Controlice

DEFENCE SHAMPOO

SCHEDULING STATUS |
To be allocated.

PROPRIETARY NAME AND DOSAGE FORM
Controlice® Defence Shampoo (Shampoo).

COMPOSITION

Active Ingredients Per 10 ml: Icr;::T;l\rl“z:ngredﬁnlggicryla!es |
Melaleuca alternifolia (Tea tree) Oil 0,1 ml iy propyl | betaine, dimethi
Mentha piperita (Peppermint) Oil 01 ml tare glycol stearate, merhylchlorolsothl
Rosmarinus officinalis (Rosemary) Oil 0,01 ml ; / ) soth e
y y 0,1 % m/m), PEG-. 40 ydrogenate

Lavandula hybrida (Lavender) Oil 0,01 ml castor oil, PEG-7 glyceryl cocoate,
Geranium maculatum (Geranium) Oil 0,01 ml olyqualermum IO sodium benzoate

b [ i | F 0,5 % m/m), sodium chloride, sodium
Cymbopogon flexuosus (Lemongrass) Oi 0,01 ml hydroxlde, sodium laureth sulphate.

PHARMACOLOGICAL CLASSIFICATION
D.32.7 Other substances or agents - Topical applications of delousing agents.
Combination Western Herbal Medicine.

INDICATION |
Controlice® Defence Shampoo contains active ingredients, which can help repel head lice and
avoid re-infestation. Efficacy of support may vary between users.

CONTRAINDICATIONS
Do not use if known hypersensitivity or allergy exists towards any of the ingredients.

WARNINGS AND SPECIAL PRECAUTIONS

FOR EXTERNAL USE ONLY. Do not use if known hypersensitivity or allergy exists towards citral,
citronellol, limonene, linalool or any of the other ingredients. Do not apply to damaged or broken
skin. Avoid contact with eyes and mucous membranes. If product gets into eyes, wash out
immediately with water, and seek medical advice. Upon accidental ingestion, do not induce
vomiting. Drink plenty of water, and seek medical advice. Products containing herbal ingredients
may interact with some medication. If you are taking any chronic medication, do not use this
product without consulting your medical practitioner. Use only as directed. Do not use after date of
expiry. See expiry date on unit. Keep away from open flames.

Porphyria: Safety has not been establish edy

STORE OUT OF REACH OF CHILDREN.

INTERACTIONS |
None reported.

PREGNANCY AND LACTATION
Safety for use during pregnancy and lactation (breastfeeding) has not been established. |

DOSAGE AND D|RECT|°NS FOR USE
FOR EXTERNAL USE ON|
Use only as directed. Keep away from open flames.
. Tesr{ or sensitivity on the inside of the forearm.
. Use Controlice® Defence Shampoo to cleanse hair or during a lice outbreak, to repel head lice.
. Wet the hair.
. Apply shampoo and work into a lather.
. Leave on for 3-5 minutes. |

. Rinse off. Repeat if required.

. Style hair as normal.

For daily use.

SIDE EFFECTS

If you experience any side effects or sensitivity towards citral, citronellol, limonene, linalool or any
of the other ingredients, discontinue use. If symptoms persist, or if any adverse reactions occur,
consult your medical practitioner. Side effects may include, but are not limited to allergic skin
reactions such as rash and contact dermatiis.

KNOWN SYMPTOMS OF OVERDOSAGE AND PARTICULARS OF ITS TREATMENT
There are no known symptoms of overdosage. However, if irritation or any other adverse reactions
occur, please consult a medical practitioner. Treatment is symptomatic and supportive.
IDENTIFICATION

Pearl white liquid gel.

PRESENTATION

125 ml gel in a plastic bottle, in a unit carton, with a package insert.

STORAGE INSTRUCTIONS |
Store below 25 °C. Store away from direct sunlight.

Keep away from open flames.

STORE OUT OF REACH OF CHILDREN.

REGISTRATION NUMBER |
To be allocated.

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

NOOAWN—

Nativa (Pty) Ltd

260 Cradock Avenue, Lyttleton, Centurion, 0157, Gauteng, South Africa

Tel: +27 (0) 12 664 7110 * Fax: +27 (0] 12 664 8031

Customer Care Line: 0860 NATIVA (628 482)

E-mail: health@nativa.co.za * Website: www.nativa.co.za ¢ www.controlice.co.za |
DATE OF PUBLICATION OF THE PACKAGE INSERT

June 2013

This medicine has not been evaluated by the Medicines Control Council. This medicine is not
intended to diagnose, treat, cure or prevent any disease.

PPIL147/02

Send Head Lice packing:

ATTACK with - Controlice® Oil Spray/Controlice® Head Rinse
COMB with - Controlice® Lice Comb/Controlice® Lice Buster
PROTECT with - Controlice® Defence Shampoo/
Controlice® Defence Spray

Head lice are small, fast crawling parasites that feed on human blood.
They're clear in colour when first hatched, and then quickly develop a
reddish-brown colour after feeding. An adult louse is about the size of a pin
head and their nits (eggs) are about two thirds smaller. In order to survive,
lice need to feed on the blood of their hosts every 3-4 hours. While on their
hosts they also extend the lice population by mating every 3-4 hours. On
average they stay alive between 23-30 days.

WHO GETS HEAD LICE AND

HOW DO THEY GET THEM?

Only humans can get head lice. If stranded away from the human scalp
they die quickly (1-2 days). The usual way people are infested is from
direct hairto-hair contact with another person. Head lice don't have wings
therefore they cannot fly or jump from head to head without assistance, but
they are terrific runners and they can hide. Head lice have six legs and
grasp the hair with claws.

Lice infestations can come from almost anywhere:

A classmate, another child’s clothing, hat, comb or brush.

Lice outbreaks are common among school children and even the cleanest
child can easily become infested. During a lice infestation, it is important
that you INSPECT all family members for at least two weeks.

Head lice should be suspected when there is intense itching of the scalp
and/or at the nape of the neck. You will see small, whitish nits attached to
the hair shaft. Head lice may also be indicated if one finds tiny, black spots
on bed pillows, sheets or clothing near the neckline and shoulders. These
black spots consist of digested blood excreted by a head louse after
feeding.

ATTACK:

The active ingredients in Controlice® Oil Spray / Controlice® Head Rinse can
be used to eliminate head lice already infesting the hair. It is very important to
use the product as directed. After using the Controlice® Oil Spray /
Controlice® Head Rinse, it is necessary to comb out all the nits and dead head
lice with a Controlice® Comb. The Controlice® Combs are precision
engineered products that are very effective in removing nits. The unique tooth
confirguration provides a gentle scraping action which dislodged lice and nits
without damaging the hair. Use the Controlice® Lice Buster for long hair and
the Controlice® Lice Comb for short hair.

Important: Repeat treatment and combing after 7 days.

PROTECT:

Controlice® Defence Shampoo and / or Controlice® Defence Spray contain
active ingredients which repel head lice and protect against head lice
infestation during a lice outbreak. It can be used by adults and children. Use
the Controlice® Combs on a regular basis to check for head lice.




