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PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE
PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1986
The medicine is dispensed without a doctor’s prescription

Septol®

Hand disinfection solution 500 ml
Composition

Chlorhexidine Gluconate 0.5% w/v

Ethanol 70% w/v

For information on inactive ingredients, see section 6 — “Further Information”.

Read the leaflet carefully in its entirety before using the medicine. This leaflet
contains concise information about the medicine. If you have further questions, refer to
the doctor or pharmacist.

Use the preparation according to the instructions in the dosage section of this leaflet.
Consult the pharmacist if you need further information.

1. WHAT IS THE MEDICINE INTENDED FOR?
Septol is a solution for disinfecting the skin of the hands.
Therapeutic group: Disinfectants and antiseptics.

2. BEFORE USING THE MEDICINE

Do not use the preparation:

« If you are sensitive (allergic) to the active ingredients or to any of the additional
ingredients contained in the medicine, especially in patients with a history of possible
chlorhexidine-associated allergic reactions.

* Ifthere is a suspicion of contact with the eyes, the brain, brain membranes, the middle
ear or outer ear when the ear drum is perforated.

¢ Do not inject.

* Do not use in body cavities (e.g., nose, ears).

* When use of Septol is followed by diathermy (a type of surgical procedure) - ensure
that there is no pooling of Septol and that the skin and all drapes surrounding the
patient are dry.

Special warnings regarding use of the medicine

* Septol contains chlorhexidine. Chlorhexidine is known to induce hypersensitivity,
including generalized allergic reactions and anaphylactic shock. The prevalence of
chlorhexidine hypersensitivity is not known. Do not use Septol in patients with a potential
history of an allergic reaction to a chlorhexidine-containing compound.

If the preparation was accidentally administered by infusion — a blood transfusion may
be necessary to counteract hemolysis.

The use of chlorhexidine solutions, both alcohol-based and aqueous, for skin
disinfection prior to invasive procedures, has been associated with chemical burns in
neonates. The risk appears to be higher in preterm infants, especially those born before
32 weeks of gestation and within the first 2 weeks of life.

Keep the product away from sources of heat or fire.

Do not light a cigarette or be exposed to fire until the preparation has completely dried.
Do not allow contact with the eyes due to the risk of visual damage. If it comes into
contact with the eyes — wash immediately and thoroughly with water. In case of irritation,
redness or pain in the eye, or visual disturbance, refer promptly for medical advice.
Serious cases of persistent corneal injury (injury to the surface of the eye) potentially
requiring corneal transplant have been reported when similar products have accidentally
come in contact with the eye during surgical procedures, in patients under general
anesthetic (deep painless sleep).

Drug interactions

If you are taking, or have recently taken, other medicines, including non-prescription
medicines and nutritional supplements, tell the doctor or pharmacist.

3. HOW SHOULD YOU USE THE MEDICINE?

Check with the doctor or pharmacist if you are uncertain regarding the dosage and
treatment regimen of the preparation.

Attention

Do not swallow! This medicine is intended for external use only.

Avoid contact with the eyes and mucous membranes. In case of contact, wash with plenty
of water and refer to a doctor, if necessary.

Do not exceed the recommended dose.

Directions for use:

For your convenience, a pump is enclosed. Remove the bottle cap and screw the pump

on until it is completely closed.

Pour 3 ml (one press of the pump) of the preparation onto clean hands, spread the solution

over the entire skin surface and rub your hands until complete evaporation of the solution.

If you accidentally swallowed Septol

If you accidentally swallowed the solution, consult your doctor regarding what to do.

Do not take medicines in the dark! Check the label and the dose each time you

take medicine. Wear glasses if you need them.

If you have further questions regarding use of the medicine, consult the doctor

or pharmacist.

4. SIDE EFFECTS

As with any medicine, use of Septol 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 immediately and seek medical treatment if the following

side effects occur:

* Chlorhexidine can very rarely cause hypersensitivity, including anaphylactic shock
(swelling of the throat or lips, low blood pressure).

Additional side effects of unknown frequency:

* Allergic reactions (e.g., skin inflammation, itching, redness, eczema, rash, urticaria, skin
irritation, blisters).

» Corneal injury (injury to the surface of the eye) and permanent damage to the eyes
including permanent visual impairment (following accidental ocular exposure during
hlead,)face and neck surgery) in patients under general anesthetic (deep painless
sleep).

Side effects in newborns and infants:

* Chemical burns can occur in newborns and babies (frequency unknown).

If any of these reactions occur, stop the use and refer immediately to receive medical

treatment.

If a side effect occurs, if one of the side effect worsens or if you suffer from a side

effect not mentioned in the leaflet, consult with the doctor.

Reporting side effects

Side effects can be reported to the Ministry of Health by clicking on the link

“Reporting Side Effects of Drug Treatment” found on the Ministry of Health homepage

(www.health.gov.il)thatdirectsyoutoanonlineformforreportingsideeffects, orbyenteringthelink:

https://sideeffects.health.gov.il

5. HOW SHOULD THE MEDICINE BE STORED?

Avoid poisoning! This medicine, and any other medicine, must be kept in a safe place

out of the reach and sight of children and/or infants to avoid poisoning. Do not induce

vomiting unless explicitly instructed to do so by the doctor.

Do not use the medicine after the expiry date (exp. date) that appears on the package.

The expiry date refers to the last day of that month.

Caution! Flammable material, keep away from fire!

Store below 25°C.

Can be used for 6 months after first opening, but not beyond the expiry date of

the preparation.

6. FURTHER INFORMATION

* In addition to the active ingredients, the medicine also contains:

Glycerin, Citron D 3009 IF, D-Gluconolactone, FD&C Blue No. 1, Purified water.

* What the medicine looks like and the contents of the package:

A transparent, light blue solution with a pleasant smell.
Each bottle contains 500 ml solution.

Name of Manufacturer:

Vitamed Pharmaceutical Industries Ltd., P.O.B. 114, Binyamina, Israel.

License Holder and its Address:

Teva Israel Ltd., Tel Aviv.

Revised in August 2024.

Registration number of the medicine in the National Drug Registry of the Ministry of Health:

029.79.25425
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