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Voltarol
Gel Patch 140 mg

dicated plaster
Diclofenac sodium
(as diclofenac epolamine)

code 1030 ed. V/02.14 — GB 924294

IrPATIENT LEAFLET: Information for the user
IRead all of this leaflet carefully before start
using this medicine because it contains
limportant information for you.

|® Keep this leaflet. You may need to read it again.
| If you have further questions, ask your doctor
or pharmacist.

le This medicine has been prescribed for you

I only. Do not pass it on to others. It may harm

| them, even if their signs of iliness are the

| same as yours.

e |f you get any side effects, talk to your doctor
I or pharmacist. This includes any possible side
| effects not listed in theis leaflet. See sections 4.

IWhat is in this leaflet: I
11. What Voltarol Gel Patch is and what it is used for |
12. What you need to know before you use Voltarol|
Gel Patch

3. How to use Voltarol Gel Patch

14. Possible side effects

15. How to store Voltarol Gel Patch

6. Contents of the pack and other information.

11. WHAT Voltarol Gel Patch is and what it is
Iused for

|
|
|
|
|
|
Voltarol Gel Patch belongs to a group of |
medicines called non-steroidal anti-inflammatory
Idrugs (NSAIDs). NSAIDs reduce pain and '
linflammation. I
[Voltarol Gel Patch is used to relieve the pain and |
inflammation of tennis elbow, golfer’s elbow and |
I.’:1 sprained ankle. |
|
|
|
|
|
|
|
|
|
|

2. What you need to know before you use
Voltarol Gel Patch

|
Do not use Voltarol Gel Patch:

e if you are allergic to diclofenac, acetylsalicylic
acid (aspirin) or any other NSAID
if you are allergic to any of the other
ingredients of Voltarol Gel Patch (listed in
section 6)
if you have asthma, breathing problems, skin
rash or a runny nose after taking
acetylsalicylic acid (aspirin) or other NSAIDs
if you are entering or are already beyond your
6th month of pregnancy

if you have any damaged skin including weeping |
or infected areas, eczema, burns or wounds |
if you are a children or adolescent aged less
than 16 years.

I
Ih‘ any of the above applies to you talk to your
doctor or pharmacist.

I
I
Warnings and precautions I
Talk to your doctor or pharmacist before :
I
I
I

lusing Voltarol Gel Patch if:

|® You have heart disease

|® You have Kidney disease

e You have liver disease

le You have had stomach ulcers in the past

le You have inflammatory bowel disease such as

L]
L]
L]
e if you currently have a stomach ulcer (peptic ulcer) ' |
L]
L]

Crohn’s disease or ulcerative colitis or you are

susceptible to bleeding from your bowel '

le You have asthma I

1® You have breathing problems, skinrashora |

| | funny nose after taking acetylsalicylic acid |
| (aspirin) or other NSAIDs

le You are taking diclofenac or other NSAIDs, as |

| | an oral or topical preparation |

i@ You regularly use a sun-bed or sunbathe |

| ° You are elderly as you may be more prone to |

side effects. |

I(:hildren and adolescents
IDo not use in case of children or adolescent aged!
Iless than 16 years old |

| I0ther medicines and Voltarol Gel Patch I

|If Voltarol Gel Patch is correctly used the risk of |

| jinteraction with other medicinal products is very |
low. However inform your doctor or pharmacist if

| Irecently you used or took or you are currently
lusing or taking any other medicines.

| IPregnancy and breast-feeding

|
|
|
i you are pregnant or breast-feeding, think you '

| Imay be pregnant or are planning to have a baby, |
|ask your doctor or pharmacist for advice before |

| taking this medicine. |
I

|

|

| |Voltarol Gel Patch must not be used if you are

| Ientering or are already beyond your 6" month of
pregnancy, as it could harm your unborn child or
Icause problems at delivery. Voltarol Gel Patch
Ishould only be used under medical advice before |

| ithe 6" month of pregnancy and the dose should |

| Ibe kept as low and duration of treatment as shortI
as possible.

| IVoltarol Gel Patch should only be used under
Imedical advice during breast-feeding as

| (diclofenac passes into breast milk in small

| Iamounts. However, Voltarol Gel Patch should not
be applied on the breasts of nursing mothers nor

lelsewhere on large areas of skin or for a
|prolonged period of time.

| |Consult your doctor or pharmacist for further

Iinformation if you are pregnant or breastfeeding.

| IDriving and using machines

|Diclofenac medicated plaster application has no
Iinfluence on the ability to drive and use machines.

Voltarol Gel Patch contains

e preservatives known as parahydroxybenzoates

| I which may cause allergic reactions (possibly

| delayed)

|® and propylene glycol, which may cause skin
irritation.

;3. HOW TO USE Voltarol Gel Patch

|Always use Voltarol Gel Patch exactly as your
| Idoctor has told you.

| [Important:
| Your doctor will choose the dose that is right
for you. Your dose will be shown clearly on
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"medicine. If it does not, or you are not sure,
lask your doctor or pharmacist.

|Adults or adolescents 16 years of age and over
IHow many plasters to use
|e Tennis elbow or golfer’s elbow
| - Apply one plaster in the morning
- Remove the plaster in the evening and apply
anew one
I - Remove the plaster in the morning
| Repeat these steps for a maximum of 14 days.
|® Ankle sprains
- Apply one plaster per day
I - Remove the plaster the next day and apply a
I newone
| Repeat these steps for a maximum of 3 days.|

IRemember: Ankle sprains will normally I
jimprove within 3 days and elbow pain within |
14 days. If they do not, or if your symptoms |
get worse, tell your doctor.

|

IUse in children and adolescents (under 16 |

years of age)

IThere are insufficient data on efficacy and safety |
I
|

|available for children and adolescents below 16
\vears (see Do not use Voltarol Gel Patch).

In children aged 16 years and over, if the
symptoms worsen, the patient/parents of the !
ladolescent is/are advised to consult a doctor. |

|How to apply Voltarol Gel Patch '

le Cut the top off the resealable sachet, take out |

| aplaster and carefully close the seal. |

A Record the date on which the sachet was |

opened in the space provided
le Remove the plastic backing protecting the !
sticky side of the plaster. I

e Apply the plaster to the skin around the painful|
or swollen area. If necessary, it may be held in
place with an open weave gauze bandage or
thin strips of tape. These can be obtained from !
your pharmacist. |

* Do not cover the plaster with any other kind of |
dressing. |

e The medicated plaster should be applied only
to intact, non-diseased skin, and not to skin
wounds or open injuries, and should not be
worn when bathing or showering.

e Take care to keep the gel away from your
eyes, nose, mouth, genital and anal areas. If
gel does come into contact with these, rinse
away with water.

e The plaster should not be cut.

|
|
|
I
|
|
|
I |
| |
| |
| |
I I
| |
| |
|If you forget to use Voltarol Gel Patch |
Do not apply an additional plaster to make up for |
a missed dose. Simply apply your next plaster as

Iplanned. '
IIf you have any further questions about the use |

|

I

|

|

jof this medicine, ask your doctor or pharmacist.
14. Possible side effects

ILike all medicines Voltarol Gel Patch can cause
|side effects, although not everybody gets them.

______________ -

"Some uncommon and very rare side effects
Imight be serious '
|If you experience any of the following signs of |
jallergy, STOP using Voltarol Gel Patch and tella |
doctor or a pharmacist immediately: |
- Swelling of the lips, eyes or tongue,
I wheezing or asthma attack which are signs |
| of severe allergic reaction (affect lessthan 1 |
| userin 10,000), |
I Rash, stinging or burning at the site where the |
plaster was applied (affect 1 to 10 users in 1,000). |

IOther side effects which may occur are
lusually mild, passing and harmless (if you are!
Iconcerned, tell a doctor or pharmacist).

ICommon side effects (affect 1 to 10 users in 100) |
|® Itchy skin. |

IUncommon side effects (affect 1 to 10 users in 1,000)!
j® Skin rash |
e Redness of the skin

e Tiny red or purple coloured spots under the skin :
Rare side effects (affect 1 to 10 users in 10,000) |

e Dry scaly skin
le Swelling at the site where the plaster was applied. |

IWery rare side effects (affect less than 1 userin !
110,000)
|® Skin rashes made worse by sunlight

|Because Voltarol Gel Patch is applied to the skin
jover the affected area, there is less risk of
unwanted effects, such as stomach problems
including pain, indigestion, or any signs of
Ibleeding in the stomach or intestine, that can

However, if Voltarol Gel Patch is not used
correctly, these unwanted effects could occur.

Reporting of side effects

If you get any side effects, talk to your doctor or
Ipharmacist. This includes any possible side
|effects not listed in this leaflet. You can also
jreport side effects directly via the the internet at |
Iwww.mhra.gov.uk/yellowcard. Alternatively you |
can call Freephone 0808 100 3352 (available from
110 a.m. to 2 p.m. Mondays to Fridays) or fillina !
|paper form available from your local pharmacy. By |
[reporting side effects you can help provide more
Iim‘ormation on the safety of this medicine.

By reporting side effects you can help provide
more information on the safety of this medicine.

I5. HOW TO STORE Voltarol Gel Patch

Keep this medicine out of the sight and reach of
children.

Do not use this medicine after the expiry date
which is stated on the sachet and carton. The
lexpiry date refers to the last day of that month.

IDo not store above 25°C

Do not use after 3 months after the first opening
Ithe sachet. After removing each plaster, ensure
|the sachet is resealed.

I | IWhat Voltarol Gel Patch looks like and

|
|
I
|
|
joccur when diclofenac is taken by mouth. | |
|
|
|
|
|

Do not throw away any medicines via
lwastewater or household waste. Ask your '
| |pharmacist how to throw away medicines you no|

jlonger use. These measures will help to protect |
Ithe environment.

| /6. CONTENTS OF THE PACK AND OTHER
| INFORMATION

|
I

:What Voltarol Gel Patch contains :

| The active substance is diclofenac epolamine.

| IEach medicated plaster contains a total of 180 |
Img of diclofenac epolamine, correspondingto |

| 1140 mg diclofenac sodium (1% w/w). |
The other ingredients are gelatine, povidine

| |(K90), sorbitol, kaolin, titanium dioxide (E171), '

| Ipropylene glycol, methylparahydroxybenzoate |
1(E218), propylparahydroxybenzoate (E216), I
(disodium edetate (E385), tartaric acid, aluminium,
glycinate, carmellose sodium, sodium

| Ipolyacrylate, 1,3-butylene glycol, polysorbate 80,

| Ifragrance (propylene glycol, benzyle salicylate, |
|phenyl ethyl alcohol, alpha amyl cinnamic
;aldehyde, hydroxycitronellal, phenylethyl
phenylacetate, cinnamyl acetate, benzyl acetate,

| 'terpineol, cinnamic alcohol, cyclamenaldehyde.),
Ipurified water and unwoven polyester support.

Icontents of the pack

| IEach medicated plaster consists of a white to
| |pale yellow paste impregnated into a dressing
Iwith a removable clear plastic backing protecting
| an adhesive layer. Resealable sachets contain
leither 2 or 5 plasters.
IVoltarol Gel Patch comes in packs of 2,5, 10 and |
| 114 plasters per box. Not all pack sizes may be
|

marketed.

| |Marketing Authorization Holder and
Manufacturer

IMarketinq authorization holder
Novartis Consumer Health, Camberley, GU15 3YL,

|
| Manufacturers
Laboratoires Genévrier,
| 1280 rue de Goa

|

|

I

|

|

|

I

|

| |Z.l. Les Trois Moulins, Parc de Sophia Antipolis |

106600 Antibes, France |

jAnd |

| jAltergon Italia srl |
Zona Industriale

| 183040 Morra De Sanctis (AV) '

[Italy |

|

I

|

|

|

I

IIf this leaflet is difficult to see or read or you
| |would like it in a different format, please
contact Novartis Consumer Health,
I(}amberley, GU15 3YL United Kingdom.

IThis leaflet was last revised in January 2014.
|
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