Patient Information leaflet (PIL)
Garamine 0.1% Cream
Gentamicin (as Sulfate)

Read all of this leaflet carefully before you start taking this medicine because it contains important
information for you (POM).
Keep this leaflet. You may need to read it againe
If you have any further questions, ask your doctor or pharmaciste
This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, e
.even if their symptoms are the same as yours
If any of the side effects get serious, talk to your doctor or pharmacist. This includes any
.possible side effects not listed in this leaflet

In this leaflet:
1.What Garamine is and what it is used for.

2.Before you use Garamine.

3.How to use Garamine.

4.Possible side effects.

5.How to store Garamine.

6.Contents of the pack and other further information

1. What Garamine is and what it is used for

Pharmacotherapeutic group:
Aminoglycoside antibiotic for topical treatment.

Therapeutic indications:
For treatment of bacterial skin infections (sores, burns, acne and dermatoses) sensitive to gentamicin.

2. Before you use Garamine

Do not use Garamine
You are sensitive (allergic) to the active ingredient or to any of the other ingredients in the
medicine.

Special warnings regarding use of the medicine:
! Sometimes, topical use of antibiotics promotes the growth of other microorganisms, among

them fungi. If you notice a fungal infection or if you develop irritation as a result of using Garamine,
refer to a doctor to replace the treatment with another medicine.

! Do not use in the eyes.

! Do not use the medicine without consulting the doctor before starting treatment if:

x] You are pregnant or breastfeeding.

You are suffering, or have suffered in the past, from impaired function of: the kidney/urinary
tract, especially if the treated area is denuded and/or the cream form is being used, since these factors
increase the absorption of gentamicin.

x] You are sensitive to any food or medicine, especially to antibiotic agents.

If you are taking, or have recently taken, other medicines, including non-prescription medicines and
nutritional supplements, inform the doctor or pharmacist particularly if you are using other external

preparations.
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Pregnancy and breastfeeding:
Do not commence treatment with the medicine without consulting the doctor if you are pregnant or

breastfeeding.

Important information about some of the ingredients of Garamine

Garamine Contains:

Cetostearyl alcohol: May cause local skin reactions (e.g. contact dermatitis).
Chlorocresol: May cause allergic reactions.

Methyl paraben & Propyl paraben: May cause allergic reactions (possibly delayed).

3. How to use Garamine

> Always use according to the doctor's instructions. Consult the doctor or pharmacist if you are
uncertain about how to use.
> The dosage and treatment regimen will be determined by the doctor only.

Unless instructed otherwise by the doctor:
Clean the affected area before use. With clean hands, massage a small amount of the preparation onto
the affected area 3-4 times a day. Wash your hands after use (unless the hands are the area being
treated).

Avoid, as much as possible, further infection of the affected area.

If your condition does not improve within one week, refer to the doctor again so he can tell
you how to continue treatment to avoid resistance of the infection to gentamicin.

The treated area can be covered with a dressing.

In cases of contagious impetigo, remove the crust before the treatment in order to enable better
contact of the medicine with the infection.

Do not exceed the recommended dose.

Do not swallow! This medicine is intended for external use only. Avoid contact with the eyes.

If you used an overdose, or if a child accidentally swallowed the medicine, immediately refer
to a doctor or proceed to a hospital emergency room and bring the package of the medicine with you.

Adhere to the treatment as recommended by the doctor. Even if there is an improvement in
your health, do not stop treatment with the medicine without consulting the doctor or pharmacist.

Do not use medicines in the dark! Check the label and dose each time you use a medicine.
Wear glasses if you need them.

YV V VVV VV VY

If you have any further questions on the use of this product, ask your doctor or pharmacist.

4. Possible Side Effects

As with any medicine, use of Garamine may cause side effects in some users. Do not be alarmed when
reading the list of side effects. You may not suffer from any of them.
Discontinue use of the medicine and refer to the doctor immediately if the following effects develop:
Local irritation, inflammation or rash in the treated area.
Side effects of unknown frequency:

.Skin sensitivity to light

Reporting of side effects
If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please tell your

.doctor or pharmacist
To report any side effect(s) directly to ministry of health, using the on-line reporting form at the following link:

https://www.pharmacy.moh.ps/index/Form/Language/ar & to the company web site
https://www.beitjalapharma.com
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5. How to store Garamine

eKeep the medicine out of the sight and reach of children.

eStore in a cool place at temperature below 25 °C. Protect from freezing.

eThe preparation can be used for up to 6 months after first opening, but not beyond the expiry date.

¢Do not use this medicine after the expiry date shown on the carton. The expiry date refers to the last day
of that month.

eAvoid poisoning! Do not induce vomiting without explicit instruction from the doctor.

eDo not throw away any medicines via waste water or household waste. Ask your pharmacist how to throw
away medicines you no longer use. These measures will help protect the environment.

6. Contents of the pack & other further information

What Garamine contains:
The active substance is: Gentamicin (as Sulfate) 0.1%
In a non-greasy washable cream base.

What Garamine looks like and contents of the pack:
.Garamine 0.1% Cream is white, soft and Consistent cream. It is available in a tube of 16 g cream

Marketing authorization holder:
Product License held by Beit Jala Pharmaceutical Compan

Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine ,&
http://www.beitjalapharma.co:

:Manufactured b

[ ]

Eeit Jala Pharmaceutical Co.
81, Al-Madaress St.
P.O.Box 58
Beit Jala - Palestine
http://www.beitjalapharma.com

This leaflet was last revised in February 2022, version number 1409015-4
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