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CLOVIRAX
2g CREAM

C Avalon Pharma

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

eKeep this leaflet. You may need to read it again.

oIf 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:

1.What CLOVIRAX is and what it is used for
2.Before you use CLOVIRAX

3.How to use CLOVIRAX

4.Possible side effects

5.How to store CLOVIRAX

6.Further information

1. What CLOVIRAX is and what it is used for:

Aciclovir is an antiviral agent which is highly active in vitro against herpes simplex virus
(HSV) types | and Il and varicella zoster virus .

Clovirax is used for the treatment of herpes simplex virus infections of the skin including
initial and recurrent genital herpes labialis.

2. Before you use CLOVIRAX
Do not use CLOVIRAX if:
You are allergic (hypersensitive) to aciclovir or any of the other ingredients listed in
Section 6.
If you are not sure, talk to your doctor or pharmacist before using CLOVIRAX.
Take special care with CLOVIRAX
Check with your doctor or pharmacist before using CLOVIRAXif:
you have a condition where your immune system works less well and your body is
less able to fight infections (e.g. if you have HIV or AIDS or if you have had a bone
marrow transplant).
If you are not sure, talk to your doctor or pharmacist before using CLOVIRAX.
CLOVIRAX Cream is not for use in the mouth, eyes or the vagina. CLOVIRAX Cream
may cause skin irritation. If you are not sure, talk to your doctor or pharmacist before
using CLOVIRAX.
Taking other medicines
Please tell your doctor or pharmacist if you are taking or have recently taken any other
medicines. This includes medicines obtained without prescription, including herbal
medicines.
Pregnancy and breast-feeding
Pregnancy Category B
Ask your doctor or pharmacist for advice before using any medicine.
3.How to use CLOVIRAX
Always use CLOVIRAX exactly as your doctor has told you. You should check with
your doctor or pharmacist if you are not sure.
Applying the cream
CLOVIRAX Creamiis not for use in your mouth, eyes or the vagina.
You should not mix CLOVIRAX with anything before you use it, not even water.
Always wash your hands before and after you use the cream.
Adults and children
CLOVIRAX Cream should be applied five times daily at approximately four hourly
intervals, omitting the night time application.
CLOVIRAX Cream should be applied to the lesions or impending lesions as soon as
possible, preferably during the early stages (prodrome or erythema). Treatment can
also be started during the later (papule or blister) stages.
Treatment should be continued for at least 4 days for herpes labialis and for 5 days for
genital herpes. If healing has not occurred then treatment may be continued for up to
an additional 5 days.
If you use more CLOVIRAX than you should
Talk to your doctor or pharmacist if you use too much CLOVIRAX. CLOVIRAX Cream
is for use on the skin, if you swallow any talk to your doctor or pharmacist.
If you forget to use CLOVIRAX
If you forget to use CLOVIRAX, use it as soon as you remember. However, if it is
nearly time for your next application, skip the missed application.
Do not use a double application to make up for a forgotten application.

4. Possible side effects
Like all medicines, CLOVIRAX can cause side effects, although not everybody
gets them. The following side effects may happen with this medicine:

The following convention has been used for the classification of undesirable effects in
terms of frequency: very common =1/10, common =1/100 and <1/10, uncommon =
1/1000 and <1/100, rare =1/10,000 and <1/1000, very rare <1/10,000.

Immune system disorders:
Very rare
Immediate hypersensitivity reactions including angioedema and urticaria.

Skin and subcutaneous tissue disorders:

Redness of the skin

Uncommon

Transient burning or stinging following application of Clovirax Cream
Mild drying or flaking of the skin

Itching

Rare
Erythema

Contact dermatitis following application. Where sensitivity tests have been conducted,
the reactive substances have most often been shown to be components of the cream
rather than aciclovir.

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.

5. How to store CLOVIRAX

Keep out of the reach and sight of children.

Store below 30°C.

Do not use CLOVIRAX if more than one month has passed since you first opened the
tube.

Do not use CLOVIRAX after the expiry date which is stated on the carton and tube. 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. This will help protect the
environment.

6. Further information

What CLOVIRAX Cream contains

The active substance is aciclovir.

The cream contains 5% w/w aciclovir.

The other ingredients are poloxamer 407, cetostearyl alcohol, sodium lauryl sulphate,
paraffin oil, propylene glycol, petroleum Jelly and purified water.

What CLOVIRAX looks like and contents of the pack
Each carton contains 2g tube of CLOVIRAX. The tube has a screw cap and contains
white cream.

Marketing Authorization Holder and Manufacturer:
Middle East Distribution Co.Ltd. (MEDICO)
Middle East Pharmaceutical Industries Co. Ltd(AVALON PHARMA)
Riyadh, KSA, Tel: +966(011)2653948
For any information about this medicinal product, please contact the Marketing
authorization Holder.
This leaflet was last approved in {08/2015},Version Number{02}
To report any side effect(s):
Saudi Arabia:
- National Pharmacovigilance & Drug Safety Centre (NPC)

o Fax: +966-11-205-7662

o Call NPC at +966-11-2038222, Exts: 2317-2356-2353-

- 2354-2334-2340.

o Toll free phone: 8002490000

o E-mail: npc.drug@sfda.gov.sa

o Website: www.sfda.gov.sa/npc
Other GCC States:
- Please contact the relevant competent authority.
Shelf life after first opening is 30 days

THIS IS AMEDICAMENT

~Medicament i a product which affects your health, and its consumption contrary to instructions is dangerous for you
~Follow strictly the doctor’s prescription, the method of use and the instructions of the pharmacist who sold the medicament.
~The doctor and the pharmacist are experts in medicines, their benefits and risks.

-Do not by your self interrupt the period of treatment prescribed for you.

-Do not repeat the same prescription without consulting your doctor.

~Keep all medicaments out of reach of the children.

Council of Arab Health Ministers, Union of Arab Pharmacists.




CLOVIRAX
10g CREAM

C Avalon Pharma

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

eKeep this leaflet. You may need to read it again.

oIf 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:

1.What CLOVIRAX is and what it is used for
2.Before you use CLOVIRAX

3.How to use CLOVIRAX

4.Possible side effects

5.How to store CLOVIRAX

6.Further information

1. What CLOVIRAX is and what it is used for:

Aciclovir is an antiviral agent which is highly active in vitro against herpes simplex virus
(HSV) types | and Il and varicella zoster virus .

Clovirax is used for the treatment of herpes simplex virus infections of the skin including
initial and recurrent genital herpes labialis.

2. Before you use CLOVIRAX
Do not use CLOVIRAX if:
You are allergic (hypersensitive) to aciclovir or any of the other ingredients listed in
Section 6.
If you are not sure, talk to your doctor or pharmacist before using CLOVIRAX.
Take special care with CLOVIRAX
Check with your doctor or pharmacist before using CLOVIRAXif:
you have a condition where your immune system works less well and your body is
less able to fight infections (e.g. if you have HIV or AIDS or if you have had a bone
marrow transplant).
If you are not sure, talk to your doctor or pharmacist before using CLOVIRAX.
CLOVIRAX Cream is not for use in the mouth, eyes or the vagina. CLOVIRAX Cream
may cause skin irritation. If you are not sure, talk to your doctor or pharmacist before
using CLOVIRAX.
Taking other medicines
Please tell your doctor or pharmacist if you are taking or have recently taken any other
medicines. This includes medicines obtained without prescription, including herbal
medicines.
Pregnancy and breast-feeding:
Pregnancy Category B
Ask your doctor or pharmacist for advice before using any medicine.
3.Howto use CLOVIRAX
Always use CLOVIRAX exactly as your doctor has told you. You should check with
your doctor or pharmacist if you are not sure.
Applying the cream
CLOVIRAX Creamiis not for use in your mouth, eyes or the vagina.
You should not mix CLOVIRAX with anything before you use it, not even water.
Always wash your hands before and after you use the cream.
Adults and children
CLOVIRAX Cream should be applied five times daily at approximately four hourly
intervals, omitting the night time application.
CLOVIRAX Cream should be applied to the lesions or impending lesions as soon as
possible, preferably during the early stages (prodrome or erythema). Treatment can
also be started during the later (papule or blister) stages.
Treatment should be continued for at least 4 days for herpes labialis and for 5 days for
genital herpes. If healing has not occurred then treatment may be continued for up to
an additional 5 days.
If you use more CLOVIRAX than you should
Talk to your doctor or pharmacist if you use too much CLOVIRAX. CLOVIRAX Cream
is for use on the skin, if you swallow any talk to your doctor or pharmacist.
If you forget to use CLOVIRAX
If you forget to use CLOVIRAX, use it as soon as you remember. However, if it is
nearly time for your next application, skip the missed application.
Do not use a double application to make up for a forgotten application.

4. Possible side effects
Like all medicines, CLOVIRAX can cause side effects, although not everybody
gets them. The following side effects may happen with this medicine:

The following convention has been used for the classification of undesirable effects in
terms of frequency: very common =1/10, common =1/100 and <1/10, uncommon =
1/1000 and <1/100, rare =1/10,000 and <1/1000, very rare <1/10,000.

Immune system disorders:
Very rare

Immediate hypersensitivity reactions including angioedema and urticaria.
Skin and subcutaneous tissue disorders:

Redness of the skin

Uncommon

Transient burning or stinging following application of Clovirax Cream
Mild drying or flaking of the skin

Itching

Rare
Erythema

Contact dermatitis following application. Where sensitivity tests have been conducted,
the reactive substances have most often been shown to be components of the cream
rather than aciclovir.

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.

5. How to store CLOVIRAX

Keep out of the reach and sight of children.

Store below 30°C.

Do not use CLOVIRAX if more than one month has passed since you first opened the
tube.

Do not use CLOVIRAX after the expiry date which is stated on the carton and tube. 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. This will help protect the
environment.

6. Further information

What CLOVIRAX Cream contains

The active substance is aciclovir.

The cream contains 5% w/w aciclovir.

The other ingredients are poloxamer 407, cetostearyl alcohol, sodium lauryl sulphate,
paraffin oil, propylene glycol, petroleum Jelly and purified water.

What CLOVIRAX looks like and contents of the pack
Each carton contains 10g tube of CLOVIRAX. The tube has a screw cap and contains
white cream.

Marketing Authorization Holder and Manufacturer:

Middle East Distribution Co.Ltd. (MEDICO)

Middle East Pharmaceutical Industries Co. Ltd(AVALON PHARMA)

Riyadh, KSA, Tel: +966(011)2653948

For any information about this medicinal product, please contact the Marketing
authorization Holder.

This leaflet was last approved in {08/2015},Version Number{02}

To report any side effect(s):

Saudi Arabia:

-National Pharmacovigilance & Drug Safety Centre (NPC)

o Fax: +966-11-205-7662

o Call NPC at +966-11-2038222, Exts: 2317-2356-2353-

-2354-2334-2340.

o Toll free phone: 8002490000

o E-mail: npc.drug@sfda.gov.sa

o Website: www.sfda.gov.sa/npc

Other GCC States:
- Please contact the relevant competent authority.
Shelf life after first opening is 30 days

THIS IS AMEDICAMENT

~Medicament i a product which affects your health, and its consumption contrary to instructions is dangerous for you
~Follow strictly the doctor’s prescription, the method of use and the instructions of the pharmacist who sold the medicament.
~The doctor and the pharmacist are experts in medicines, their benefits and risks.

-Do not by your self interrupt the period of treatment prescribed for you.

-Do not repeat the same prescription without consulting your doctor.

~Keep all medicaments out of reach of the children.

Council of Arab Health Ministers, Union of Arab Pharmacists.
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