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Silicon Moxide Gel 1lig

1. Name of the medicinal prodoct
sSilicon Dhoxude Gel 10g

2. Oalitative and gquantitative composition
Fach gram contaims Silicon Dioxide Q.5
For excipients, see 6.1,

3. Pharmaceutical form
(el for topical application.

4, Clinical particulars

4.1 Therapeutic indications

Silicon Dioxide Gel 13 indicated in the management of closcd hypcrproliterativie
(hypertrophic or keloid) scars. resulting from general surgical procedures, trauma,
wounds, and burns.

4.2 Posology and method of administration
Start treatment as socn as the wound 15 elosed or stitches arce removed, Tonsware that the
affected area is clean and dry.

Apply Silicon Dioxide Gel o the area as a very thin layer, do not rub in, but allow 1o
drv. Bemove any execss product it it does not dey completely. Onee dry, sunblock and
costnchivs can be applicd.

Apply twice dailv. For maximum ceffect, Silicen Dioxide Gel zhould have 241 hour
conlact with the skin.

Recommended minimum treatment 1s 60-90 days, older scars may Lake longer; conlinue
o use L nnprovement 1s sl seen alicr the matial 50 days.

hethod of administration

- Ensure thal the alTected area 1s clean and dry.

= Wipe ol any cxeess croam U you have been using creanm 10 massage,

- Apply a very thn laver ol gel, genlly wiping over the scar bwice Lo spread il evenly.

- Allow to dry tor 4-5 minutes before putting on clothes or pressure garments.

- Unee dry, you can apply cosmelics or sunblock on top ol the gel.

- IMittakes longer than 43 minules 10 dry, you have used loo much. Wipe ofT the excess
and allow 1o drv.

4.3 Contraindications
Silicon Dioxide Crel is contra-indicated in subjects with known hypersensitivily (o the
product and 11s components,
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4.4 Special warnings and precautions for use

Warnings

IFor external use anly.

Avond direct contact with eves, lips or mucous membranes.

Do oot apply vu arvas of broken skin,

Do not apply on thicd degree burns and open wounds,

Never use on sutired wound nnti] sutnrees have been removed.

Do not use on dermatological condilions that disrupt the intagrity of Lhe skin.

Precaulions

Stop usze and azk a doctor if irritation develops. In rare instances, silicone gel may cause
a rash on the skin, This condition may result trom improper cleansmge ot the scar arca
where Lhe silicone gel has been applied. I this product is applied properly and skin
urilalion still oceurs, disconlinue use and consull your physwelan, I mgested, gel
medical help or contact Poison Conirol Cenler right away,

KEEPTINS ANDALL MEDICATION OUT O THE REACILOF CIILDREN.

‘This medication should be used as directed by your physician during pregnancy or
while breastfeeding.

Consull vour doclor aboul the risks and benelils.

4.5 Interaction with other medicinal products and other forms of inferaction
Mo interactions are known.

4.6 Pregnancy and lactation

The limited data available on the wse of Silicon Dioxide Gel m pregnancy which
provide no mdicaton ol any sk (o the [octus,

It is not known whether Silicon Dioxide 15 exercted in human breast milk,

4.7 Effects on ability to drive and use machines
MNone kiww.

4.8 Undesirable effects
Un rare occasions, the gel may cause lemporary redness, stinging, burning or irrtaiion
and nonnally disappear when the medication 1> discontinued.

Reporting of side effects

Il you gel any side ellecis, Lalk 1o vour doclor, pharmacist or nurse. Phis includes any
possible side elTects not histed in this leallet. You can also report side ellectls directly.
Ev reporling side elleels vou can help provide more mfommaiion on the salely ol this
medicine.

4.9 Overdose
There are ne reports ol overdosage ol Silicon Dioxade Gel.
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5. Pharmacological properties

5.1 Pharmacodynamic properties

Stlicon Dioxide Gel 1s a clear. self-drying gel. Research has shown that silicone can
help to reduce the colour. height and texture of a scar. Silicone can also relieve itching
and discomfort from the scars.

The exact mechanism of action in improving the appearance of scar tissue from using
silicone remains unknown. However. various suggestions have been made to explain
the efficacy of silicone, including hydration, pressure, temperature, oxygen
transmission and silicone absorption. There 15 some evidence that the treatment affects
the stratum corneum and, by reducing evaporation, restores better homeostasis in the
tissue. In keloid and hypertrophic scarring. the stratum corneum allows more
evaporation of water from the underlying tissue than occurs in normal skin. Silicone
may prevent this, keeping the stratum corneum in optimal hydration and protecting the
skin from environmental hazards, both of which can reduce abnormal scarring. The gel
may also affect the stratum corneum by inhibiting mast cell activity, diminishing edema,
vasodilatation and excessive extracellular matrix formation but the simple changes in
temperature, pressure, oxygen tension and hydration produced by wound coverage
probably constitute the main mechanism of action. Another hypothesis 18 that the effect
of static electricity on silicone may influence the alignment of collagen deposition.

5.2 Pharmacokinetic properties
Not available.

5.3 Preclinical safety data
Not available,

6. Pharmaceutical particulars

6.1 List of excipients

Cyclopentasiloxane

Bis-Vinyl Dimethicone/Dimethicone Copolymer
Dimethiconol

Dimethicone

Cyelotetrasiloxane

Silicon Dioxide

Steraryl Alcohol

6.2 Incom patibilities
None known

6.3 Shelf life
36 months

6.4 Special precautions for storage
Do not store above 30°C.
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Keep away from heal and protcel (rom (receng.
kcop eut of the reach of children.

0.5 Mature and contents of container
Cunposile tube wilh polvpropylenc cap, Contaans 10y of gel.

6.6 Special precantions for disposal and other handling
MNone

7. Marketing authorisation holder
Maltobic Pharmaceutical Company Nigeria Limited
13, Orlu Street, l'eppe Onitsha, Ananbra state, MNigeria
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