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Patient Information leaflet (PIL)
Silvezin ® 1% Cream
Silver Sulfadiazine

Read all of this leaflet carefully before you start using this medicine because it contains

important information for you (POM).

o Keep this leaflet. You may need to read it again.

e If you have any further questions, ask your doctor or pharmacist.

e This medicine has been prescribed for you only. Do not pass it on to others. It may harm
them, even if their symptoms are the same as yours.

e 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:
What Silvezin is and what it is used for.

Before you use Silvezin.

How to use Silvezin.

Possible side effects.

How to store Silvezin.

Contents of the pack and other further information.
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1. What Silvezin is and what it is used for

Pharmacotherapeutic group
Antibacterial and antifungal of the sulfonamides group.

Therapeutic indications
Antimicrobial preparation for local treatment of burns, infected pressure sores and leg ulcers.

2. Before you use Silvezin

Do not use Silvezin

(I If you are sensitive to any of its ingredients or to other medicines belonging to the sulfonamides
group.

(I If you are pregnant.

On premature or newborn infants during the first few months of life.

Do not use this medicine without consulting doctor before starting treatment:

(I If you are breastfeeding.

If you have a deficiency of the G6PD enzyme (sensitivity to fava bean). .

(X If you suffer, or have suffered in the past from impaired function of the liver or kidney.

Warnings:

! During treatment with this medicine the following tests should be performed : blood, urine
and kidney function.

! If you are sensitive to any type of food or medicine, informs your doctor before
commencing treatment with this medicine.

Drug interactions

PIL_Silvezin_BJ 11.2019



B
EBeit Jala Pharmaceutical Co.

If you are using another medicines concomitantly including non prescription medications or
nutritional supplements, or if you have just finished treatment with another medicines, inform
the attending doctor in order to prevent hazards or lack of efficacy arising from drug
interactions. This is especially important for other skin preparations containing proteolytic
enzymes (decomposition of proteins), antidiabetes medications, cimitidine (for heartburn) and
phenytoin (antiepilepsy).

Important information about some of the ingredients in this medicine
The cream contains:

e Propylene glycol: may cause skin irritation.

e Lanette O: may cause allergic reactions (possibly delayed).

e Nipagin M: may cause local skin reactions (e.g. contact dermatitis).

3. How to use Silvezin

Dosage:
v" According to doctor's instructions only.

v Do not exceed the recommended dosage.

Attention!
e Do not swallow.
e For external use only.

Directions for use

e Sterile measures should be taken when applying Silvezin and it should be spread directly
onto the burn wounds after they have been thoroughly cleansed.

e The cream should be applied in a layer 3-5 mm thick, over the entire burn area, according to
doctor's instructions. The affected area must be always covered by cream. If for any reason
the cream is rubbed off, apply a new layer.

e An individual tube/ container should be used for each patient.

e The tube/container should be opened immediately before use.

e Any cream remaining on completion of treatment should be discarded. Consult the
pharmacist.

Avoid poisoning!

e 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.

e |f you are used an overdose, or if a child has accidentally swallowed this medicine,
proceed immediately to a hospital emergency room and bring the package of the
medicine with you.

¢ Do not induce vomiting unless explicitly instructed to do so by a doctor!

¢ Do not give this medicine to your relatives, neighbours or acquaintances.

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

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

pharmacist.

4. Possible Side Effects

In addition to the desired effects of the medicine, adverse reactions may occur during the
course of using this medicine such as: burning or pruritus sensation.

If these side effects continue and/or are bothersome consult your doctor.
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Effects that require special attention:

Hypersensitivity to sun rays, local irritation, rash or inflammation (which were not present
before use of the preparation).

When the preparation is used over extensive areas it may be absorbed into the vascular system.
If this occurs adverse reactions may appear that are characteristic of an oral dose of the
preparation (rare): blood dyscrasias such as leucopenia (decrease in white blood cells)
associated with fever, sore throat, sores, ulcers or white spots on lips or in the mouth, unusual
bleeding or bruising, tiredness or extreme weakness, painful urination.

Dermatological and allergic reactions such as: peeling and blistering of the skin, red skin
lesions often with a purple center.

Central nervous system reactions, gastrointestinal reactions, hepatitis, interstitial nephritis
associated with decreased frequency of urination, cloudy or bloody urine: stop treatment and
consult your doctor.

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

Keep the medicine out of the reach of children.
Store in the original container at a temperature between 15-30°C, protect from freezing.
Do not use this medicine after the expiry date shown on the carton. The expiry date refers
to the last day of that month.

¢ Do 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.

5. How to store Silvezin

6. Contents of the pack & other further information:

What Silvezin contains
The active substance is Silver Sulfadiazine 1%
Methylparaben as preservative.

What Silvezin looks like and contents of the pack
Silvezin 1% Cream is white, homogeneous, consistent and thick cream. It is available in a
tube of 50 g cream and a jar of 500 g cream.

Marketing authorization holder and manufacturer
Product License held by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma .com

Manufactured by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma .com

The information provided applies only to Silvezin Cream.
This leaflet was last revised in September 2021, version number 1409070-2
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