DiaroCare

DIARRHOEA SUPPORT

SCHEDULING STATUS:

Schedule 0

COMPOSITION:

Each sachet contains

Diosmectite as Veegqum® 39
Sodium chloride 263 mg
Potassium chloride (equivalent to 0.5 mEq KCL) 373mg
Potassium citrate 162 mg
Sodium citrate 147 mg
Total Sodium 81.56 mg
Total Potassium 35.50 mg
Total Citrate 212.53 mg
Inactive:

Contains Sugar:

Glucose (dextrosee anhydrous) 19829

Contains sweetener:
Sodium saccharin

PHARMACOLOGICAL CLASSIFICATION:
Health Supplement

Category D Complementary Medicine
D33.7 Combination Product

PHARMACOLOGICAL ACTION:
Diosmectite:

« Diosmectite is a natural clay characterized by a crystalline structure that gives
it a high absorption strength, allowing diosmectite to incorporate liquids in
the intestinal lumen and thus increasing the consistency of excretion and
slowing down expulsion.

Electrolytes:

« The balanced dose of electrolytes contained in Diarocare™ can decrease the risk

of dehydration caused by diarrhoea.

INDICATIONS:
Assists in the management of acute and chronic diarrhoea.

(CONTRAINDICATIONS:

Known hypersensitivity to any of the ingredients contained in DiaroCare™.
Do not use in the case of gastrointestinal lesions or in the event of chronic
constipation.

WARNINGS AND SPECIAL PRECAUTIONS:

Diarocare™ could interfere with the absorption of certain medication taken orally.
Therefore, Diarocare™ should be taken at least 2 hours before or after taking any
other oral medicine.

This medicine is not intended to replace any prescribed medication and should not be
taken as a replacement for any prescribed medication.

INTERACTIONS:
See'WARNINGS AND SPECIAL PRECAUTIONS: Consult your healthcare provider before
using Diarocare™ with any chronic medication.

PREGNANCY AND LACTATION:
Safety in pregnancy and lactation has not been established.

DOSAGE AND DIRECTIONS FOR USE:

Contents of the sachect should be dissolved in 100ml of water.
Recommended dose:

Infants 1-12 months:

1 sachetimmediately.  sachet every 4-6 hours.
(Maximum 2 sachets in 24 hours).

Children 1-4years:

1 sachetimmediately, %2 sachet every 4-6 hours.
(Maximum 3 sachets in 24 hours).

Children 5 - 12 years:

1 sachetimmediately, 1 sachet every 4-6 hours.
(Maximum 4 sachets in 24 hours)

Adults & Children 12 years + :
2sachetsimmediately, 1 sachet every 4-6 hours.
(Maximum of 6 sachets in 24 hours).

Note: For infants & babies contents can be dissolved
with baby formula or breastmilk.

If vomiting occurs before 15 minutes after taking DiaroCare™ another dosage can be
taken.

SIDE-EFFECTS:
The ingredients contained in DiaroCare™ are known to be well accommodated by the
testinal
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NAME AND BUSINESS ADDRESS OF THE HOLDER OF THE CERTIFICATE OF
REGISTRATION:

DB Pharmaceuticals (Pty) Ltd.

36 Sovereign Drive

Route 21 Corporate Park

Nellmapius Drive, Irene

Pretoria, 0157

Helpline: 0121118313

DATE OF PUBLICATION OF PACKAGE INSERT:
January 2022

REGISTRATION:
To be allocated

NAPPI CODE:

12 Sachet - Vanilla: 3004605001

6 Sachet - Vanilla: 3004605002

12 Sachet - Caribbean Twist: 3004609001
6 Sachet - Caribbean Twist: 3004609002

This unregistered medicine has not been evaluated by the SAHPRA for its quality,
safety or intended use.

PATIENT INFORMATION LEAFLET

SCHEDULING STATUS:
Schedule 0

PROPRIETARY NAME, STRENGTH AND PHARMACEUTICAL FORM:
DiaroCare™ —Sachets

Read all of this leaflet carefully as it contains important information about the
product and its use.
DiaroCare™ s available without a doctor’s prescription, for you to assist in the
management of acute and chronic diarrhoea. Nevertheless, you still need to use
DiaroCare™ correctly to et the best results from it:
« Keep this leaflet, you may need to read it again.
= Always tell your health care provider if you are taking any other medicine.
« If you are pregnant or breast feeding your baby, please consult your health care
provider for advice before taking this medicine.
« Do not share medicines prescribed for you with any other person.
« Avaried diet is the most effective and safe way to achieve good nutrition,
health, body composition as well as mental and physical performance.

WHAT DIAROCARE™ CONTAINS:
Each sachet contains
Diosmectite as Veegum® 3q

Sodium chloride 2.63 mg
Potassium chloride (equivalent to 0.5 mEq KCL) 373 mg
Potassium itrate 162 mg
Sodium citrate 147 mg
Total Sodium 81.56 mg
Total Potassium 35.50 mg
Total Citrate 21253 mg
Inactive:

Contains Sugar:

Glucose (dextrosee anhydrous) 1.982¢g

Contains sweetener:
Sodium saccharin

PHARMACOLOGICAL CLASSIFICATION:
Health Supplement

Category D Complementary Medicine
D33.7 Combination Product

WHAT DIAROCARE™ IS USED FOR:
To assist in the management of acute and chronic diarrhoea.

BEFORE YOU TAKE DIAROCARE™:
Do not take DiaroCare™ if you are hypersensitive (allergic) to any of the ingredients.

TAKING DIAROCARE™ WITH FOOD AND DRINK:
DiaroCare™ should be dissolved in 100ml of water.

PREGNANCY AND BREASTFEEDING:
Safety in pregnancy and lactation has not been established.

TAKING OTHER MEDICATION WITH DIAROCARE™:

Diarocare™ could interfere with the absorption of certain medication taken orally.
Therefore, Diarocare™ should be taken at least 2 hours before or after taking any
other oral medicine.

HOW TO TAKE DIAROCARE™:

Contents of the sachect should be dissolved in 100ml of water.

Recommended dose:

Infants 1- 12 months:

body but in very rare circumstances DiaroCare™ may cause mild gastro-i
discomfort.

KNOWN SYMPTOMS OF OVERDOSAGE AND PARTICULARS OF ITS TREATMENT:
Treatment is supportive and symptomatic.

FLAVOURING:
+ Caribbean Twist
« Vanilla

IDENTIFICATION:

Powder before reconstitution: white colour (Vanilla Flavour) or yellow colour
(Caribbean Twist Flavour) powder.

After reconstitution: suspension with light yellow colour (Vanilla Flavour) and yellow
colour (Caribbean Twist Flavour).

PRESENTATION:
Cardboard box containing 6/12 sachets each containing a white or yellow powder.

STORAGE INSTRUCTIONS:

Store in a cool dry place, below 25°C
Keep out of direct sunlight.

KEEP QUT OF REACH OF CHILDREN.

1 sachetil Ya sachet every 4-6 hours.
(Maximum 2 sachets in 24 hours).

Children 1- 4 years:

1 sachet immediately, %2 sachet every 4-6 hours.
(Maximum 3 sachets in 24 hours).

Children 5 - 12 years:

1 sachetimmediately, 1 sachet every 4-6 hours.

(Maximum 4 sachets in 24 hours)

Adults & Children 12 years +:

2sachets immediately, 1 sachet every 4-6 hours.
(Maximum of 6 sachets in 24 hours).

Note: For infants & babies contents can be dissolved with baby formula or breastmilk.

If vomiting occures before 15 minutes after taking DiaroCare™ another dosage can be
taken.

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

IFYOU MISSED A DOSE OF DIAROCARE™:
Do not take a double dose to make up for a forgotten individual dose.
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POSSIBLE SIDE-EFFECTS:

The ingredients contained in DiaroCare™ are known to be well accommodated by
the body but in very rare circumstances DiaroCare™ may cause mild
qastro-intestinal discomfort. You may (in exceptional circumstances) experience
nausea, diarrhoea, constipation, indigestion, bloating and flatulence while taking
DiaroCare™,

Not all side effects reported for this medicine are included in this leaflet. Should
your general health worsen or if you experience any untoward effects while taking
this medicine, please consult your healthcare provider for advice

STORING AND DISPOSING OF DIAROCARE™:

Store ina cool, dry place at or below 25°C

Keep out of direct sunlight.

KEEP OUT OF REACH OF CHILDREN

Do not use after expiry date stated on the packaging material.

Return all unused medicine to your pharmacist.

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

FLAVOURING:
« Caribbean Twist
« Vanilla

IDENTIFICATION OF DIAROCARE™:

Powder before reconstitution: white colour (Vanilla Flavour) or yellow colour
(Caribbean Twist Flavour) powder.

After reconstitution: suspension with light yellow colour (Vanilla Flavour) and
yellow colour (Caribbean Twist Flavour).

PRESENTATION OF DIAROCARE™:
Cardboard box containing 6/12 sachets each containing a white or yellow powder.

NAPPI CODE:

12 Sachet - Vanilla: 3004605001

6 Sachet - Vanilla: 3004605002

12 Sachet - Caribbean Twist: 3004609001
6 Sachet - Caribbean Twist: 3004609002

NAME AND BUSINESS ADDRESS OF THE HOLDER OF THE CERTIFICATE OF
REGISTRATION:

DB Pharmaceuticals (Pty) Ltd.

36 Sovereign Drive

Route 21 Corporate Park

Nellmapius Drive, Irene

Pretoria, 0157

Helpline: 0121118313

DATE OF PUBLICATION OF THE PACKAGE INSERT:
January 2022

REGISTRATION NUMBER:
Tobeallocated

. This unregistered medicine has not been evaluated by the SAHPRA for its quality,
safety or intended use.

PASIENT INLIGTINGSTUK

SKEDULERINGSTATUS:
Skedule 0

EIENDOMSNAAM EN DOSERINGSVORM:
DiaroCare™ - Sakkies

Lees hierdie voubiljet noukeurig deur aangesien dit belangrike inligting oor die
produk en die gebruik daarvan bevat. DiaroCare™ is beskikbaar sonder 'n voorskrif
om te help met die behandeling van akute en chroniese diarree.Nietemin moet u
DiaroCare™ steeds korrek gebruik om die beste resultate te verkry.
« Hou hierdie voubiljet, u sal dit dalk weer moet lees.
« Vertel altyd jou gesondheidsorgwerker as u enige ander medisyne neem.
« Indien u swanger is of u baba borsvoed, raadpleeg asseblief u
gesondheidsorgwerker vir advies voordat u hierdie medisyne gebruik.
« Moenie medisyne wat vir u voorgeskryf is met enige ander persoon deel nie.
« 'n Gevarieerde dieet is die mees effektiewe en veilige manier om goeie
voeding, gesondheid, liggaamsamestelling sowel as geestelike en fisiese
welstand te bereik.

DIAROCARE™ BEVAT:

Elke sakkie bevat:

Diosmektiet as Veegum® 3g
Natriumchloried 2.63mg
Kaliumchloried (gelykstaande aan 0.5mEq KCL) 373mg
Kaliumsitraat 162 mg
Natriumsitraat 147 mg
Totaal Natrium 81.56 mg
Totaal Kalium 35.50mg
Totaal Sitraat 212.53mg
Onaktiewe:

Bevat suiker:

Glukose (watervry dekstrosee) 19829
Bevat versoeter:

Natriumsakkarien

FARMAKOLOGIESE KLASSIFIKASIE:
Gesonheidsaanvulling

Kategorie D Komplimentére medisyne
D33.7 Kombinasie Produk

WAARVOOR WORD DIAROCARE™ GEBRUIK:
0Om te help met die ling van akute en chi di

VOORDAT U DIAROCARE™ NEEM:
Moenie DiaroCare™ neem as u allergies is vir enige van die bestanddele nie.

NEEM DIAROCARE™ MET KOS EN WATER:
Die inhoud van 'n sakkie DiaroCare™ moet in 100ml water opgelos word.

SWANGERSKAP EN BORSVOEDING:
Veiligheid tydens swangerskap en laktasie is nie vasgestel nie.
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NEEM ANDER MEDISYNE MET DIAROCARE™:

Diarocare™ kan inmeng met die absorpsie van sekere medikasie wat mondelings
geneem word. Daarom moet Diarocare™ ten minste 2 ure voor of na enige ander
medisyne geneem word.

Stel u gesondheidsorgwerker altyd in kennis as u nuwe of bykomende medisyne
gebruik.

HOE OM DIAROCARE™ TE NEEM:

Die inhoud van die sakkie moet in 100 ml water opgelos word.
Aanbevole dosis:

Babas 1-12 maande:

1 sakkie dadelik. 2 sakkie elke 4-6 uur.
(Maksimum 2 sakkies in 24 uur).
Kinders 1- 4 jaar:

1 sakkie dadelik, Y2 sakkie elke 4-6 uur.
(Maksimum 3 sakkies in 24 uur).
Kinders 5 - 12 jaar:

1 sakkie dadelik, 1 sakkie elke 4-6 uur.
(Maksimum 4 sakkies in 24 uur)
Volwassenes & Kinders 12 jaar +:
2 sakkies dadelik, 1 sakkie elke 4-6 uur.
(Maksimum van 6 sakkies in 24 uur).

Let wel: Viir babas en jong kinders kan die inhoud van die sakkie opgelos word met
formule-en/of-borsmelk.

Indien braking binne 15 minute na toedining van DiaroCare™ plaasvind kan nog’n
dosering toegedien word.

In die geval van oordosering, raadpleeg u dokter of apteker. Indien geeneen van
hulle beskikbaar is nie, kontak die naaste hospitaal of gif beheersentrum.

AS UVERGEET HET OM "N DOSIS DIAROCARE™ TE NEEM:
Moenie 'n dubbele dosis neem om die vergete dosis in te haal nie.

MOONTLIKE NEWE-EFFEKTE:

Die bestanddele in DiaroCare™ word gewoonlik goed deur die liggaam ontvang en as
gevolg daarvan kom newe-effekte baie selde voor. U mag (in buitengewone
omstandighede) naarheid, diarree, hardlywigheid, slegte spysvertering,
opgeblasenheid en winderigheid ervaar wanneer u DiaroCare™ inneem.

Nie alle newe-effekte wat vir DiaroCare™ gemeld is, is in hierdie inligtingstuk vervat
nie.

Indien u algemene gesondheid agteruitgaan of indien u enige ongewenste effekte
ervaar terwyl u DiaroCare™ neem, raadpleeg asseblief u dokter, apteker of ander
professionele gesondheidsorgwerker vir advies.

BERGING VAN DIAROCARE™:

Berg op 'n koel, dro€ plek teen of benede 25°C weg van direkte sonlig.
HOU ALLE MEDISYNE BUITE BEREIK VAN KINDERS.

Moet nie na die vervaldatum op die verpakkingsmateriaal gebruik nie.
Neem alle ongebruikte medisyne na u apteker terug.
Moet nie ikte medisyne in afvoerpype of
nie.

(bv. toilette) weggooi

GEUR:
« Karibiese Kinkel
« Vanielje

IDENTIFIKASIE VAN DIAROCARE™:

Poeier voor dit opgelos is: wit kleur (Vanielje Geur) of geel kleur (Karibiese Kinkel
Geur) poeier.

Na hersamestelling: suspensie met ligte geel kleur (Vanielje Geur) en geel kleur
(Karibiese Kinkel Geur).

AANBIEDING VAN DIAROCARE™:
Kartondoos wat 6/12 sakkies bevat wat elk 'n wit of geel poeier bevat.

REGISTRASIENOMMER:
Om toegeken te word

NAPPI-KODE:

12 Sachet - Vanilla: 3004605001

6 Sachet - Vanilla: 3004605002

12 Sachet - Caribbean Twist: 3004609001
6 Sachet - Caribbean Twist: 3004609002

NAAM EN BESIGHEIDSADRES VAN DIE HOUER VAN DIE SERTIFIKAAT VAN
REGISTRASIE:

DB Pharmaceuticals (Pty) Ltd

36 Sovereign Drive

Route 21 Corporate Park

Nellmapius Drive, Irene

Pretoria, 0157

Helpline: 0121118313

DATUM VAN PUBLIKASIE VAN DIE VOUBILJET:
Januarie 2022

Hierdie ongeregistreerde medisyne is nie deur die SAHPRA vir sy kwaliteit, veiligheid
of beoogde gebruik geévalueer nie.
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