Individuals other than the patient should avoid direct contact with LEDAGA. The risks associated with
secondary exposure include inflammation of the skin (dermatitis) and mucosal injury.

In case of direct skin contact with LEDAGA in individuals other than the patient, wash abundantly with water
and soap for 15 minutes. Remove and wash contaminated clothing. Contact your doctor.

If non-affected areas of the patient's skin exposed, patient should wash the area with soap and water.

The transparent sealable plastic bag supplied with LEDAGA to prevent secondary exposure and
contaminations is child-resistant.

Do not throw away any medicinal product or nitrile gloves used for application and ask your pharmacist.
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To report side effects:
Saudi Arabia:
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—  The National Pharmacovigilance and Drug Safety Center (NPC)
e SFDA Call Center: 19999
e E-mail: npc.drug@sfda.gov.sa
e Website: https://ade.sfda.gov.sa/
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You can also report any side effects directly to the Marketing
Authorization Holder via the following email:
RRDpharmacovigilance@recordati.com .

This has been revi and app d by The Saudi Food

and Drug Authority (SFDA).
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Important Safety Information
Patient Reminder card

LEDAGA.

160 micrograms/g gel
chlormethine
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RARE DISEASES




Apply LEDAGA immediately or within 30 min after
taking it out of the refrigerator.
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Unzip plastic bag, take LEDAGA out
of carton and open tube. Before
initial use, use cap to pierce seal.
Do not use if seal is missing,
damaged.
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Apply a thin layer to completely dry e
skin at least 4 hrs before or 30 mins
after showering or washing.

Patient
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Caregivers must wear disposable nitrile gloves
before applying thin layer to completely dry skin.
After application, remove gloves and turn inside.
If accidental skin exposure occurs, immediately
wash the area with soap and water for at least
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15 minutes. Seek medical help right away if
LEDAGA contacts the eyes, mouth, or nose.

Allow gel dry (5-10 min) before covering with
clothing. Do not use occlusive dressings.
LEDAGA is flammable: Avoid contact with open
flame or lit cigarette until product has dried.
Do not use skin products for 2 hrs before and

2 hrs after application.
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Patient and

Immediately after application, wash hands
with soap and water.
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With clean hands, close the tube, return it to the

carton and then into the transparent sealable plastic
bag, and zip it closed.
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Return the transparent sealable plastic bag to the
refrigerator. Keep away from children.
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