Patient Information Leaflet (PIL)
The dispensing of this medicine requires a doctor's prescription
Virulan Cream
(Penciclovir)

Read all of this leaflet carefully before you start using this medicine.

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

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

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

- 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.

In this leaflet:
What Virulan is and what it is used for

What you need to know before you use Virulan
How to use Virulan

Possible side effects

How to store Virulan

Contents of the pack and other further information.
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1. What Virulan is and what it is used for
Therapeutic activity:
Virulan is a topical antiviral

Indications:
Virulan is indicated for local treatment of cold sores (Herpes labialis).

2. Before you use Virulan

Do not use Virulan in the following conditions:

If you have known hypersensitivity to the active substance (Penciclovir), Famciclovir or to any
of the other ingredients of this medicine.

Take special care with Virulan. Tell your doctor or pharmacists before you use Virulan:

o If you are uncertain whether your sore is a cold sore

o If you have a condition, or are receiving treatment which weakens your immune system, for
example, HIV infection, a bone marrow transplant or cancer treatment

o If you need to treat ulcers or blisters which appear around your eyes or genital area.

Warnings & Precautions:
¢ To prevent transferring the infection or making it worse, do not touch your cold sore
¢ To prevent the virus from infecting other parts of the body, it is important when you have a
cold sore to:
- Avoid kissing, especially children
- Avoid oral sex
- Use only your own towel and face cloth and avoid sharing cutlery, cups, glasses, etc
- Avoid popping the blisters or picking the sore, as this may prolong the healing process
- Avoid touching your eyes, as the virus can cause a serious condition if it gets into the eyes



- Do not pass this medicine to others, even if their symptoms are the same as yours.

Taking other medicines, herbal or dietary supplements

If you are taking another medicine concomitantly or if you have just finished treatment with
another medicine inform your physician in order to prevent hazards or lack of efficacy resulting
from drug interactions

Pregnancy and breast-feeding

e There is unlikely to be any cause for concern regarding adverse effects when the cream is used
during pregnancy and lactation as systemic absorption of penciclovir following topical
administration has been shown to be minimal

o If you are pregnant or breastfeeding, think you may be pregnant or are planning to become
pregnant, consult your doctor before using Virulan.

Children & adolescents
Virulan is not intended for use in children under 12 years of age.

Driving and using machines.
Virulan has no influence on the ability to drive and use machines.

Important information about some of the ingredients of Virulan that may have undesirable
effects on some patients:
Virulan contains:
¢ Cetostearyl alcohol (Lanette O): May cause local skin reactions (e.g. contact dermatitis)
e Propylene glycol:
-Virulan contains 300 mg /g propylene glycol which is equivalent to 30 g/ 100 g cream
-May cause skin irritation
-Do not use this medicine in babies less than 4 weeks old with open wounds or large areas of
broken or damaged skin (such as burns) without talking to your doctor or pharmacist.

3. How to use Virulan
Always use Virulan exactly as your doctor has told you. You should check with your doctor or
pharmacist if you are not sure

Dosage and instructions for proper use

e It is important to start treatment as close as possible to the onset of early signs such as:
Irritation and stinging in the lip area

e Using a clean finger, apply Virulan on the affected areas, approximately every two hours
throughout the day (approximately 8 times a day)

e Even if the treatment with Virulan was started after the sore appeared, this medicine accelerates
the healing process, eases the pain and limits the spread of the virus

¢ The duration of treatment is 4 days. Refer to the doctor if after 4 days of the treatment your
condition worsens or if the sore does not heal

e It is important to adhere to the treatment regimen for 4 days (even if there is an improvement
beforehand), since, if the treatment does not persist for a long enough period of time or is
prematurely discontinued, the sore may flair up again

¢ Do not exceed the recommended dose

Attention!
¢ This medicine is intended for external use only. Do not swallow
¢ Avoid contact with the eyes, mucous membranes (e.g. in mouth and nose).



If you use more Virulan than you should:
o If you accidentally took a higher dosage, no harmful effects are expected, only mild skin
irritation
o If you accidentally swallowed the medicine, no harmful effects are expected, but it may cause
irritation in the mouth. Contact the doctor if necessary.

If you forget to use Virulan:
Apply Virulan as soon as you remember, but wait two hours between applications. Do not apply a
double dose to make up for the missed dose.

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

4. Possible side effects
Like all medicines, Virulan can cause side effects, although not everybody gets them.

Common: Transient burning, stinging or itching sensation, pain or numbness in the area of
application

Discontinue using Virulan and refer to a doctor immediately if you experience:
Hypersensitivity reactions, such as urticaria, swelling of the face or the area where the cream was
applied, skin rash

Reporting of side effects

e 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

e To report any side effect(s)to ministry of health directly fill the on-line reporting form at the
following link: https://www.pharmacy.moh.ps/index/Form/Language/ar and to the marketing
authorization holder website: http://www.beitjalapharma.com/index.php/en-gb/reports/.

5. How to store Virulan

o Keep out of the reach and sight of children

e Store this medicine at temperature below 30 °C. Do not freeze

¢ Do not use the product after 30 days from opening the tube

¢ Do not use Virulan after the expiry date which is stated on the carton. The expiry date refers to
the last day of that month

¢ Medicines should not be disposed of via wastewater or household waste. Ask your pharmacist
how to dispose of medicines no longer required. These measures will help to protect the
environment.

6. Contents of the pack & other further information
What Virulan contains
The active ingredient is Penciclovir 1% (w/w).

What Virulan looks like and contents of the pack:
Virulan is a white homogenous consistent cream. It is available in aluminum tube of 1.5gand 5 g.


https://www.pharmacy.moh.ps/index/Form/Language/ar
http://www.beitjalapharma.com/index.php/en-gb/reports/

Marketing Authorisation Holder

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

Manufacturing company

B

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

This leaflet was last revised in January 2023, version number 1410025-0.


http://www.beitjalapharma.com/
http://www.beitjalapharma.com/
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