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The format of this leaflet was set by the Ministry of Health who checked and
approved its content.

PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE PHARMACISTS'
REGULATIONS (PREPARATIONS), 1986

The dispensing of this medicine requires a doctor's prescription.
Read this package insert carefully in its entirety before using this medicine.

DETHAMYCINE, kv, ear & NosE DRoPs

Composition: Dexamethasone Sodlum Phosphate 0.1%,
Neomycin Sulfate 0.5%.
Inactive ingredients: Sodium Phosphate acid, Dibasic Sodium Phosphate,
Polyvinyl Alcohol, Sodium Chloride, Sodium Metabisufite, Disodium Edetate,
Benzalkonium Chloride, Purified Water.
Therapeutic group: Dexamethasone is a corticosteroid.
Neomycin is an antibiotic of the aminoglycosides group.
Therapeutic Activity: Combination of steroid and antibiotic for treatment of
inflammations with probable secondary bacterial infections.
When should the preparation not be used?
Do not use this medicine if you are sensitive to any of its ingredients or sulfites.
Do not use in the eye if you are suffering from Herpes Simplex Keratitis,
mycotic or viral infection of the e?le ophthalmic Tuberculosis, or injury after
the removing of a foreign body from the eye. Do not use in the ear if the
drum is suspected to be or punctured. Do not use in children under 2 years
of age (see dosage).
Do not use this medicine without consulting a doctor before starting treatment if you
are pregnant or breastfeeding or if you are suffering or have suffered in the past
from impaired function of: the eyes (e.g. glaucoma, optic nerve injury, impaired
vision, cataract, infection), the kidney/urinary tract, the thyroid gland, Diabetes,
impaired hearing, viral or mycotic infections of the ear.
How will this medicine affect your daily life?
Use of this medicine may cause blurring of vision and therefore caution should
be exercised when engaging in activities such as driving a car, operating
dangerous machinery andin any other activity which requires alertness. Chil-
dren should be cautioned against engaging in activities such as bicycle riding,
playing near roads and the like.
Warnings: Prolonged use in the eyes can result in a corneal infection caused
bi/ a mycotic infection or intra-ocular pressure. Use of this medicine may cause
blurring of vision. Do not use this medicine frequently, or for a long period, without
consulting a doctor. During treatment with this medicine for a period exceeding 10
days, intra-ocular pressure test should be performed. If you are sensitive to ang
Ier of food or medicine, inform your doctor before commencing treatment wit
this medicine. This product contains sulfites which cause hypersensitivity reactions
(e.g. asthma attacks) in sensitive patients. The medicine contains the preservative
Benzalkonium Chloride that can be absorbed by soft contact lenses. Do not use
this medicine when soft contact lenses are inserted in your eyes. Remove contact
lenses before usin? this medicine and reinsert into your eyes not less than 15
minutes after use of the medicine.
Drug Interactions: If you are taking another drug concomitantly or if you have just
finished treatment with another medicine, inform the attending doctor, in order to
prevent hazards or lack of efficacy arising from drug interactions. This is especially
important for medicines belonging to the following groups: other opthalmic prep
arations, if it is intended for use in the eyes.
Side Effects: In addition to the desired effect of the medicine, adverse reactions
may occur during the course of taking this medicine. For example: blurring of vision
(as eye drops), bumning in the nose (as nasal drops).
Effects that require special attention: In case of irritation, redness, stinging, pain,
infection of the eye or burning if the medicine comes in contact with the middle ear
(rare), continue treatment and refer to doctor. In the event that you experience side
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effects not mentioned in this leaflet, or if there is a change in your general health,
consult your doctor immediately.
Adverse reactions and drug interactions in children and infants: Parents
must inform the attending doctor about any side effect, as well as any additional
medicine being taken by the child. See above for details of special side effects
and drug interactions.
Dosage: Recommended dosage unless otherwise prescribed by your doctor:
Ear drops: 2-3 drops, 3-4 times daily. Nose drops: 1-2 drops, 3-4 times daily.
Eye drops: Dosage is according to doctor's instructions only. Do not exceed the
recommended dosage. This medicine is not usually intended for administration
to children/infants under 2 years of age. If there is no improvement in your condi-
tion within 5-7 days, refer to the doctor. This medicine is to be taken at specific
time intervals as determined by the attending doctor. If you forgot to take this
medicine at the specified time, take the dose as soon as you remember, but
never take a double dose.
Attention: Do not swallow! This medicine is intended for external use only. Do
not use the same bottle for more than one purpose.
Directions for use: As eye drops: Wash your hands thoroughly, tilt back your
head o lie down on a bedy and with the aid of a finger pull the lower eyelid away
slightly from the eye. Instil the medicine into the gap, and keep your eyes closed
for 1-2 minutes. Do not blink. To prevent contamination of the eye drops, take care
not to allow the tip of the bottle to come into contact with any surface, including
the finger and the eye itself and close the bottle tightly after use. Do not use this
medicine for more than one month after the bottle is first opened. As nose drops:
Blow the nose gently. Tilt back your head or lie down on a bed. Instil the drops into
each nostril ang keep your head tilted back for a few minutes, to allow the medicine
to spread throughout the nose. Before dipping the dropper into the solution for a
second time, rinse it well in warm water and dry it with a clean paper tissue. Close
the bottle tightly. As ear drops: Wash your hands. Tilt down or tilt your head to the
side, so that the ear to be treated faces upward. In adult patient: gently ?rasp
the ear lobe and pull it upwards and backwards to straighten the ear canal. If the
patient s a child: gently grasp the ear lobe and pull it downwards and backwards
to straighten the ear canal. Instil drops of the medicine into the ear and maintain
the adopted position for a few minutes in order to allow the medicine to reach the
interior of the ear. A clean cotton-wool plug may be inserted into the opening of
the ear (not deeply) to prevent the medicine from leaking out. To prevent contam
ination of the ear droﬁs take care not to allow the bottle tip or the dropf)er tip to
come into contact with any surface, includinﬁ the hands and the ear itself. Do not
rinse the dropper after use, wipe the tip of the dropper with a clean paper tissue
and close the bottle tightly. For use in the ear, it is possible to warm the bottle to
body temperature by ho\Jl ing it in the hands for a few minutes.
How can you contribute to the success of the treatment?
[ Complete the full course of treatment as instructed by the doctor. |
Avoid poisoning! This medicine, and all other medicines, must be stored in a safe
place out of the reach of children and/or infants, to avoid poisoning. If you have
taken an overdose, or if a child has accidentally swallowed the medicine, proceed
immediately to a hospital emergency room and bring the package of the medicine
with you. Do not induce vgmitin% unless explicitly instructed to do so by a doctor!
This medicine has been prescribed for the treatment of your ailment, in another
patient, it may cause harm. Do not give this medlcme to your relatives, neighbours
or acquaintances. Do not take medicines in the dark! Check the label and the dose
each time you take your medicine. Wear glasses \f you need them.
Storage: Store In a cool place. Even if kept in their original container and stored
as recommended, medicines may be kept for a limited period only. Please note the
expiry date of the medicine! In case of doubt, consult the pharmacist who dispensed
the medicine to you. Do not store different medications in the same package.
Licence number: 1016228764

Manufacturer: Vitamed Pharmaceutical Industries Ltd.,
P.O.B. 114, Binyamina 30550, Israel.
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