acid crosses the placenta and is distributed into breast milk.
system disorders leucopenia, pancytopenia, R
neutropenia and anaemia, platelet Elimination: o ) )
disorders, stem cell disorders, Excess of the body’s needs is rapidly eliminated unchanged in the urine.
methaémoplobenasmia 6. PHARMACEUTICAL PARTICULARS
Immune system disorders |Less frequent [Severe cutaneous adverse reactions S by
that may manifest in drug induced 6.1 List of excipients
hypersensitivity syndrome (DIHS)*, Anhydrous citric acid
fixed drug eruptions (FDE)*, Aspartame
toxic epidermal necrolysis (TEN), Lemon flavour
Steven-Johnson syndrome (SJS), Orange flavour
acute generalised exanthematous Povidone
pustulosis (AGEP) and drug reaction Simethicone
with eosinophilia and systemic Sodium carbonate anhydrous
symptoms (DRESS), anaphylaxis Sodium hydrogen carbonate
Metabolism and nutrition |Less frequent [Hypoglycaemia Sorbitol
disorders 6.2 Incompatibilities
Psychiatric disorders Less frequent | Depression, confusion, hallucinations | Not applicable.
Nervous system disorders |Less frequent |Tremor, headache 6.3 Shelf life
Eye disorders Less frequent | Abnormal vision 36 months
Cardiac disorders Less frequent |0edema 6.4 Special precautions for storage )
Reslrlratoryr .t’horaézlc and |Less frequent Bronchos%asr?] in patients %er;snwe to| Store at or below 25 °C in a dry place. Keep the tube tightly closed.
astinal disorders aspirin and other nonsteroidal 6.5 Nature and contents of container
_____ anti-inflammatory drugs (NSAIDs) EFFERFLU C COLD & FLU is available in white polypropylene tubes closed with a
Gastrointestinal disorders |Less frequent |Haemorrhage, abdominal pain, low-density polyethylene cap. Each tube contains 10, 12 or 20 tablets.
- diarrhoea, nausea, vommngf Not all pack sizes may be marketed.
Hepatobiliary disorders  |Less frequent |Hepatitis, abnormal hepatic function, 665,
.6 Special precautions for disposal
! :ﬁ:&:g e;‘allure hepatic necrosis, No special requirements.
Frequency  |Pancreatitis, hepatotoxicity 7. HOLDER OF THE CERTIFICATE OF REGISTRATION
Pharma Dynamics (Pty) Ltd
Skin and subcutaneous |Less frequent |Allergic dermatitis, pruritus, rash, 1% Floor Grapevine House, Steenberg Office Park
tissue disorders sweating, purpura, angioedema, Silverwood Close
urticaria Westlake, 7945 .
Frequency Dermatitis Cape Town, South Africa
unknown Tel: +27 21 707 7000
g_enahand urinary Less frequent |Renal colic, renal failure, sterile pyuria| Or cell: 0860-PHARMA (742 762)
isorders
General disorders and Less frequent |Dizziness (excluding vertigo), malaise, ﬁsgfs(;zla%z{glw NUMBER
administrative site pyrexia, sedation .
conditions Frequency ~ |Dermatitis, skin rashes and other 9. DATE OF FIRST AUTHORISATION
unknown aIIerg?lc reactions. The rash is 14 May 2007
usually erythematous or urticarial
but sometimes more serious and 10. DATE OF REVISION OF THE TEXT
Iaecscigrr]r;pamed by fever and mucosal 07 November 2025
Injury and poisoning Less frequent | Overdose and poisoning

*Post-Marketing Experience

Interstitial nephritis has been reported incidentally after prolonged use of high
doses. Some cases of epidermal necrolysis, Stevens-Johnson syndrome, erythema
multiforme, oedema of the larynx, anaphylactic shock, anaemia, liver alteration
and hepatms renal alteration (severe renal |mpa|rment haematuna anuresis),
gastrointestinal effects and vertigo have been reported.
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PATIENT INFORMATION LEAFLET
SCHEDULING STATUS:

EFFERFLU C COLD & FLU effervescent tablets
Paracetamol, chlorphenamine maleate and
sodium ascorbate as vitamin G
EFFERFLU C COLD & FLU contains sugar alcohol,
sorbitol 212 mg per table
EFFERFLU C COLD & FLU contains aspartame 40 mg per tablet
EFFERFLU C COLD & FLU contains sodium 314 mg per tablet

Read all of this leaflet carefully because it contains important
information for Bnu. o ) »
EFFERFLU C COLD & FLU is available without a doctor’s prescription,
for you to treat a mild illness. Nevertheless, you still need to use
EFFERFLU C COLD & FLU carefully to get the best results from it.

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

1. Do not share EFFERFLU C COLD & FLU with any other person.

2. Ask your healthcare provider or pharmacist if you need more
information or advice. )

3. You must see a doctor if your symptoms worsen or do not improve
after 7 days.

What is in this leaflet

1. What EFFERFLU C COLD & FLU is and what it is used for

2. What you need to know before you take EFFERFLU C COLD & FLU
3. How fo take EFFERFLU C COLD & FLU

4. Possible side effects

5. How to store EFFERFLU C COLD &FLU

6. Contents of the pack and other information

1, What EFFERFLU C COLD & FLU is and what it is used for
EFFERFLU C COLD & FLU contains the following active ingredients:
paracetamol, sodium ascorbate equivalent to vitamin C and
chlorphenamine maleate.

EFFERFLU C COLD & FLU is indicated for symptomatic relief of runny
nose, sneesz;, sore throat, headache and generalized aching due
to colds and flu.

g.mat you need to know before you take EFFERFLU C COLD

Do not take EFFERFLU C COLD & FLU: o

« if youare hypersensitive (allergic) to paracetamol, vitamin C,
chIorRhenamme maleate or o any of the ingredients of
EFFERFLU C COLD & FLU (see section 6)

if you have severe liver disease

if you have any disease of the heart and blood vessels

if you suffer from eflle&y o

dg not use EFFERFLU C COLD & FLU in children under the age of
years

if you are sensitive to any antihistamines

if you are receiving monoamine oxidase inhibitor (MAOI)

aﬂtigepressant treatment, or if you stopped this treatment less than

lays ago

if you are about to have surgery and will need a general anagsthetic

as halothane or other halogenated anaesthetics may bring about an

uncoordinated rapid heartbeat (ventricular fibrillation)

if you suffer with acute attacks of asthma )

if you are pregnant or breastfeeding, as safety and efficacy have

not been established.

Wamings and precautions

Take special care with EFFERFLU C COLD & FLU: .

do not use in combination with any other medicines containin
paracetamol as it may lead to an overdose. Paracetamol overdose
mag cause liver failure, which may require liver transplant and may
lead to death )

if you have an enlargement of the prostate, as it may cause
problems when urinating, increased pressure in the eye (narrow
angle glaucoma), a Iu_n? disorder which makes breathiing difficult
(emphysema) or persistent inflammation of the lungs (chronic
bronchitis), asthma, passing less urine than is normal (urinary
retent\onb heart disease, porphyria ‘
EFFERFLU C COLD & FLU should not be taken by elderly patients
who suffer with confusion .

if you experience side effects including hyper mental and physical
excitability which deviates from normal, irreqular heartbeat,
tremors, convulsions or seizures (fits) whilst taking this medicine
Ees ecially in children and the elderly)

FFERFLU C COLD & FLU may enhance the symptoms of
nervousness and the inability to sleep in elderly people and children
EFFERFLU C COLD & FLU may increase the symptoms in the elderly
people which are especially susceptible to drf/ mouth, urinary
retention, sedation, dizziness, confusion and low blood pressure
if you drink any alcohol or take an?( central nervous system
depressants Esedatwes) such as sf eeﬁlng tablets other pain tablets
while taking EFFERFLU C COLD & FLI
concentration may worsen
take special care if you have liver or kidney problems. Too much of
this medicine may cause severe liver damage
if you experience Severe skin reactions, painful large areas of
blistering and peeling skin or fever and swellmg of the face,
treatment with EFFERFLU C COLD & FLU should be discontinued
and medical advice sought immediately )
if you require any laboratory skin tests you will need to stop taking
this medicine a few days before, as EFFERFLU C COLD & FLU may
affect the results . )
tell your doctor if the pain or fever persists or gets worse at the
recommended dosage, if new symptoms occur or if redness
anddsi\[qve\llng persist, as these could be signs of a more serious
condition
if you have low levels of glutathione due to metabolic deficiencies,
such as if you are severely malnourished, anorexic, have a low
body mass index, have alcohol induced Lfeh%dranon or have sepsis
(when bacteria and their toxins circulate in the blood leading to
organ damage) » B n
if Tyou are taking a medicine containing flucloxacillin, as the use
of paracetamol may increase the risk of metabolic acidosis (when
acids build up in your body, especially in patients with kidney
conditions and diabetes) )
do not use EFFERFLU C COLD & FLU continuously for more than 7
days without consulting your doctor.

EFFERFLU C COLD & FLU contains paracetamol which may be fatal
in overdosage. In the event of overdosage or suspected overdose
and notwithstanding the fact that the person may produce or show
no symptoms, the nearest doctor, hospital or poison centre must be
contacted immediately.

Other medicines and EFFERFLU C COLD & FLU
Always tell your healthcare provider if you are taking any other
medicine. (This includes complementary or traditional med\cmes.z
« Patients sensitive to another antihistamine émedlcme used to freat
alle ie?:) may be sensitive to EFFERFLU C COLD & FLU (see Do not
lEJRFLU (COLD & FLU

as drowsiness and impaired

take EFf

EFFERFLU C COLD & FLU may lead to drowsiness and impaired
concentration, which may be aggravated by simultaneous intake of
alcohol or other central nervous system depressants e.g. sedatives
and tranquilizers (see Warnings and precautions).

Paracetamol ) o
« if you are currently taking any medicine which is poisonous to the
liver (e.g. phenytoin, carbamazepine or barbiturates, used to treat
seizures ({its) or mood dlsor.delrs?, then the simultaneous use of
EFFERFLU C COLD & FLU will increase the poisoning of your liver
simultaneous use of enzyme inducing medicines (examples are
anil-ﬁ)l\eﬁ)tlcs, oral contraceptives and rifampin) with ’
EFFERFLU C COLD & FLU may decrease liver health and possibly
decrease the healing effects of EFFERFLU C COLD & FLU
metoclopramide (which is used to relieve symptoms such as
nausea, vomiting, heartburn, loss of appetite, and feeling of fullness
thatlasts Ion% after meals) may accelerate the absorption of
EFFERFLU C UOLD & FLU

flucloxacillin ﬁntibiot_ic), due to a serious risk of blood and fluid
abnormality (high anion gaﬁ metabolic acidosis) that must have
urgent treatment and which may occur particularly in case of
severe kidney damage, sepsis (when bacteria and their toxins
circulate in the blood leading to organ damage), malnutrition,
chronic alcoholism, and if the maximum daily doses of paracetamol

are used o ) )
medicines to treat tuberculosis (isoniazid) may increase the risk of
liver problems. ) ’
Certain blood sugar and/or urine test results may be affected whilst
taking EFFERFLU C COLDS & FLU.

Chlorphenamine maleate )
* chlorphenamine maleate maY enhance the sedatmq effects of
certain medicines used to calm you or to help you sleep.

These substances include alcohol, barbiturates, hypnotics ﬁslgep
inducing drugs), opioid analgesics (such as codeine), anxiolytic
sedatives (used for treatment of anxiety), belladonna (a herbal
medicine) and antipsychotics (used fo increase mental health)
simultaneous use of monoamine oxidase (MAO) inhibitors
Emed\cmes used for mental disorders) with )

FFERFLU C COLD & FLU ma}( prolong and intensify the sedative
effect of chlorphenamine maleate. Concurrent use is not
recommended. Care should be taken when tricyclic antidepressants
and maprotiline (which are used in the treatment of depression),
guanetmdme (for treatment of blood pressure), reserpine (lowers

lood pressure), methyldopa (reduction of blood pressure), atropine
(used in serious allergic response) are taken concomitantly
if chlorphenamine maleate Is used simultaneously with medications
which can cause damage to the ear (examples of these damages
are hearing loss, rlng!ng in the ear, dizziness or sensation of
whirling or balance disorders), the symptoms may be masked
o chlorphenamine mai/ increase the risk of _rphenKt_om poisoning.
Chlorphenamine maleate may suppress positive skin test results for
allergies and should be stopped several days before the test.

Vitamin C ) ) )

o vitamin C should not be given for the first month after startin
treatment with desferrioxamine (a medicine used as an antidote to
treat iron poisoning or overload) due to increased iron poisoning

* [arge doses of vitamin C may increase hormone levels in women

ta_lkmﬂ oral contraceptives )

¢ simultaneous use of vitamin C and fluphenazine (used for the
treatment of mental problems) may reduce the effect of the

luphenazine
* may interact with warfarin (2 medicine used to treat and prevent
blood clots).

EFFERFLU C COLD & FLU with food, drink and alcohol
EFFERFLU C COLD & FLU may be taken with or without food.
Do not drink alcohol while you are taking EFFERFLU C COLD & FLU.

Pregnancy, breastfeeding and fertility .

If you are pregnant orvbreastfeemngbyour baby, think you may be

pregnant or are Ianmn%o have a baby, please consult your doctor,

Eharmaust or other healthcare provider for advice before taking
FFERFLU C COLD & FLU.

The safety of EFFERFLU C COLD & FLU during pregnanr:y and
breastfeeding has not been established and should therefore not be
taken (see Do not take EFFERFLU C COLD & FLU).

Driving and using machines ‘ )

EFFERFLU C COLD & FLU may make you _d\zzY drowsy, give ¥ou )
blurred vision and impair your concentration. i you start treatment with
EFFERFLU C COLD & FLU, do not drive your vehicle or operate
machinery or perform hazardous tasks where loss of concentration
could lead to accidents.

Simuftaneous intake of alcohol or other nervous s?lstem depressants,
such as sleeping tablets, pain tablets and tablets for anxiety will
worsen your drowsiness,

Itis not always Eossmle to predict towhat extent
EFFERFLU C COLD & FLU 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 o whic}

EFFERFLU C COLD & FLU affects them.

EFFERFLU C COLD & FLU contains
Sorbitol

orbi
EFFERFLU C COLD & FLU contains the sugar alcohol, sorbitol.
Sorbitol is a source of fructose. If your doctor has told you that you (or
your cnmg have an intolerance to some sugars or if you have been
diagnosed with hereditary fructose infolerance #HFI), arare genetic
disorder in which a person cannot break down fructose, talk to your
doctor before you (or your child) take this medicine.

Aspaname . )
EFFERFLU C COLD & FLU contains 40 mg aspartame in each
effervescent tablet. . )

Aspartame is a source of phenylalanine. It may be harmful if you have
Bhenylketonuna (PKU), a rare genetic disorder in which phenylalanine
uilds up because the body cannot remove it properly.

Sodium

EFFERFLU C COLD & FLU contains 314 mg sodium (main component
of cooking/table salt) in each effervescent tablet. This is equivalent
10 15,7 % of the recommended maximum daily dietary intake of
sodium for an adult

3. How to take EFFERFLU C COLD & FLU
Do not share medicines prescribed for you with any other person.

Always take EFFERFLU C COLD & FLU exactly as described in this
Ieaflet or as your doctor, pharmacist or nurse have told you. Check with
your doctor, pharmacist or nurse if you are not sure.

DO NOT EXCEED THE RECOMMENDED DOSE.

Adults and children over 12 years: )

The usual dose is one effervescent tablet every 8 hours if necessary.
Dissolve one tablet in a glass of water and drink the content
immediately, once the whole tablet has dissolved.

Consutt a doctor if no relief is obtained from the recommended dosage.
Do not use EFFERFLU C COLD & FLU continuously for more than 7
days without consulting your doctor.

Children: .
These tablets should not be used in children below the age of 12 years.

If you take more EFFERFLU C COLD & FLU than you should
Prompt treatment is essential. )

In the event of overdosage, consult your doctor or pharmacist. If
ne|t|t;er is available, contact the nearest hospital or poison control
centre.

Symﬁtoms of overdose may include:

chronic liver disease, kidney failure "

diarrhoea, loss of appetite, nausea or vomiting
unhealthy, pale appearance

stomach cramps and pain

increased sweating

unsteadiness and severe drowsiness

dryness of throat, nose and mouth

severe redness of face and shortness of breath

fast and irregular heartbeat

yFer.exc itement

hallucinations )

he loss of full control of bodily movements .
abnormal muscle contraction causing involuntary writhing
movements.

If you forget to take EFFERFLU C COLD & FLU

If you forget to take EFFERFLU C COLD & FLU, take as soon as you
remember. If it is almost time for your next dose, wait until then. Do not
take a double dose to make up for forgotten individual doses.

4. Possible side effects .

EFFERFLU C COLD & FLU can have side effects. .

Not all side effects reported for EFFERFLU C COLD & FLU are included

These are all very serious side effects. If you have them,
had a serious allergic reaction to EFFERFLU C COLD & LI
need urgent medical attention or hospitalisation.

Tell your doctor immediately or go to the casualty department at your
nearest hospital if you notice ani/_ of the following: .

* skin reactions which can be [ife-threatening and are characterised
by redness, inflamed or swollen skin, blisters, hives, itching and
sometimes é)eehn[? or pain (see Take special care with

EFFERFLU C COLOS & FLU o )

high blood pressure, tightness of the chest, tingling, heaviness and
weakness of the hands ) .
change in the way your heart beats, for example, if you notice it
beating faster

difficufty breathing ) ) -
change in urine colour or decrease in amount of urine or difficulty in
passing urine, colic of the kidneys, failure of kidney function
serious blood disorders including agranulocytosis %lan acute
condition involving a severe and dangerous lowered white blood
cell count with symptoms such as recurrent infections including
fever or sore throats, ulcers or white spots on |¥lJJS or in mouth)
convulsions or seizures, hallucinations, loss of full control of bodily
movements, confusion

yellowm? of the skin or whites of the eyes, or urine gettin? darker
and stools paler, fatigue, weakness, malaise, loss of aPRe ite,
lausea or vummng caused by liver problems (signs of hepatitis,
jaundice, liver problems o liver failure) .
inflammation of the pancreas, which causes severe or sharp pain in
Jower back andjor side of abdomen (pancreaits) )

idney failure (less urine than is normal for you), renal colic gacute,
intense pain in your back or lower stomach area, spreading to your
ack o roin, nausea). )

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

Tell your domorfig y(gsu notice any of the following:

jou may have
. You may

Frequent side effects: )

o drowsiness, dizziness, increased sweating, remor, nervousness,
sleeplessness or headache, physical or mental weariness, lack
of energy, feeling or state of infense excitement and happiness,
sleepiness

o flatulence or wind, diarrhoea, nausea, vomiting, dryness of mouth
nose o throat and loss of appetite, constipation.

Less frequent side effects:
« various blood disorders which can only be detected by means
of testing of the blood, such as neutropenia (low white blood
cell count), reduction in platelets (which are important for blood
clotting), bleeding into the tissues, bruising, and slow blood clottin
after injury (thrombocytopenia), anaemia How red blood cell coumjg,
pancytopénia (bone marrow disorder) .
(abnormally low level of glucose in your blood)

emor
lurred vision or double vision ) )
oedema (build-up of fluid in the body’s tissue, a type of swelling)
ringing or buzzing in the ears

stomach pain, bleeding

thickening of mucous

reduced bile and liver function )

redness, peeling and blistering skin disorder, skin rash
clumsiness, fanaue and swelling of legs, feet or hands

severe, unexpected reaction to a medicine, which affects several
organ systems at the same time

mucous membrane and skin disorder )
skin reaction characterised by pustules, swelling under the skin, dry
ncmi skin, hives

swelling of lymph nodes . )
ageneral feeling of discomfort, illness, or unease, sedation
overdose and poisoning.

The following side effects have been reported but the frequency for
them to occur is not known:

itchy, dry skin or a rash on swollen, reddened skin (dermatitis)
depression

tingling sensation (pins and needles)

dryness of the respiratory passages

pain in the upper abdomen, acid reflux ) )
smsmwty to'sunlight, hair loss, sweating, fever with or without
chills

muscle cramps, muscle spasm, muscle pain

increase in urination frequencK

red blood cell blood disorder (haemolysis)

rlnglnF or buzzing in the ears

* low biood pressure.

If ?Iou 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 or pharmacist. You can also
report side effects to SAHPRAvua the Med Safety APP (Medsafety X
S bP_Ft%A) and eReporting platform (who-umc.org) found on SAHPRA
website.

By reporting side effects, you can helﬁ
the safety of EFFERFLU C COLD & FLU.
directly to the company,
to ensure safety of the product.

5, How to store EFFERFLU C COLD & FLU

Store all medicineg out of reach of children. )

Store at or below 25 °C ina dry place. Kee#]the tube tightly closed.
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 draing or sewerage systems
(e.0. toilets).

6. Contents of the pack and other information

What EFFERFLU C GOLD & FLU contains:

The active ingredients in each effervescent tablet are Baracetarnol
500 mg, sodium ascorbate equivalent to vitamin C 250 mg and
chlorphenamine maleate 2 mg.

The other ingredients are

Anhydrous citric acid, aspartame, lemon flavour, orange flavour,
povidone, simethicone, sodium carbonate anhydrous, sodium hydrogen
carbonate and sorbitol, . )

EFFERFLU C COLD & FLU contains sugar alcohol, sorbitol 212 mg,

er tablet.
EFFERFLU CCOLD & FLU contains aspartame 40 mg.
EFFERFLU C COLD & FLU contains 314 mg sodium per tablet.

What EFFERFLU C COLD & FLU looks like and contents of the gack
EFFERFLU C COLD & FLU is a white or almost white, round, flat tablet.
It produces a slightly opalescent, colourless solution with a citrus
flavour once dissolved in a glass of water.

EFFERFLU C COLD & FLU is available in white polypropylene tubes

Closed Wlttgb? Itow-densny polyethylene cap. Each tube contains 10,
or ets.

Not all pack sizes may be marketed.
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o cholestyramine slzjseu for removing bile acid from the body) - in this leaflet. Should your general health worsen, or if you experience NAMIBIA:
absorption of EFFERFLU C COLD & FLU is reduced if given within any untoward effects while using EFFERFLU G COLD & FLU, please
one hour of cholestyramine consult your doctor, pharmacist or other healthcare professional [NST07/5.8/0167
. prtl)_lor;gted ?onc_urr?m use of E&FERFII(_UfC gOLD &deLU with b or advice. MOZAMBIQUE:
Salcylates (aspir) CTeases W 115 0f averse KIdney proviems it any of the following happens, stop using EFFERFLU C COLD & FLU :
) mrsr!lg]slgtg? &?E#FngogLﬂr%bggeL%dé%eLTjemld) mightcause an and ¥ell youg goctqg ilmmediatefy orgoto %we casualty department at 236
+ prolonged concurtent use of EFFERFLU C COLD & FLU with varfarin  JP“ DERTES AOSPLE: 0 o e face s, mouth o throat BOTSWANA:
glgzginogprevent Oload clots fom forming) may inrease e ik of thch r%ta cause difficuty in swallowing gr breathing [S3B0T1302449
o rash or itchin
o fainting. ‘ ZAMBIA:
051/002
J6906 pharma (e) dynamics
PASIENTINTIGTINGSBLAD o flukloksasillien (antibiotikum), weens ‘n enstige risiko vir bloed- en  Hierdie is alles baie emstige newe-effekte. Indien u dit ondervind, kon
vioeistofabnormaliteite (hoé anioon-gaping metaboliese asidose), u'n emsilljge allergiese reaksie teenoor ) )
SKEDULERINGSTATUS. wat dringende behandeling benodig en wat veral mag voorkom EFFERFLU'C COLD & FLU ervaar het. U mag dringende mediese

EFFERFLU C COLD & FLU bruistablette
Parasetamol, chloorfenamienmaleaat en
nafriumaskorbaat, as vitamien C
EFFERFLU C COLD & FLU bevat suikeralkohol,
sorbitol 212 mg per tablet
EFFERFLU C COLD & FLU bevat 40 mg asqanaam per tablet
Efferflu C COLD & FLU bevat natrium 314 mg per tablet

Lees hierdie hgle iqligtingsblad deeglik deur omdat dit belangrike
ir Ve

in"F%“?Ev ubevat. ) )
EFFERFLU C COLD & FLU is beskikbaar sonder ‘n dokter se voorskrif
vir u, om ‘n minder ernstige siekte te behandel. U moet nietemin
EFFERFLU C COLD & FLU omsigtig gebruik, om die beste resultate
daarvan te verkry.

{%olu hierdie inligtingsblad. Dit mag nodig wees vir u om dit weer

e lees.

1. Moet nie EFFERFLU C COLD & FLU met enige ander persoon deel nie.

2. \ra u gesondheidsorgverskaffer of apteker, indien u meer inligting
of advies benod|gl.) X .

3. Umoet ‘n dokter besoek, indien u simptome vererger, of nie
verbeter na 7 dae nie.

Wat hierdie inli%lin shlad bevat § .

1. Wat EFFERFLU C TOLD & FLU is en waarvoor dit gebruik word
Wat u nodig het om te weet, voordat u EFFERFLUC COLD & FLU

2.
neem
3. Hoe om EFFERFLU C COLD & FLU te neem
4. Moontlike newe-gffekte

5. Hoe om EFFERFLU C COLD & FLU te bewaar
6. Verpakkingsinhoud en ander inligting

1, Wat EFFERFLU C COLD & FLU is en waarvoor dit gebruik word
EFFERFLU C COLD & FLU bevat die volgende aktiewe bestanddele:
parasetamol, natriumaskorbaat gelykstaande aan vitamien C en
chloorfenamienmaleaat.

EFFERFLU C COLD & FLU word aangedui vir die simptomatiese
verligting van ‘n loopneus, nies, seer keel, hoofpyn en algemene pyne
weens verkoue en griep.

2. Wat u nodig het om te weet, voordat u

EFFERFLU C COLD & FLU neem

Moet nie EFFERFLU C COLD & FLU neem: .

* indien u hipersensitief gal\erqws) s vir parasetamol, vitamien C,
chloorfenamienmaleaat, of vir enige van die ander bestanddele van

EFFERFLU C COLD & FLU nie (sien afdeling 6)

indien u erge lewersiekte het nie X

indien u enige siekte van die hart en bloedvate het nie

indien u aan e&lepsweg nie . .

m%et [1k|e EFFERFLU C COLD & FLU vir kinders jonger as 12 jaar oud

JEDIUIK NI

%d}en u sensitief teenoor enige antihistamiene s nie.

indien u monoamienoksidase-inhibeerder (MAQI) antidepressante

behandehn? onivang nie, of indien u hierdie behandeling, minder as

14 dae vantevore, gestaak het nie

indien u bmnekoﬁ 'n operasie moet ondergaan en algemene

narkose benodig nie, aangesien halotaan of ander gehalogenegrde

narkosemiddels, ongekodrdineerde vinnige hartklop (ventrikulére

fibrillasie), tot gevolg mag he o

indien u Swanger is of borsvoed nie, aangesien veiligheid en

doeltreffendheid nie vasgestel is nie.

Waarskuwn_n?s en voorsorgmaatregls

Neem spesiale sorg met EFFERFLU C COLD & FLU:

*moet nie in kombinasie met ander medisyne wat parasetamol
evat, ?ebrmk nie, aangesien dit tot oordosering mag lei.
Parasetomol ordosering mag lewerversaking veroorsaak, wat ‘n
leweroorplanting mag benodig en tot sterfte mag lei

indien u'n vergrote prostaat het, aangesien dit probleme
met urinering, verhoogde oogdruk (nou-hoek gloukoom), 'n
longversteuring wat dit moeilik maak om asem te haal (emfiseem),
of_hardnek_kl%e longinflammasie (chroniese brongitis), asma
urieneer minder as wat normaal is (urinére retensie), hartsiekte of
Eomne mag veroorsaak . . o
FFERFLU C COLD & FLU moet nie deur bejaarde pasiénte wie aan
verwarring ly, geneem word nie. ) )

indien u newe effekte, insluitend ‘n uitermatige geestelike en
fisieke opwinding wat afwyk van normaal, onreélmatige hartklop,
tremors, konvulsies, of aanvalle (stmpez’e_rvaar, terwylu hierdie
medisyne %ebrmk (veral by kinders en bejaardes) o
EFFERFLUC COLD & FLU mangue simptome van senuweeagtigheid
en die onvermog om te slaap by bejaardes en kinders vererger
EFFERFLU C COLD & FLU mag die Simptome by behaard_e persone.
wig veral vatbaar is vir ‘n droé mond, urinére terughouding, sedasie,
duiseligheid, verwarring en lae bloeddruk, vererger
indien u em?e alkohol, of enige sentrale
senuweestelselonderarukkers (kalmeermiddels) soos slaaptablette
of ander ﬁymablette neem, 1erw¥(l U o
EFFERFLU'C COLD & FLU gebruik, aangesien lomerigheid en
belemmerde konsentrasievermoé mag vererger

neem spesiale sorg indien u lewer- of nierprableme het. ‘n Oormaat
van hierdie medisyne mag er%,e lewerskade veroorsaak

indien u erge velreaksies, pynlike groot opperviakes van
blaasvorming en velafskilfering, of koors en swelling van die

gesm ondervind, moet behandeling met EFFERFLU T COLD & FLU
ehgndehng onttrek word en mediese advies onmiddellik ingewin

-
=

Wor
indien u enige laboratorium veltoetse benudlq(,
van hierdie medisyne ‘n paar dae vroeer staak, aangesien
EFFERFLU C COLD & FLU die resultate mag beinvioed )
vertel u dokter indien die pyn of koors teen die aanbevole dosis
voortduur, of vererger, indien nuwe simptome voorkom, of indien
rooiheid en swelling voortduur, aangesien hierdie smpfome van‘n
meer emstige toestand mag wees X .

indien u lag glutatioonvlakke, weens metaboliese tekortkominge
het, soos indien u ernstig ondervoed is, anoreksies is, ‘' lag
\lggaamsmassa indeks fet, alkohol geinduseerde dehidrasie ervaar,
of serm het (wanneer bakteriee en hulle gifstowwe in die bloed
sirkuleer en orgaanskade veroorsaak) i
indien u ‘n medisyne wat flukloksasillien bevat neem, aangesien
die gebruik van parasetamol, die risiko vir metaboliese asidose
(wanneer suur in die liggaam opbou, veral by pasiénte met
niersiektes en d\abete% verhoog. .

moet EFFERFLU C COLD & FLU nie aanhoudend vir meer as 7 dae
gebruik sonder om u dokter te raadpleeg nie.

EFFERFLU C COLD & FLU bevat parasetamol, wat noodlottig mag wees

ggdens ‘n oordosering. I die geval van oordosering, of die vermoede
fat ‘n oordosis plaasgevind het en nieteenstaande die feit dat die

ﬁersqon [qeen smﬁtome mag toon nie, kontak die naaste dokter,
jospitaal, of gitbefeersentrum onmiddellik.

Ander medisyne en EFFERFLUC COLD & FLU '
Vertel altyd u_?esondheldsar%verskaffer indien u enige ander medisyne
neem (Dit sluit aanvullende of tradisionele medisyne in).

Pasiénte wie sensitief teenoor ‘n ander antihistamien is (medisyne
om allergieé te behandel), mag sensitief vir

E OLD & FLU wees (sien Moet nie

EFFERFLU C COLD & FLU) neem. "

EFFERFLU C COLD & FLU mag lei tot Iomengneld en belemmerde
konsentrasie, wat vererger mag word deur die gelyktydige inname
van alkohol of ander sentrale senuweestelselonderdrukkers

bv. sedeermiddels en kalmeermiddels (sien Waarskuwings en
voorsorgmaatreels).

Parasetamol . § .

« indien u tans enige medisyne neem wat giftiq vir die lewer is
(bv. fenitoien, karbamasepien of barbiturate, wat gebruik word
om aanvalle (stuipe) of gemoedsteunr&%s te behandel), sal die .
gelyklydlge gebruik van EFFERFLU C COLD & FLU die vergiftiging
van u lewer vererger !

moet u die gebruik

ebruik van ensiem- medisy!

{byvoorbeeld anti-gpileptiese middels, mondelikse
voorbehoedmiddels en rifampien) saam met
EFFERFLU C COLD & FLU, mag lewergesondheid laat afneem en
moontlik die Eenesende uitwerking van
EFFERFLU C COLD & FLU, verlaag. . .
metoklopramied (wat gebruik word om mmrlome 008 naarheid
braking, sooibrand, aptytverlies en ‘n gevoel van versadiging wa
lank na‘n maallzd duur te verl|g? mag die absorpsie van
EFFERFLUC COLD & FLU versnel )
cholestiramien (gebruik vir die ver denn%van alsuur vanuit
die liggaam) — absorpsie van EFFERFLU C COLD & FLU verminder,
indien dit binne een uur na cholestiramien toegedien word
langdurige, gelyktydige gebruik van EFFERFLU'C COLD & FLU
saam met salisilate (aspirien) verhoog die risiko vir ongunstige
nierprobleme . K X
die gelyktydige ?ebrulk van probenesied (Benemid), mag ‘n
oordosering mef EFFFERFLU C COLD & FLU tot cqevo\ he
. \angdun e Gelyktydige gebruik van EFFERFLU C'COLD & FLU saam

met warfarien (gebruik om die vorming van bloedklonte te verhoed),

mag die risiko vir bloeding, verhoog
J6906

ne

in die geval van ernstige nierskade, sepsis (wanneer bakferieg
en hul'gifstowwe in die bloed s_|rku|eer en lei tot orgaanskade),
wanvoeding, chroniese alkoholisme en indien die maksimum
daaglikse parasetamol dosis gebruik word
o medisyne wat gebruik word om tuberkulose te behande!
isoniasied), mag die risiko vir lewerprobleme, verhoog.
Sekere bloedsliker en/of urientoetsresultate mag beinvioed word,
terwyl EFFERFLU C COLD & FLU geneem word.

Chloorfenamienmaleaat ) o
o chlorfenamienmaleaat, mag die kalmerende uitwerking van sekere
kalmeermiddels, of medisyne wat u help om te slaap, versterk.
Hierdie middels sluit alkohol, barbiturate, hipnotika (slaap-
induserende medisyne), opioiede pynstillers (soos kodeien),
bruik vir die behandeling van
an| 3 he\ladunna,gn kruiemedisyne) en antipsigotika (gebruik om
gee: esdqesondhell te verbeter),in ) .
gelyktydige gebruik van MAQ-inhibibeerders émedls ne wat gebruik
word vir geestesversteurings) saam met EFFERFLU C COLD & FLU,
mag die kalmerende uitwerking van chloorfenamien, verleng en
versterk. Gelyktydige dqebrmk word nie aanbeveel nie. Omsigtigheid
moet uitgeoefen word wanneer trisikliese antidepressante en
maprotilien (wat gebruik word vir die behandeling van depressie),
quanetidien (vir die behandeling van bloeddruk), reserpien (verlaag
loeddruk), metieldopa (verIaFmg van bloeddruk), of atropien
gebdru k tydens ‘n emstige allerglese reaksie), e\yktydlg gebruik
or

indien chloorfenamienmaleaat gelyktydig geneem word saam met
medikasie wat die oor mag beskadig (voorbeelde van beskadiging,
sluit ?ehcowerlles, suising in die ore, duiseligheid, ‘n draaisensasie
of balansversteurings in), mag die simptome verberg word

o chigorfenamien ma% die risiko vir feni menverglﬂlgng verhoog.
Chloorfenamienmaleaat mag positiewe veltoetsresulfate vir allergieé
beinvioed en moet vir etlike dae voor die toets, gestaak word.

Vitamien C
vitamien C moet nie tydens die eerste maand nadat behandeling
met desferrioksamien ('n medisyne wat gebruik wordas'n -
teenmiddel, om ystervergiftiging of -oorlading te behandel) begin
word, geneem word nie weens die moontlikheid vir ‘n verhoging in
ystervergiftiging ) )
oserings vitamien C mag die hormoonviakke by vroue wie
mondelikse voorbehoedmddels neem verhoog . o
LI ?ebrmk van vitamien C en flufenasien (gebruik vir
die behandeling van geestesprobleme) mag die werking van
flufenasien verswak ) ) ’
mag ‘n wisselwerking met warfarien (‘n medisyne wat gebruik
word om bloedklonte te verhoed en te behandel) toon.

EFFERFLU C COLD & FLU saam met kos, drinkgoed en alkohol
EFFERFLU C COLD & FLU mag saam met, of sonder kos geneem word.
Moet nie alkohol gebruik, terwyl u EFFERFLU C COLD & FLU neem nie.

Swangerskap, borsvoeding en fertiliteit
Indien'u swan?er is of borsvoed, vermoed dat u swanger mag wees
of ‘n baba beplan, raadpleeg asseblief u dokter, apteker, of ander
Eesondhe\dsor verskater vir advies voordat u

FFERFLU C COLD & FLU neem.

Die veiligheiq van EFFERFLU C COLD & FLU tydens swangerskap en
borsvoeding is nie vasgestel nie en moet dus nie geneem word nie
(sien Moet nie EFFERFLU C COLD & FLU neem).

Bestuur en die hantering van masjiene . .
EFFERFLU C COLD & FLU maq u duiselig en lomerig maak, u SI?
versteur en u konsentrasie belemmer. Indien u behandehn%me
EFFERFLU C COLD & FLU begin, moet nie u motorvoertuig bestuur,
of masjiene hanteer of gevaariike take, waar konsentrasieverlies tot
ongelukke mag lei, uitvoer nie.

Die gelyktydige inname van alkohol, of ander
senuweestelselonderdrukkers, soos slaaptablette, pyntablette en
tablette wrar&qs, sal u lomerigheid vererger.
Dit s nie altyd moontlik om te voorspel, fot watter mate
EFFERFLU C COLD & FLU met die daaEhkse aktiwiteite van n pasiént
mag inmeng nie. Pasiénte moet verseker dat hulle nie by bogenoemde
aktiwiteite Defrokke raak totdat hulle bewus is hoe

EFFERFLU C COLD & FLU hulle beinvioed nie.

EFFE_RFLU C COLD & FLU bevat

orbif
EFFERFLU C COLD & FLU bevat die suikeralkohol, sorbitol.

Sorbitol is ‘n bron van fruktose. As u dokfer vir u gesé het dat u éoi u
kind) ‘n onverdraagsaamheid teenoor sekere suikers het, of as daar
by u oorerflike fruktose-onverdraagsaamheid (HFl) - 'n seldsame
genetiese afwyking waarvolgens ‘n persoon nie fruktose kan afbreek
Nie - gediagnoseer is, moet u met u dokter praat voordat u (of u kind)
hierdie medisyne neem.

.
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Asl_panaam ) )
EFFERFLU G COLD & FLU bevat 40 mg asganaam in elke bruistablet.
Aspartaam is ‘n bron van fenielalanien. Dit kan skadelik wees as
u-aan fenielketonurie (PKU) ly - ‘n seldsame genetiese afwykin
waarby fenielalanien ophoop omdat die liggaam dit nie behoorlik kan
Verwyaer nie.

Natrium

EFFERFLU C COLD & FLU bevat 314 mP natrium (die hoofbestanddeel
van kook- of tafelsoutLu] elke bruistablet, Dit stem ooreen met 15,7 %
vaF die aanbevole maksimum daaglikse inname van natrium vir ‘n
volwassene.

3.Hoe om EFFERFLU C COLD & FLU te neem

Moet nie medisyne wat vir u voorgeskryf is, met enige ander
persoon deel nie. Neem EFFERFLU C COLD & FLU altyd presies soos
voorgeskryf word in hierdie inligtingsblad, of soos deur u dokter,
apteker, of verpleegkundige aanbeveel het, Raadpleeg u dokter,
apteker, of verpleegkundige, indien u onseker is.

MOET NIE DIE AANBEVOLE DOSIS OORSKRY NIE.

Volwassenes en kinders ouer as 12 jaar: X X
Die gewone dosis is een bruistablet elke 8 uur, indien nodig. Los die
tablet in ‘n glas water op en drink die inhoud onmiddellik sodra die
hele tablet opgelos het.

Raadpleeg ‘n dokter, indien geen verligting verkry word, teen die
aanbevole dosis nie. .

Moet nie EFFERFLU C COLD & FLU aanhoudend, vir meer as 7 dae
gebruik sonder om u dokter te raadpleeg nie.

Kinders: } ) )
Hierdie bruistablette moet nie deur kinders, jonger as 12 jaar oud,
gebruik word nie.

Indien u meer EFFERFLU G COLD & FLU gebruik as wat u moes
Vinnige behandeling is noodsaaklik.

In die geval van oordosering, raadpleeg u dokter, of aﬁtequ.
Indien Deide nie beskikbaar Is nie, kontak die naaste hospitaal, of
gifbeheersentrum.

Simptome van oordosering, mag die volgende insluit:
chroniese lewersiekte, nierversakint
diarree, ?Werl|es, naarheid, of braking
e, bleek, voorkoms
maagkrampe en pyn
toename in sweg o
onstandvastigheid en enge lomerigheid
droé keel, neus en mong
rge rooiheid in die gesig en asemnood
onvulsies, vinnige en onreéimatige hartklop
niper-opgewondenheid
hallusinasies ) )
die verlies van volle beheer van liggaamsbewegings
abnormale spiersametrekking, wat onwillikeurige wriemelende
bewegings veroorsaak.

Indien u vergeet om EFFERFLU C COLD & FLUte neem
Indien u vergeet om EFFERFLU C COLD & FLU te neem, neem dit so
%)u as wat U onthou, Indien dit amper tyd is vir u volgende dosis, wag
fot dan. Moet nie 'n dubbeldosis neem, om op te maak vir die vergete,
individuele doserings nie.

4. Moontlike newe-effekte R

EFFERFLU C COLD & FLU kan newe-effekte hé. .
Nie alle newe-effekte wat vir EFFERFLU C COLD & FLU aangemeld is,
word in hierdie inligtingsblad ingesluit nie. Sou u algemene gesondheid
versleq, of indien u en\Ee ongunistige effekte ervaar terwyl u

EFFERFLU C COLD & FLU neem, raadpleeq asseblief u dokter, apteker,

of ander gesondheidsorgverskaffer vir advies.

Indien enige van die volgende gebeur, staak die gebruik van §

EFFERFLUC COLD & FLU en vertel u dokter onmiddellk, of gaan na die

ongevalle-afdelin bﬁu naaste hospitaal:

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

o uitslag of gejeuk

o floute.

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:
o velreaksies wat lewensgevaarlik mag wees en gekenmerk word
deur rooineid, ontsteekfe of geswelde vel, blase, galbulte, gejeuk en
somlﬁds afskllferm%ofp n (Sien Neem spesiale Sorg mef
EFFERFLU C COLD FLL]S o o
hoé bloeddruk, stywe gevoel indie bors, tinteling, swaarheid en
swakheid van die hande. -
veranderln?ejn die manier hoe u hart klop, byvoorbeeld, indien u
opmerk daf dit vinniger klop
moeilike asemhalin o o
verandering in urienkleur, of afname in die hoeveelheid urine, of
moeilike urinering, nierkoliek, nierversaking
ernstige bloedversteurings, insluitend agranulositose (n
akute oestand, wat ‘n ernstige en qevaarllke verlagingin
witbloedseltelling behels, met simptome soos herhalende infeksies,
1nstllunend ﬁr]mrs, of seer keel, sere, of wit kolleties op die lippe, of
in die mon
konvulsies, of aanvalle, hallusinasies, verlies van die volle beheer
van I|$gaamsbgweglngs, yerwarr|ntg o
verge ing van die vel, of wit gedeeltes van die o8, of urine wat
verdonker en stoelgang wat bleker word, uitputting, swakheid,
malaise, aptytverlies, naarheid, of braking, wat deur lewerprobleme
veroorsaak word (tekens van hepatitis, geelsug, lewerprobleme, of
lewerversaking) L
inflammasie van die pankreas, wat er%e, of skerp pyn in die lae rug
en/of sy, of buik veroorsaak (pankreatis)
nierversaking (urineer minder as wat normaal is vir u), nierkoliek
(akute, intense pyn in u rug, of onderste maagarea, wat versprei na
~urug of lies, naarheid). . i
Hierdie s alles emstige newe-effekte. U mag dringende mediese
aandag benodig.

Vertel u dokter, indien u enige van die volgende opmerk:

Algemene newe-effekte: .

« "lomerigheid, duiseligheid, toename in sweet, tremor, i
senuweeagtigheid, laaj foosheid of hoofpyn, fisieke of geestelike
moegheid, energietekort, gevoel of toestand van intense opwinding
en geluk, s\aPer;ghe\d o ) ) )

o flatulensie, of winderigheid, diarree, naartbeld,brakmg, droé mond,

neus of keel en aptytverlies, hardlywigheid.

Minder algemene newe-effekte:
* verskele bloedversteurings, wat slegs bepaal kan word deur -
middel van bloedtoetse, So0s neutropenie (Iae witbloedseltelling),
vermmdenn? in blogdplaatjes (wat belang_nk is vir bloedstolling),
bloeding in die weefsels, kneusing en stadige _b\oedstoIImF na
‘n begering (frombositopenie), anemie (1ae rooibloedseltelling),
ﬁansn_open_m (beenmurgversteuring)

ipoglisemie (abnormaal lae glukoseviak in u bloed)

emor
wasige visie, of dubbelvisie )
ede?lm (()mganng van vioeistof in die liggaamsweefsel, ‘n tipe
swellin
gelui, o?geqons_in die ore
maa%(pyn, bloeding
verdikking van slym )
verminderde gal- en lewerfunksie
rooiheid en afskilfering van die vel, veluitslag
lompheid, uitputting en swelling van die bene, voete of hande
erge, onverwagte reaksie teenoor ‘n medisyne, wat verskeie
orgaanstelsels op dieselfde tydstip aantas
slymvliesmembraan- en velversteuring ) )
velreaksie wat gekenmerk word deur puisies, swelling onder die
vel, droé |euken?e vel, galbulte
swelling van limfknope . .
‘n algemene gevoel van ongemak, siekte, of onrustigheid, sedasie
oordosering en vergiftiging.

Die volgende newe-efLekle is aangemeld, maar die frekwensie van

voorkoms, is onbekend: . i

Jdeukenge, drog vel, of 'n uitslag op geswelde, rooi vel (dermatitis)
lepressie

tintelende sensasie (speld- en naaldprikkels)

droé asemhalingskanale o

pyn in die boonste gedeelte van die buik, suur-refluks

sensitiwiteit teenoor sonlig, haarverlies, gesweet, koors saam met

of sonder koue rillings

spierkrampe, Spierspasma, spierpyn

verhoging in urienfrekwensie

rooibloedselversteuring (hemolise)

Pelun of gegons in die ore

* [ag bloeddruk.

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

Aanmelding van newe-effekte

Indien u newe-effekte ervaar, praat met u dokter of apteker. U kan ook
SAHPRA via die Med Safety toepassing (Medsafety X
troniese aanmeldingsplatform (who-umc.org), wat op
SAHPRA se webtuiste ?,ev.\nd kan word, aanmeld.

Ukan heIﬁ) om meer inligting aangaande e veiligheid ven

EFFERFLU C COLD & FLO in'te win, deur newe-effekte aan te meld. U
kan ook ‘n e-pos direk aan die maatska;g)y stuur, pharmacovigilance@
pharmadynamics.co.za, om die veiligheid van die produk te verseker.

5, Hoe om EFFERFLU C COLD & FLU te bewaar

Bewaar alle medisyne buite die beheer van kinders. N
Bewaar teen of benede 25 °C %p ‘n droé plek. Hou die buis dig geseél.
Moet nie gebruik na die vervaldatum, wat op die kartonhouer aangedui

nie.
Neem alle ongebruikte medisyne na u apteker terug.

Moet nie ongebruikte medisyne in afvoerpype, of rioolstelsels (ov.
toilette) weggooi nie.

6. Vergakkin{lsinhoud en ander inligting
Wat EFFERFLU C COLD & FLU bevat,
Die aktiewe bestanddele in elke bruistablet is parasetamol 500 mg,

nafriumaskorbaat, gelykstaande aan vitamien C, 250 mg en
chloorfenamienmaleaat 2 mg.

Die ander bestanddele is .
Aspartaam, lemoengeur, natriumwaterstofkarbonaat, povidoon,
simetikoon, sorbitol, suurlemoengeur, watervrye natriumkarbonaat en
watervrye sitroensuur. o .
EFF%;DFI %J C COLD & FLU bevat 212 mg van die suikeralkohol sorbitol,
er tablet.
EFFERFLU C COLD & FLU bevat 40 mg aspartaam.
EFFERFLU C COLD & FLU bevat 314 mg natrium per tablet.
Hoe EFFERFLU C COLD & FLU lyk en die verpakkingsinhoud
EFFERFLU C COLD & FLU s ‘n wit-, tot naaswit, ronde, plat bruistablet.
Dit vorm 'n effens melkerige, Kieurlose oplossing, met ‘n sitrusgeur,
wanneer ditin ‘n glas water opgelos word.
EFFERFLU C COLD & FLU is beskikbaar in wit‘poliPro ileen buise,
geseel met ‘n [ae-digtheid polipropileen doppie. Elke buis bevat 10,
2 of 20 bruistablette,
Alle verpakkingsgroottes word nie noodwendig bemark nie.
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